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OONOOSICN 

Pharmaceuticals have prolonged l i fe and, at the same tine, greatly 

inproved the quality of l i fe for millions of people around the world, 

ttiey have enabled physicians to understand better the causes and 

manifestations of disease, while giving them the means to be much acre 

effective in preventing and curing illness. 

Of all the benefits of pharmaceuticals, however, only those that 

save costs by reducing mortality and alleviating some types of morbidity 

are included in formal calculations of their cost-effectiveness. 

Nevertheless, the evidence shows that drugs are cost-effective. 

Drug therapy usually i s the least expensive form of medical 

treatment, generally provides net benefits and reduces net costs and 

often produces benefits that greatly exceed costs. In a cost-conscious 

age, pharmaceuticals are of special value. 
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APPENDIX B 

[Submitted with statement of Lewis A. Engman, President, 
Pharmaceutical Manufacturers Association, Before the Committee 
on the Judiciary, United states Senate on S.255, the "Patent 

"~~ Term Restoration Act of 1981" (April 30, 1981:)] 

Tho Time Factor In New Drug Development 
Even after a new drug has been discovered, it takes 7-10 years to develop it 

and get it approved for sale. 

New Chemical Entity Approval Times* 
1871 — 1979 

1(71 1(73 1973 1874 1975 1178 1177 1871 1771 

7) //) 
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[Submitted with Statement of Lewis A. Engman, President, 
Pharmaceutical Manufacturers Association, Before the Committee 
on the Judiciary, United States Senate on S.255, the "Patent 
Term Restoration Act of 1981" (April 30, 1981):] 

Declining Patent Protection 
These 7-10 years are, In effect, deducted from a drug's patent life. Thus instead 

Sf,J?Tn8 f l7 yKarS ' " W h f h f ? r e c o v e r i t s '"vestment like firms in most other n-dustrles, the pharmaceutical Innovator has only about half that time 

Patent Life Erosion 

1KM1 186446 19SW1 1974-76 187» 
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[Submitted with Statement of-Mark Novitch, M.D., Deputy Commissioner, 
Food and Drug Administration, Office of Assistant Secretary for 
Health and Human Services Before the Subcommittee on Health and 
the Environment of the Committee on Energy and Commerce, House 
of Representatives, on H.R. 360.5 (a lH-page bill to establish 
an ANDA procedure for post-1962 drugs) (July 25, 1983:)] 
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for tha 203 drua; predneta approvad batman 19*2-1978, a produces or 

a pareaoe of tha droos had ao • f fact iva patane l i f a at tha claa of 

approval, tootnar 36 products, or 18 pareant, had aoaparativaly l i t t l a 

protaction. Saa tabla bslovi 

Pareant 
Status Patant Ho. Products of Total 

Navar pacantad 

Off-patanc bafora 
approval 

Lass than 7 yaars 
patant protaction 

TOTAL 

Praaaat data for thaaa d n f ant i t iaa wara obtainad froa eha following 

soarcaas 

1. Tha Warcic Indaa. Math M l t l o n , Pnbllahad by Marek & Co. 

2. 1876 Baaic Patanta for Major Draoa. Soyas Davalopaant Co., 
1969. 

3. Tha 0 . 3 . Caaartc Drag Markat. Prose * Sul l ivan, 1976 and 1980. 

4. Innovation in tha Pharaananfcical Industry, David Scbwartxasn, 
tha Johns aapklns Oni vars i ty Praaa. 1976. 

5. Or. Martin f l taan, Caatar for tha Study of Druaj Davalopaant, tha 
Cnivarsity of Itoehastar, School of Hadlclaa and Oaatistry, 
ibehastar, s . r . 

6. Talaphona qnariaa with individual drug sponsors. 

3 2 

12 6 

36 18 

SI 2S 
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nn-iM2 »wn»-o>»nTnrrf WOOOCTI i n 
] 

Produces wi th Ho 

u m um* 

• f f a e t l T o » a t a a t L ira Artar A m o r a l Oata 

o Natural Subaeancas/Marar f a t a a t a d ( 1 ) 

Approval 
Data 

1970 
1970 
1978 

CTia1ca l /*Panartc* 
Haaa 

Lyprasaloa 
U t U . u a Carboaata 
U t a l t a i C l t r a t a 

Trada 
M«— 

Q U p l d 
U t n o a a t a 
U t a o a a t a - a 

o 'Old C h a a l c a l a ' / V a t a n t a Kxalrad aa fora AoDroval Data 

Approval 
Oata 

1964 
1966 
1967 
1967 
1970 
1974 
1974 
1975 
1975 
1976 
1976 
1977 

Q a a a l c a l / ' G a a a r l c * 
Naaa 

U p r o b r i r a l n 
C l o f l b r a t a 
Oaa irotnyrww ijia 
Mltotaaa 
Dopaalaa 
Sodlua • l t r o p r o a a l d e 
C a l c l t r o a l a - a a l a o a 
Oaearbajlaa 
Lacto loaa 
Loamarlna 
Caranat laa 

Trada 
llaa» 

Oral 
Warcyta 
Atroa ld -a 
O t o l o s l a 
Lyaodrae 
I n t r o p l a 
Ktprlda 
Ca lc laar 

one 
Capaulac 
Caann 
• l e a n 

• Oovara only AMSA-casdldata pzodosta approvad bat—n 1962 aad 
1976i 205 prodocta vara approvad darlag this tlaa parlod. Xncloda* 
axplratloa data of "ehaaUcal* or 'product* patant oalri aaaa not covar 
"oaa" or "procaaa* pataata. 

http://UtU.ua
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Approval 
Oaca 

1964 
1964 
1967 
1967 
1968 

1969 
1970 
1970 
1971 
1971 
1971 
1971 

1971 
1972 
1972 

1972 
1972 

1973 

1973 
1974 
1975 
197S 

197S 
1978 
1976 
1976 
1976 
1976 

1977 
1977 

1977 
1977 
1977 
1977 

1976 
1978 

C h a a l c a l / ' G a a a r l c " 
Hamrn 

Orphanadrlaa a t r a c a 
M a t x a n o l a Norachyaodral 
Etanoxynol a Xdopbor 
Otphanldol a d 
UdoeaXna a c l a Oaxexoae 

Vaaeolactona 
FlaTeacaea a d 
n o r a r i d l a a 
Propacypaasa Napaylaea 
ttatanoln 
n n c y t o a l a a 
Tropoxyphasa tiapaaaylaea 

a Acana lnophan 
i n q a a t r o l Aeaeaca 
Bnplvanalna 8C1 
Boplvaaalna 0C1 w/ 

Eptnaphrlna 
Oaaeolda 
namawhaarwa 9ad ioa 

I t e a p a t a a Xy loca ina 
B a r • • a r h i a a o n a - 1 7 -

Banaoaea 
nanawrliaanna Aeatata 
a a l c l n o n l d a 
OKybatynia O U o r l d a 
•a taaathaaoaa 

Otpxoploaaea 
C l o t r l a a a o l a 
Clona«apa» 
Vraaapaa 
Napcoxaa 
Oanaaol 
aaeloaaehaaoaa 

Qlproplonaea 
d a a a a c l a a ftaaarata 
Olaopyraalda 

Pboaphat* 
Aaatadlna Nalaata 
L o r a s a p u 
Daaoxlaacaaona 
O i l o r d l a s e p o x l d a a 

A a l t r l p e y l i a a 
SodloB Valproaea 
Bydrocort laaoa 

• a l a r a t a 

Trada 
t>a»a 

(torgaaie 
Sttorld-8 
m Prap 
Control 
Xylocaina HC1 

w/Daxtroaa 
Daalae 
Orlapaa 
PCDX 
DuvuB'N 
naeln-A 
Ancobon 
DlCTOB'tf 

w/ASA 
naqaca 
Marcalaa a c l 
Marcaina BC1 

w/ tp lnaphr lna 
l * i d a » l l o n 
Oaeadron 

v / X y l o e a l n a 
. aaa i sona 

Oacadron-LA 
aa log 
Qltzepan 
QLproaona 

L o t s l a i n 
• . o n o p t n 
varaeran 
tkproayn 
Oanoerlna 
v a n e a r i l 

t a v l a e 

ttorpaca 
Opt la lna 
Ativan 
Tbplcore 
U a b i t r o l 

Oapakana 
' <aia«eort 
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APPENDIX C 

EXPORTS OP PHARMACEUTICAL AND MEDICINAL PRODUCTS 
to countries that Both (a) Require, in Applications for Market 
Approval, at Least Some of the Safety and Effectiveness Data 
and Information that Section 104 of H.R. 3605 / S. 2748 Man
dates FDA Release and (b) Do Not Effectively Recognize Product 
Patents 

1983 

(in U.S. dollars) 

Country 1983 Dollars 

Argentina $29,598,743 
Austria 28,534,110 
Canada. 185,762,008 
Chile 6,425,637 
Columbia 25,627,437 
Finland 2,831,316 
Greece 13,346,025 
Mexico 37,227,033 
Norway 1,656,800 
Venezuela 31,322,270 
Ecuador 7,948,230 
India 8,895,291 
Iran 4,194,037 
Peru 12,554,083 
Poland 5,914,782 
Spain 56,833,053 
Soviet Union 950,198 
Yugoslavia 3,989,632 
Egypt 11,974,266 
Kuwait 2,504,820 

$478,089,771 

EM455, F.T. Exports, Foreign Trade Room 
Department of Commerce Main Building 
U.S. Bureau of the Census 

709 0 - 8 5 - 1 7 
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APPENDIX 0 

[FDA's "Technical Comments" on the June 2, 1984 Discussion 
Draft of the Patent Term Restoration/ANDA legislation (retyped 
verbatim):] 

TECHNICAL COMMENTS ON JUNE 2 DISCUSSION DRAFT 
ANDA/PATENT TERM RESTORATION LEGISLATION 

Comments are keyed to page and line number of the June 2 
draft. 

GENERAL COMMENT 

1. The-June 2 draft fails to include a transition 
provision. We have pointed out in previous comments that a 
transition provision is needed to protect the agency from a 
substantial increase in workload during the first few years 
immediately following enactment. As currently drafted, 
the bill would immediately open to ANDA eligibility all drug 
products approved from 1962 through 1981 other than those 
that are subject to patent protection. FDA's analysis of 
resource requirements associated with a possible post-1962 
ANDA procedure established that the immediate eligibility 
for ANDA approval for drug products approved between 1962 and 
1972 would produce unacceptable backlogs of ANDAs (reaching 
a peak of about 1,300 applications more than 180 days old). 
However, the agency found that by taking an initial 5-year 
group, allowing three years for processing, then adding the 
next 5-year group for a second three year period, it could 
handle the workload with the addition to staff of only four 
persons. If the agency were to timely process an initial 
10 year period of applications, its analysis showed that it 
would need 21 additional ANDA reviewers, and these extra 
reviewers would need to be relocated after the initial 
submissions had been processed, because FDA estimated that 
the increased level of staffing would not be needed beyond 
the first three years. 

To prevent unacceptable backlogs of pending applications 
and to avoid substantial resource increases that would be 
needed for only a relatively short period of years, a transi
tion provision should be incorporated in the bill. As we 
have pointed out, a transition provision that opened only the 
1962-67 period to ANDA approvals for the first three years 
after enactment would alleviate the immediate resource impact 
of the legislation but would still make immediately available 
for ANDA approval most of the drugs that would be available 
under the bill as currently drafted, including six of the 
drugs that are among the top selling prescription drug 
products. 
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ANDA PROVISIONS 

2. The'definition of the term "therapeutic alterna
tive" has been deleted from the June 2 draft, but the bill 
still includes the concept (page 3, lines 24-27; page 4, 
lines 1-3) and the associated petition procedure for combina
tion drugs (page 6, line 24; page 7, line 9). The petition 
procedure would permit prospective applicants to seek permis
sion to file for ANDA approval of combination drugs that have 
not been previously approved. These new combinations would 
be required to include at least one ingredient that is the 
same as an ingredient in a listed (previously approved) 
drug. Because ANDA approval would appear to be authorized 
for a combination of active ingredients that had not been 
previously approved, the petition procedure and its 
associated "therapeutic alternative" concept are plainly 
inconsistent with the medical and scientific rationale that 
supports FDA's current ANDA procedure. 

In addition, the petition procedure appears to be 
inconsistent with FDA's combination policy, 21 CFR 300.50, 
which generally requires a showing through appropriate 
studies comparing the combination with its individual active 
ingredients that each-ingredient contributes to the safety or 
effectiveness of the combination drug. A number of provi
sions in the June 2 draft would appear to restrict FDDA to 
consideration only of the safety and effectivenes of the 
different active ingredient in the new combination rather 
than to the new combination as a whole: 

° ANDAs for new combinations would be required to 
include information showing that the different 
active ingredient had been previously approved 
(apparently either as a single ingredient or as 
part of another combination), or that the different 
ingredient was no longer a new drug, and any other 
information with respect to the different active 
ingredient with respect to which a petition was 
fifed as the Secretary may require (page 3, lines 
1-8). 

° The petitions procedure (page 6, line 24 — page 1, 
line 9) requires that a petition for ANDA eligi
bility for a new combination be approved unless 
the Secretary finds that investigations are needed 
to show the safety or effectiveness of the active 
ingredients in the new drug which differ from the 
listed drug. 



504 

° Approval of/'an ANDA authorized through the petition 
prcrcedure may be denied if the ANDA fails to contain 
information required by the Secretary respecting the 
active ingredient in the new drug which is not the 
same as in a previously approved drug (page 9, 1 Tries 

° Approval of an ANDA authorized through a petition 
may be denied if the application fails to show 
that the new drug can be expected to have the same 
therapeutic effect as EKe listed drug (page 9, lines 
12-24). 

Under FDA's current policy, approval of combination 
drugs that have not been previously approved would require 
data showing that the new drug (not just one of its ingre
dients) will have its intended effect. Consistent with 
the agency's current policy, the abbreviated procedure 
should be limited to drugs with the same active ingredients. 
Combinations of drugs with active ingredients different from 
previously approved drugs should be the subject of investiga
tions to establish whether they are safe and effective. 

For these reasons, the petition procedure that would 
authorize ANDA approval for combination drugs that have not 
been previously approved should be removed from the bill. 
The statutory ANDA procedure should be limited to duplicate 
versions of previously approved drugs under previously 
approved conditions of use. 

3. Page 6, line 24. If a petition procedure consis
tent with FDA's current policy for ANDA approval and the 
approval requirements for new combination drugs were to be 
incorporated in the bill, it should eliminate consideration 
of ANDAs for drugs with different "active ingredients." The 
procedure should be limited to minor differences in route 
of administration, dosage from, or strength.. Under FDA's 
current ANDA policy, different "active ingredients" as 
therapeutic alternatives are riot permitted. There may be 
circumstances in which route of amdinistration, dosage form 
or strength may differ slightly from those for a previously 
approved drug product. However, it should be stressed that 
even minor changes would not routinely be subject to imple
mentation through ANDAs without clinical data. 
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4. Page 10, lines 6-14. The June 2 draft provides for 
denial of ANDA approval if the information submitted in the 
application or other information available to the Secretary 
shows that the inactive ingredients of the drug are unsafe 
or the composition of the drug is unsafe due to the type or 
quantity of inactive ingredients or the manner in which the 
inactive ingredients are included in the new drug. We had 
suggested such a revision, but our suggested revision also 
included, as a ground of denial, the failure of the informa
tion submitted to provide sufficient information to establish 
the safety of the inactive components or the composition 

of the new drug for its intended uses. Because it is the 
applicant's obligation to provide the information needed to 
support ANOA approval, the provision should be revised to 
provide for denial of ANDA approval if the information 
submitted is insufficient to show the safety of the inactive 
ingredients or composition of the product for its intended 
use. The following revision is suggested: 

(H) information submitted in the application 
is insufficient to show that (i) the inactive 
ingredients of the drug are safe for use under 
the conditions prescribed, recommended, or 
suggested in the labeling proposed for the drug, 
or (ii) the composition of the drug is safe under 
such conditions because of the type of quanitity 
of inactive ingredients included or the manner in 
which the inactive ingredients are included, or 
(iii) such information or any other information 
available to the Secretary shows that the inactive 
ingredients are unsafe or the composition of the 
drug is unsafe under such conditions. 

5. Page 11, lines 1-5. The June 2 draft continues 
to provide that the 180 day period for ANDA approval or 
disapproval runs from the initial receipt of the application. 
Consistent with the statutory provision for full NDAs, the 
period should run from the filing of the application, rather 
than the time of submission. There should be no implication 
that FDA may not refuse for filing an ANDA that is facially 
deficient nor should the agency be required to develop 
different procedures to deal with such problems than those 
already established for full NDAs. The provision should be 
revised to read as follows: 
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(4)(A) Within 180 days of the filing of 
an application under paragraph (2), or such 
additional period as may be agreed upon by 
the Secretary and the applicant, the Secretary 
shall approve or disapprove the application. 

6. Page 11, line 6 et. seq. The June 2 draft 
continues to condition the effective date of ANDA approval 
on the patent information field for pioneer drugs and on the 
patent status of pioneer drugs. FDA would continue to be 
required to consider whether an ANDA is the "first applica
tion which contains" a certification, to hold application 
approvals pending applications for preliminary injunction to 
district courts, to hold the approval of applications pending 
a request for a reexamination of patentability to the Patent 
Office, and to hold the approval of subsequent applications 
until the first application involved in a patent dispute has 
been marketed for 180 days. 

As pointed out previously, the provisions which key 
the effective date of ANDA approval to the patent status of 
the pioneer product would impose burdensome requirements upon 
the agency. Although the requirements are not intended to 
require judgmental determinations by the agency with respect 
to patent status, the complexisty of the recordkeeping 
requirements and effective date of ANDA approval provisions 
will be burdensome and will be inconsistent with the kind of 
recordkeeping for which the agency is currently responsible. 
From a pracatical viewpoint, moreover, a successful litigant 
in a patent suit would learn of a court decision before FDA 
could be officially notified and could attempt to pressure 

the agency to issue an approval prior to the official noti
fication. 

As also pointed out previously, the patent status of 
the pioneer product would be adequately protected through 
a notice provision like that already incorporated in the 
revised bill. See page 5, lines 10-22 (ANDA applicant 
required to notify patent owner of application which appli
cant believes does not infringe a valid patent). Notifica
tion of the pioneer firm by the applicant, which would 
precede ANDA approval in every case by six months or more, 
would enable the pioneer manufacturer to protect its patent 
rights through judicial remedies and would not require FDA 
to divert its limited resources to issues that are peripheral 
to its primary public health protection responsibilities. 
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The complex effective date provisions, which would 
impose a burdensome requirements on FDA, ovbiously are intended 
to prevent duplicate product marketing before issues 
concerning the pioneer's patent status are resolved. Those 
provisions should be replaced by a provision which prohibits 
the duplicate applicant from marketing the duplicate product 
— even if it has received ANDA approval — until the patent 
issues are resolved. Since the patent issues will already 
be involved in litigation before the courts, a statutory 
prohibition on marketing could be easily enforced as part of 
the litigation. Note that the patent term extension provi
sions already authorize a court to establish by order the 
effective date of approval for a duplicate product involved 
in a patent infringement suit (page 44, line 25 et. seq.). 
Under such an approach, FDA would be relieved of complex 
administrative responsibilities and it would be permitted 

— as it is now — to act on ANDAs without regard to patent 
controversies. 

7. Page 20, lines 2-6. The June 2 draft continues to 
provide for the amendment of section 505(e) to authorize the 
withdrawal of pioneer NDA approval if the patent information 
for the pioneer product was not filed "within 30 days after 
the receipt of written notice from the Secretary specifying 
the failure to file such information." The agency continues 
to be concerned that the provision may impose additional 
burdens on the agency if it contemplates that FDA would be 
expected to take affirmative action to require pioneer manu
facturers to supply information to the agency conerning the 
patent status of their products. 

8. Page 23, line 9 et. seq. The June 2 draft 
continues to establish effective dates for the approval of 
paper NDAs based on the applicant's certification of the 
patent status of the pioneer drug product. Although paper 
NDAs may be less attractive to generic manufacturers if a 
post-1962 ANDA procedure were available, the new provisions 
would impose additional burdens on the agency that could be 
resolved by a less burdensome procedure, discussed above, 
which would require notification by the paper NDA applicant 
to the pioneer NDA holder and a statutory prohibition on 
market introduction pending the resolution of the pioneer 
product's patent status. 

Patent Extension Provisions 

9. Page 34, line 17. The June 2 draft continues 
to require the applicant to submit the Commissioner of 
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Patents a brief description of the applicant's activities 
during the regulatory review period and the significant dates 
applicable to such activities. The Commissioner of Patents 
would be required to send a copy of the application 
containing the information to the Secretary who would be 
required within 30 days to determine the applicable regula
tory review period. See page 35, lines 9-19. These burdens 
could be eliminated if the applicant were required to deter
mine the regulatory review period in its application to the 
Commissioner of Patents. The applications could be made 
available to the FDA for inspection or audit at FDA's 
discretion, on the same enforcement basis that other reports, 
such as income tax filings, are regulated. Since the patent 
term extension is tacked on to the end of the patent terra 
FDA continues to believe that there is no public health 
reason to require the agency to determine the regulatory 
review period under a restrictive 30-day time schedule. The 
validity of the regulatory review period may be adequately 
addressed through applicant determination and a discretionary 
enforcement approach. 

10. Page 35, line 20 et. seq. The June 2 draft 
continues to provide for a due diligence determination to be 
made by the Secretary if petitioned to do so within 180 days 
after the publication of the patent extension determination. 
The June 2 draft, despite our earlier comment, also continues 
to provide that the authority to make the due diligence 
determination may not be delegated to an office below the 
Commissioner of Food and Drugs. FDA had objected that the 
agency did not have an adequate perspective to make a due 
diligence determination. This objection was raised with 
respect to the first draft, which would have permitted the 
due diligence determination to be made by the FDA organiza
tional component directly responsible for the application. 
As pointed out previously, the due diligence determination 
will be even more difficult if the determination may be 
made only by the Office of the Commissioner. In effect, the 
revised bill would require a de novo review by personnel who 
have not had any prior familiarity with the application or 
with the problems associated with the development of the 
product or its investigation and approval. Since patent terra 
extension is subject to a 14 year cap, counts only 1/2 of the 
investigational period, and is limited to a 5 year extension 
in any event, it continues to be FDA's view that a require
ment for a de novo due diligence determination would clearly 
impose a burdensome resource requirements on the agency with 
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little, if any, public benefit in the earlier availability 
of generic drug products. In FDA's experience, based on the 
latest year for which calculations were made, the average 
new chemical entity gaining NDA approval would have been 
entitled, under the proposed formula, to the maximum 5 years 
of patent term restoration (based only on review time). 
Assuming that the average application vas pursued with 
diligence, it would seem unlikely that the 5 year maximum 
extension would ever be reduced for lack of due diligence. 
Nonetheless, FDA will have been required to promulgate regu
lations, review petitions, and prepare due diligence deter
minations. As a practical matter, therefore, it appears that 
a complex system is being established that will require FDA 
resources to implement and maintain for no public benefit. 

11. Page 36, line 8 et. seq. The due diligence 
determination is required to be published in the FEDERAL 
REGISTER with a statement of the factual and legal basis 
for the determination. The June 2 draft still provides that 
any interested person may require the Secretary to hold an 
informal- hearing on the determination. The owner of the 
patent involved is entitled to notice and may participate 
in the hearing. The Secretary is provided only 30 days 
after the completion of the hearing to affirm or revise the 
determination of due diligence. There is no provision that 
would limit judicial review. See page 36, line 20 et. seq. 

The FDA continues to regard the due diligence provision 
as imposing unnecessary and burdensome requirements on the 
agency. While the petition requirement may limit the number 
of determinations, the procedural restrictions imposed on the 
agency would provide no public health benefit and may divert 
scarce resources from more important matters, especially 
the review of other new drugs. In view of the limitations 
associated with patent term restoration, as noted above, the 
due diligence provision should be deleted on the ground that 
it will provide no public health benefit. 
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'[Statement of Mark Novitch, M.D. Deputy Commissioner, Food and 
Drug Administration, Office of Assistant Secretary for Health, 
Department of Health and Human Services Before the Subcoiranxttee 
on Health "and the Environment of the Committee on Energy and 
Commerce, House of Representatives, on H.R. 3605 (a l^-page 
bill to establish an ANDA procedure for post-1962 drugs) 
(July 25, 1983):] 

Dr. NOVITCH. Thank you, Mr. Chairman. I appreciate the oppor
tunity to discuss the extension of the new abbreviated new drug ap
plication [ANDA] procedure to drugs first approved after 1962, 
post-1962 drugs. 

You have proposed legislation that would authorize ANDA's for 
post-1962 drugs. As you know, ANDA's were first used by the Food 
and Drug Administration [FDA] under the Drug Efficacy Study 
Implementation [DESI] program for the approval of generic ver
sions of drugs first approved only for safety between 1938 and 1962, 
the year in which Congress amended the Federal Food, Drug, and 
Cosmetic Act to require that drugs be shown to be effective as well 
as safe. 

A similar procedure has not been established for post-1962 drugs. 
In recent years, however, patents have begun to expire for many 
post-1962 drugs. As a result, generic drug manufacturers have 
become increasingly interested in changing FDA's drug approval 
system to eliminate the current requirement for the submission of 
full reports of safety and effectiveness studies for duplicate ver
sions of drugs already approved in accordance with a full new drug 
approval [NDA] submitted by the pioneer manufacturer. 

FDA, too, is interested in streamlining its approval system for 
post-1962 drugs so as to reduce requirements for duplicative test
ing, which wastes resources and causes unnecessary human testing. 
For this reason, FDA is actively engaged in developing a proposal 
for an ANDA system for post-1962 drugs and to establish such a 
system through rulemaking. 
"" Apost-1962 ANDA procedure would be consistent with a number 
of FDA programs that have aided the marketing of generic drugs. 
In addition to the pre-1962 ANDA procedure, FDA has permitted 
generic applicants for post-1962 drug products to rely on reports of 
studies published in the open scientific literature. This has become 
known as the paper NDA policy. It eliminates the need to duplicate 
the expensive clinical and animal testing for safety and effective
ness, but it is limited by the availability of published literature. 

In addition, the agency in the mid-1970s developed a vigorous 
program to review and assure the bioequivalence of generically 
available drugs. In 1980, we began to publish a list of all approved 
drugs with therapeutic equivalence evaluations to aid States and 
purchasers of generic drugs to substitute such drugs with confi
dence. 

The development of a post-1962 ANDA procedure raises a 
number of important and difficult issues. Because we are currently 
in the process internally of reaching a position on proposed rule
making that would address these issues, I am not in a position to 
comment specifically either on FDA's internal working drafts or on 
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the specific amendment contained in your bill. I can, however, 
identify and discuss some of the issues that must be dealt with 
before a post-1962 ANDA system can be instituted. 

First, should there be a minimum preeligibility period to assure 
maximum protection of the public health? When a new drug is 
first approved for marketing, that does not mean that there is 
nothing further to be learned about its safety or effectiveness. Ap
proval is based on carefully evaluated evidence in numbers of pa
tients sufficient for us to conclude that the risk of unanticipated 
side effects is small and justified in comparison to the drug's bene
fits. 

What makes the initial marketing period so important is that it 
gives us an opportunity for the first time to look for reactions of 
low incidence, especially serious ones, that could not reasonably be 
expected to appear in clinical trials. In most cases, due to patent 
protection, the innovator's drug is the only one on the market for 
the first several years after FDA approval. 

For this reason, any adverse drug effects will be used only by 
that manufacturer's drug and will be reported only to that manu
facturer. Because the innovator manufacturer is familiar with the 
preapproval testing, it is in a good position to evaluate the adverse 
reactions. 

There will, however, be drugs that have no patent protection 
after FDA approval, and which may therefore be immediately mar
keted by both the innovator firm and by generic manufacturers. 
We therefore believe that it is important to consider whether there 
should be a preeligibility period, on the order of a few years, during 
which ANDA's would not be permitted. One may argue that gener
ic drug firms are required to report adverse drug reactions to FDA, 
and that FDA can therefore evaluate their significance. 

But most adverse drug reaction reports are to some extent evalu
ated by the firm receiving them, and the quality and timeliness of 
that review is important to the process. 

FDA regulations require that only unexpected adverse reactions 
or clinical failures be reported by the firm to FDA within 15 work
ing days. The others are submitted quarterly during the first year. 
If adverse reaction reports were received by firms unfamiliar with 
the clinical trials, and, because of the nature of their business, 
lacking ties with the research community, we are concerned about 
the adequacy of the reports we would receive. The holder of the 
pioneer NDA is frequently of considerable help to FDA in identify
ing adverse reaction trends and other drug effects bearing on the 
safe and effective use of a newly developed drug therapy. 
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Second, should there be a lengthier preeligibility period before 
ANDA's are permitted to avoid disincentives to drug innovation? 
This is a controversial issue on which many people have expressed 
strong views, and we believe it is a legitimate subject for debate. 
Those who oppose establishing a preeligibility period to preserve 
incentives for drug innovation argue that Congress has established 
a patent system for the specific purpose of encouraging invention 
and that FDA should not impose requirements designed to achieve 
the same objective. 

Others argue that, as a public health agency, FDA cannot ignore 
the effects of changes in the drug approval system on the incentive 
to develop new drug therapies. That will improve the health of the 
American people. They also note that some drugs cannot bepatent-
ed, and that others have little patent life remaining after FDA ap
proval. 

If one assumes that there should be a preeligibility period to pre
serve incentives for innovation, at least for some drugs, one must 
then address the question of how long such a period should be. 
Should it track the patent period, on the assumption that it is in
tended primarily for drugs for which patents are unavailable; er 
should it be some snorter period that is still regarded as adequate 
to encourage innovation but that would allow competitive products 
to enter the market sooner? 

The third issue is, what kind of transitional provisions should be 
included in any post-1962 ANDA system to assure that FDA's ad
ministrative capacity is not overwhelmed by an early flood of 
ANDA's and that the agency can concentrate its resources on those 
drugs most likely to be marketable without patent restrictions as
suming that ANDA is approved? We believe that a phased imple
mentation period is essential to avoid being inundated by more ap
plications than we can reasonably handle. 

Although these are not the only issues that must be considered 
in determining what kind of post-1962 ANDA system best serves 
the public interest, I think they illustrate that we are not dealing 
with a simple subject that lends itself to an easy solution. Although 
we believe that we have the legal authority to implement a post-
1962 ANDA system and that we should continue to pursue our ef
forts to establish such a system through rulemaking, we stand 
ready to work with the committee on the problems associated with 
developing appropriate procedures for the approval of generic ver
sions of drugs first approved after 1962. 

At this point, Mr. Chairman, I would like to express our views on 
H.R.1554, a bill to eliminate the statutory prohibition in section 
301(1) of the Federal Food, Drug, and Cosmetic Act which prevents a 
drug manufacturer from making representations regarding FDA 
approval in labeling or advertising of any drug. • • • 

Mr. Chairman, that concludes my formal statement. We will be 
happy to attempt to address any questions you or other members of 
the committee may have. 
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Mr. KASTENMEIER. I was just trying to determine that you had, 
in fact, concluded. 

Mr. STAFFORD. Yes, I shortened it a little bit. The data that is 
included at the end of my short statement is submitted in our full 
statement and I think supports the overall concept of patent resto
ration and I think since there is general agreement that that is de
sirable, I would refrain from going through those statistics. 

Mr. KASTENMEIER. Thank you very much, Mr. Stafford. It was 
very brief and to the point. 

Professor Dorsen. 
Mr. DORSEN. Thank you very much, Mr. Chairman. I am pleased 

to appear before your subcommittee today. 
By way of introduction, I have been on the faculty of New York 

University School of Law since 1961, have taught courses in consti
tutional law, antitrust law, the legal process and legislation, among 
others, and am currently Frederick and Grace Stokes Professor of 
Law. 

Since 1980, I have also taught regularly as a visiting professor at 
Harvard Law School. I have written several books and law review 
articles and have often testified before Congress on constitutional 
issues. I served as president of the Society of American Law Teach
ers during 1972 and 1973. 

From 1976 to 1977, I was chairman of the Department of Health, 
Education and Welfare's Review Panel on New Drug Regulation, 
and under my direction, the panel produced five volumes of studies 
on the drug regulation process. Since December 1976, I have been 
serving as national president of the American Civil Liberties 
Union, but I am, of course, testifying here as an individual. 

I was asked by representatives of a coalition of research-oriented 
pharmaceutical companies to review section 202 of the proposed 
patent extension legislation, to determine if the bill presents any 
serious constitutional problems. In my judgment, constitutional 
problems do exist and they are substantial. 

With the consent of the subcommittee, I would like to submit a 
statement for the record that fully expresses the reasons for this 
conclusion, but in this oral presentation, I shall merely outline the 
essential elements. 

First 
Mr. KASTENMEIER. Without objection, your full and complete 

statement will be made part of the record. We are very pleased to 
have it. 

Mr. DORSEN. Thank you very much, Mr. Chairman. 
It is undisputed that patent grants are propery rights protected 

by the fifth amendment to the Constitution. Title 35, United States 
Code, section 261 states: "Patents shall have the attributes of per
sonal property." Many Supreme Court rulings unambiguously 
affirm this property right. The right of exclusive use is an integral 
component of the patent grant and the property right. With par
ticular pertinence to the problem before us, the Court of Appeals 
for the Federal Circuit in the recent Bolar decision has confirmed 
that protection of this right is necessary for the innovator properly 
to reap the fruits of its creative labor. 

As the Commissioner of Patents stated earlier today, the Bolar 
decision stated the obvious. Section 202 of the proposed statute 
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would abrogate the right recognized in the Bolar decision by 
making it lawful for an infringer to make and sell, as well as to 
use, patented substance during the period of the patent grant if 
done for the purpose of securing approval from the FDA. 

Section 202, in an unprecedented invasion of the rights of patent 
holders, raises a basic issue under the takings clause of the fifth 
amendment. The provision requires the Government—the constitu
tional provision—requires the Government when it acquires pri
vate property for public purposes to pay just compensation for all 
takings. This provision was designed in the words of the Supreme 
Court "to bar Government from forcing some people alone to bear 
public burdens which, in all fairness and justice, should be borne 
by the public as a whole." 

This policy has particular force in the realm of patent grants. 
The Constitution plainly states that the patent system is founded 
on the public policy "to promote the progress of science and the 
useful arts." The system has been a great success. It has made a 
major contribution to the country's technological preeminence. The 
reliance which has been placed on our patent system by inventors 
should not be chilled by retroactively stripping away existing 
rights. 

Apart from the patent area, the Supreme Court has recognized 
that the right to exclude others from the use of a possession is the 
touchstone of private property. Justice Brandeis wrote that "[a]n 
essential element of individual property is the legal right to ex
clude others from enjoying it." 

Recently, in the Kaiser-Aetna case, the court ruled that the Fed
eral Government could not require a privately developed and oper
ated marina to open itself to the use of the general public without 
the payment of just compensation. 

Section 202 seeks to accomplish with pharmaceutical patents pre
cisely the result prohibited by the Supreme Court in Kaiser-Aetna 
with respect to the marina. It seeks to interfere with a patent hold
er's right of exclusive use in a manner which the Court of Appeals 
for the Federal Circuit, the specialized appellate court with exclu
sive jurisdiction over patent appeals, characterized as worthy of 
substantial monetary damages. 

Section 202 is also vulnerable under a long line of cases that rec
ognized that takings can occur when Government regulation pre
vents an owner from using his property, even though the Govern
ment does not specifically occupy the property or transfer to a 
third person. 

The reason is, that deprivation of use defeats an owner's reasona
ble investment-based expectations. Just yesterday, the Supreme 
Court, in a case entitled Ruckleshaus v. Monsanto, a case involving 
trade secrets, confirmed the critical importance of reasonable in
vestment-backed reliance to the interpretation of the taking clause. 

This decision thoroughly supports the position I am taking today; 
indeed, our position is a stronger case. Since Ruckleshaus v. Mon
santo is so recent, having been decided just yesterday, I shall wel
come the opportunity to write the subcommittee concerning its im
portant relevance to the constitutional issue presented by section 
202. 
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The police power exception of the fifth amendment's taking 
clause is designed to protect the public health, morals, and safety. 
It is inapplicable to section 202. Police power cases all involve prop
erty taken to terminate specific nuisances or dangers to the com
munity. A patent is neither a nuisance nor a danger. Indeed, the 
Constitution itself recognizes that it is economically desirable and 
socially useful. 

Nor is section 202 analogous to certain zoning ordinances which 
have not been considered takings because they provide "an average 
reciprocity of advantage." There are two reasons for my conclusion 
about the inaptness of that doctrine. First, the nebulous doctrine 
has never been applied, as far as I know. In addition the rights of 
patents, which, after all, are uniquely subject to constitutional pro
tection. 

Second, the proposed legislation does not grant average reciproci
ty of advantage. On the contrary, a substantial imbalance is 
present in this bill between the patent extension provision in sec
tion 201 and section 202, which presents the constitutional prob
lem. With minor exception, section 201 extends patent life only for 
patents that will come into being after enactment of the bill. Thus, 
most existing patents would not qualify for extension. 

On the other hand, section 202 would apply retrospectively to de
prive every patentee of the exclusive right to use. In other words, 
the economic benefits of patent extension are speculative and not 
evenly shared, while the negative economic impact on the property 
rights of patentees from section 202 is certain and universal. 

Although retroactive laws are not invariably unconstitutional, 
retroactive legislation has been a well of constitutional problems 
because, as one authority has put it, one of the fundamental consid
erations of fairness recognized in every legal system is that settled 
expectations, honestly arrived at with respect to substantial inter
ests, ought not be defeated. 

Retrospective legislation in the patent area presents an especial
ly clear case of unfairness because the Government is a party to 
the patent grant. In addition, patent owners have always relied on 
the expressed terms of the patent statute and on constitutionally 
grounded public policy when they disclosed their inventions. 

To avoid the constitutional difficulties inherrent in retroactive 
legislation, Congress has traditionally been careful to legislate pro
spectively. Thus, it has limited the effect of new statutes on exist
ing patent right. The Patent Act of 1952 provides: "Any rights or 
liabilities now existing under such repealed section or parts thereof 
shall not be affected by this repeal." 

If Section 202 were merely prospective in its application, apply
ing only to patents issued after enactment, the taking problem 
would be avoided entirely. The rights of property involved here are 
substantial and the constitutional infirmities significant. 

Might I just add one final word. I just learned today that Prof. 
Henry Monaghan, who teaches constitutional law at Columbia Law 
School, working independently, has reached conclusions similar to 
the ones that I have stated here concerning the unconstitutionality 
of section 202. With the permission of the committee, I would like 
to introduce into the record of this hearing a copy of Professor 
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Monaghan's constitutional analysis. We will try to deliver it no 
later than tomorrow. 

Mr. DORSEN. Thank you very much, sir. 
[The statement of Mr. Dorsen follows:] 

STATEMENT OF NORMAN DORSEN 

My name is Norman Dorsen. I have been on the faculty of New York University 
School of Law since 1961, and have taught courses in Constitutional Law, Anti trust 
Law, The Legal Process and Legislation, among others, I am currently Frederick 
and Grace Stokes Professor of Law. Since 1980 I have also regularly taught as a 
Visiting Professor a t Harvard Law School. I have written several books and law 
review articles and have often testified before Congress on constitutional issues. I 
served as President of the Society of American Law Teachers during 1972 and 1973. 

From 1976 to 1977 I was Chairman of the Department of Health, Education, and 
Welfare, Review Panel on New Drug Regulation. Under my direction the Panel pro
duced five volumes of studies on the drug regulation process. Since 1977 I have pub
lished articles on the regulatory process in the Annals of Internal Medicine and the 
Food Drug Cosmetic Law Journal . 

I was asked by representatives of a coalition of research based pharmaceutical 
companies to review Section 202 of the proposed Pa ten t Extension legislation to de
termine if the bill presents any serious constitutional problems. In my judgment, 
constitutional problems do exist and they a re substantial. 

DESCRIPTION OF SECTION 202 

Section 202 would reverse existing patent law which now gives the owner of a 
patent the exclusive right to make, use and sell t he patented invention. 35 U.S.C. 
§§ 154 and 271(a). It would allow a third party to make, use or sell a patented inven
tion for purposes "reasonably related" to the submission of information to obtain 
premarket ing approval under the Food, Drug and Cosmetic Act in order to engage 
in the commercial manufacture, use or sale of the drug after patent expiration. The 
constitutional problem arises because Section 202 does not just apply prospectively 
to patents tha t will come into being after its enactment, but it also reaches back 
and takes away exclusive rights of current patent holders. After analyzing the exist
ing statutory rights tha t will be taken from the patent holder under the bill, I am 
forced to conclude tha t Section 202 very likely violates the Fifth Amendment 's pro
hibition against the taking of property for a public use without just compensation. 

THE "BOLAR" DECISION 

Section 202 takes from the patent owner the same patent rights which the Court 
of Appeals for the Federal Circuit has declared belong exclusively to the owner 
under the present patent law. In Roche Products, Inc. v. Bolar Pharmaceutical Co., 
Inc., F.2d , No. 84-560, slip op. (Fed. Cir. Apr. 23, 1984), the court held tha t 
Bolar, a generic drug manufacturer, unlawfully infringed a patent owned by Roche 
when, during the patent term, Bolar used the patented substance to prepare a sub
mission to the Food and Drug Administration for the purpose of enabling Bolar to 
market the drug after the Roche patent expired. The Court of Appeals agreed with 
Roche tha t such "use" by Bolar of Roche's patented drug during the term of the 
patent grant for the purpose of engaging in federally mandated premarketing tests 
was par t of the exclusive patent g ran t reserved to the patent owner. Having deter
mined tha t Bolar's unauthorized use infringed Roche's patent, the Court of Appeals 
then held tha t "Roche is entitled to a remedy," in the form of an injunction or dam
ages. Bolar, supra, a t 16. I t ordered t h a t specific relief was to be fashioned in the 
first instance by the District Court to which the case was then remanded and before 
which it is now pending. In directing tha t remand, the Court of Appeals recognized 
tha t although the infringement involved a small amount of material, " the economic 
injury to Roche is, or is threatened to be, substantial . . . ." Bolar, supra, a t 19. See 
also Pfizer, Inc. v. International Rectifier Corp., 217 U.S.P.Q. 157 (CD. Cal. 1982). 

IMPACT OF SECTION 202 ON THE "BOLAR" DECISION 

Section 202 of the proposed legislation would reverse the Bolar decision in its en
tirety, not just for the patent involved in tha t case, but for all exisitng drug patents. 
Indeed, the bill would go beyond the infringing conduct involved in Bolar by making 
it lawful for an infringer to make and to sell as well as to use the patented sub
stance during the period of the patent grant , if done for the purpose of securing 
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FDA approval of a new drug. It would also reverse existing patent law by prohibit
ing courts from issuing an injunction against making, using or selling the substance 
for that purpose, and it would withdraw from the patentee his current right to col
lect damages for such infringement. 

THE NATURE OF THE CONSTITUTIONAL PROBLEM 

Because patent rights are a form of property, taking such rights from the owner 
raises a basic issue under the Fifth Amendment. The Constitution recognizes that 
from time to time it will be necessary for the govenment to acquire private property 
for public purposes, but by requiring "just compensation" for such taking, the Fifth 
Amendment protects the individual whose property is taken for the common good 
from being made to carry a burden that should, in fairness, be shared by the com
munity at large. The Supreme Court has described the purpose of this clause in the 
following terms; 

"[The] Fifth Amendment's guarantee that private property shall not be taken for 
a public use without just compensation was designed to bar Government from forc
ing some people alone to bear public burdens which, in all fairness and justice, 
should be borne by the public as a whole." Armstrong v. United States, 364 U.S. 40, 
49 (1960). 

We tend to think of civil rights in terms of First Amendment rights of free speech 
and expression, but the "taking" clause of the Fifth Amendment is also a civil right, 
one which stands as a bulwark against governmental appropriation of vested prop
erty rights. The Constitution imposes restraints upon government's ability to confis
cate property just as it imposes restraints upon government's ability to confiscate 
our right to speak or the right of a newspaper to publish without censorship. 

THE CONSTITUTIONAL POLICY IN SUPPORT OF PATENTS 

Any analysis of how Section 202 fits within the Fifth Amendment's "taking" 
clause must first look at the nature of the property that this bill will affect—the 
patent grant. 

I am always impressed when reminded by patent lawyers that the Constitution is 
itself the source of authority for the patent system. Unlike many governmental ac
tivities that surround our daily lives, the right to grant patents is not implied from 
some other general power, but is expressly decreed in Article I, Section 8, and the 
policy behind that authorization is plainly stated. A patent system is authorized in 
order "to promote the progress of Science and useful Arts. . . ." In applying Fifth 
Amendment principles to patent property, it is therefore important to keep in mind 
that patent grants are a reflection of a public policy that is as old as the Republic 
and one that has independent constitutional stature. It is well known that the 
patent system has been a great success. It has made a major contribution to this 
country's technological preeminence. The reliance which has been placed on our 
patent system by inventors and by those who underwrite research and development 
should not be chilled by retroactively stripping away existing rights. 

PATENT GRANTS, INCLUDING EXCLUSIVE USE RIGHTS, ARE PROPERTY RIGHTS PROTECTED 
BY THE FIFTH AMENDMENT 

Patent rights are property rights 
Existing patent law declares that a patent is a property right. Title 35, U.S.C. 

§ 261 states: "patents shall have the attributes of personal property." Patents are 
not only defined as property; they also contain the essential elements of property. 
By statute, a patent grants its holder the right to exclude others from making, using 
or selling the patented invention during the term of the patent. 35 U.S.C. §§ 154, 
271(a). A patent embodies "the right to dispose of a thing in every legal way, to pos
sess it, to use it, and to exclude everyone else from interfering with it," ' which is 
the definition of property. 

Supreme Court rulings unambiguously reaffirm that patents are property rights 
protected by the Fifth Amendment. In William Cramp & Sons Ship & Engine Build
ing Co. v. International Curtis Marine Turbine Co., 246 U.S. 28, 39-40 (1918), the 
Court wrote that it is "indisputably established" that "rights secured under the 
grant of letters patent by the United States were property and protected by the 
guarantees of the Constitution and not subject therefore to be appropriated even for 
public use without adequate compensation." Similarly, in Hartford-Empire Co. v. 

1 Black's Law Dictionary 1095 (rev. 5th ed. 1979). 
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United States, 323 U.S. 386, 415, Clarified, 324 U.S. 570 (1945), the Court stated 
"[t]hat a patent is property, protected against appropriation both by individuals and 
by government, has long been settled." 

The right of exclusive use is an integral component of the patent grant and concomi
tant property right 

In exchange for the benefits derived from innovation and invention, society, 
through a government patent, grants an inventor three co-equal rights: exclusivity 
of manufacture, exclusivity of use and exclusivity of sale. Each of these rights is 
necessary for the innovator to reap the commercial fruits of his creative labor. Be
cause the right to exclude others from its use is the sole source of a patent 's eco
nomic value, the protection of this trilogy of rights is critical to the viability of the 
patent system. 

The federal courts have long recognized tha t an infringement of a patent holder's 
rights of esclusive use or manufacture is as fundamental a conversion of property as 
an infringement of his right of exclusive sale. The unauthorized making of a patent
ed product is an infringement because i t allows a competitor to stockpile the prod
uct and flood the market immediately following expiration of the patent.2 Similarly, 
reconstruction of a patented product involves economic activity directly traceable to 
the patent. Accordingly, courts have held tha t reconstruction other than by the pat
entee or its licensee violates the patentee's exclusive right to make the product.3 

The right of a patent holder to exclusive use of his invention has also been pro
tected rigorously. As the Supreme Court has put it, "an inventor receives from a 
patent the right to exclude others from its use for the t ime prescribed in the stat
ute ." Continental Paper Bag Co. v. Eastern Paper Bag Co., 210 U.S. 405, 425 (1908)." 
Indeed, it is recognized that , "The very na ture of the patent r ight is the right to 
exclude others." Smith International, Inc. v. Hughes Tool Co., 718 F.2d 1573, 1581 
(Fed. Cir.), cert, denied, 104 S. Ct. 493 (1983). In line with this longstanding policy, 
the mere testing of a patented product for commercial purposes has been prohibit
ed—both in connection with-pharmaceuticals 5 and other products.6 The purpose of 
exclusive use is evident: to preserve all commercially valuable uses for the patentee 
to exploit as he sees fit.7 Tests and other uses of a patented product having a com
mercial purpose reduce the economic potential and value of the patent during its 
term. Under law all such economic benefits belong to the patent holder. 

Even outside the patent area, the Supreme Court has recognized tha t the right to 
exclude others from the use of a possession is the touchstone of property. Justice 
Brandeis wrote tha t "[a]n essential element of individual property is the legal right 
to exclude others from enjoying it." International News Service v. Associated Press, 
248 U.S. 215, 250 (1918) (dissenting opinion). Recently, in Kaiser-Aetna v. United 
States, 444 U.S. 164 (1979), the Court ruled tha t the federal government could not 
require a privately developed and operated marina to open itself to the use of the 
general public without the payment of just compensation. The Court held that: 

"The 'right to exclude,' so universally held to be a fundamental element of the 
property right, falls within this category of interests tha t the Government cannot 
take without compensation." 444 U.S. a t 179-80. 

Section 202 seeks to accomplish with pharmaceutical patents precisely the result 
prohibited by the Supreme Court in Kaiser-Aetna with respect to the marina. It 
seeks to abridge a patent holder's existing statutory right of exclusive use in a 
manner which the Court of Appeals for the Federal Circuit—the specialized appel
late court with exclusive jurisdiction over patent appeals—characterized as worthy 
of substantial monetary damages.8 

2 See e.g., Underwood Typewriter Co. v. Elliott-Fisher Co., 156 F. 588, 590 (C.C.S.D.N.Y. 1907); 
American Diamond Rock Boring Co. v. Sheldon, 1 F. 870, 872-73 (C.C.D. Vt. 1880). 

3 See, e.g., Wilbur-Ellis Co. v. Kuther, 377 U.S. 422, 424 (1964). 
4 See also Aro Manufacturing Co., Inc. v. Convertible Top Replacement Co., Inc., 377 U.S. 476, 

484 (1964), where the Supreme Court stated: "unauthorized use, without more, constitutes in
fringement." 

5 See e.g., Roche Products Inc. v. Bolar Pharmaceutical Co., Inc., slip op. No. 84-560 (Fed. Cir. 
Apr. 23, 1984); Pfizer, Inc. v. Int'l Rectifier Corp., 217 U.S.P.Q. 157, 162 (CD. Cal. 1982). 

6 See e.g., Radio Corp. of America v. Andrea, 90 F.2d 612, 614 (2d Cir. 1937) (radio compo
nents). 

7 See Kaz Manufacturing Co. v. Chesebrough-Pond's Inc., 211 F. Supp. 815 818 (S.D.N.Y. 1962), 
afTd, 317 F.2d 679 (2d Cir. 1963). 

8 Bolar, slip op. at 11. 
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Section 202 "takes" property in violation of the fifth amendment 
The law has long recognized that a "taking" of property can occur even if the 

intrusion amounts to something less than a physical invasion by the government. 
Chief Justice John Marshall early pointed out that the Constitution is one of enu
meration not definition, and so, like most of the great constitutional clauses, the 
"taking" clause is not confined to its literal text. Two threads run through the de
cided cases which explain the meaning of "taking." The first is an outgrowth of the 
traditional concept, where the government physically strips the property owner of a 
part of the bundle of rights that constitutes his property interest. The second line of 
cases does not involve physical takings, but rather takings through governmental 
regulation of an owner's use of his property where the regulation so frustrates le
gitimate expectations regarding the economic potential of that property that com
pensation is required. 

Kaiser-Aetna is a leading case in the classical takings line of cases. In that case, 
the owners of the private pond, who had invested substantial sums to dredge and 
improve it into a marina, were faced with an effort by the Corps of Engineers to 
convert the pond into a public aquatic park. Despite the government's claim that its 
Commerce Clause powers to regulate navigable waters authorized public access, the 
Court ruled that the government lacked the authority to destroy the owner's right 
to exclude others from the marina without payment of compensation. 

Where such a traditional taking occurs, the fact that only a small fraction of the 
entire property right is involved does not deprive the owner of Fifth Amendment 
protection. In Loretto v. Teleprompter Manhattan CATV Corp., 458 U.S. 419 (1982), it 
was held that a state law which authorized the permanent attachment of cable TV 
installations on apartment house premises constituted a taking which requires just 
compensation under the Fifth Amendment, even though the connector occupied 
only, a tiny fraction of the property.9 

In the second line of just compensation cases the law recognizes that takings can 
occur when governmental regulation prevents an owner from using his property— 
even though the government does not physically occupy the property itself or trans
fer it to a third person. The reasoning underlying these cases is straightforward: 
where governmental regulation deprives an owner of the use of his property in a 
way that defeats reasonable investment-based expectations, significant and valuable 
property rights are effectively "taken" from the owner, bringing into play the pro
tections afforded by the Fifth Amendment.10 As one would expect, decisions analyz
ing the effect of such government regulation tend to be highly fact oriented, since 
the outcome will turn in large part on a determination of the owner's reasonable 
expectations. But, the rule of law is clear: even a statute which furthers an impor
tant public policy will be held to constitute a "taking" where it frustrates distinct 
and legitimate investment backed expectations. 

The leading case is Pennsylvania Coal Co. v. Mahon, 260 U.S. 393 (1922). In that 
case, Justice Holmes held for the Court that a statute which regulated subsurface 
mining in a way that effectively deprived the owner of coal mining rights of the 
right to mine his coal was a "taking." By contrast, when the facts demonstrated 
that a state statute pursuant to which the Grand Central Terminal was designated 
a landmark did not interfere with the owner's investment-based expectations as to 
the use of the property, the Court found that there had been no "taking" even 
though the landmark statute prevented the terminal building's owners from further 
developing their property by constructing an office tower atop the termal. Penn Cen
tral Transportation Co. v. New York City, 438 U.S. 104 (1978). 

There is a strong basis for concluding that Section 202 would be held to constitute 
a "taking" both under the reasoning of cases like Kaiser-Aetna, where a direct ap
propriation and transfer of the owner's rights was involved, and under cases like 
Pennsylvania Coal, where government regulation frustrated reasonable investment-
based expectations. 

As to the classic "taking" line of cases, the Bolar decision and other patent and 
nonpatent cases demonstrate that the right of exclusive use is fundamental to the 
ownership of patents—even more than it is for other forms of property, since the 
sole source of a patent's value is exclusivity. The economic significance of this right 
is beyond dispute. The Bolar court expressly stated that the value of the patentee's 
right to exclusive use for pre-marketing test purposes was substantial. The impres
sive efforts of the generic pharmaceutical companies to secure passage of Section 

8 In Loretto the Supreme Court made it clear that a nominal payment for a compulsory taking 
cannot meet the "just compensation" mandate of the Fifth Amendment. 10 See Penn Central Transportation Co. v. New York City, 438 U.S. 104, 124 (1978). 
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202, and the equally vigorous efforts of some of the leading research-based pharma
ceutical companies to oppose it, provide perhaps the strongest proof that the rights 
at stake have great commercial value. 

If Section 202 becomes law, the exclusive right to make, sell and use the patented 
product for pre-marketing tests would be taken from the patentee and transferred 
to the infringer. Indeed, the taking contemplated by Section 202 is even more offen
sive than the taking condemned in the Kaiser-Aetna case. There, the government 
'sought simply to give the general public an easement in a private marina. Here, the 
transfer is from a business to its competitor. Generic pharmaceutical firms will be 
given a special commercial advantage at the expense of research-based companies, 
in effect, a free ride to use, make and sell the research-based patentee's invention 
for a commercial purpose long before the patent expires. 

This "free rider" provision underscores the fact that the equities have all run 
against the proposed Section 202. The company holding the patent funded the prod
uct's research and development and incurred costs associated with informing the 
medical profession and general public of its value and use. Having shouldered all 
the commercial expense and risk of bringing a new product to market, it is entitled 
to reap the patent benefits over the full life of its patent. We can assume that the 
bill seeks to achieve a valid overall purpose, but that objective is not substitute for 
the Fifth Amendment's requirement of fair treatment to a party whose property is 
being taken for public purposes. 

Alternatively, if one examines the bill under the governmental regulation line of 
the Fifth Amendment cases, the provision also presents serious constitutional prob
lems. The distinct investment-based expectations held by owners of existing patents 
are founded upon the substantive protections written into the patent statute. The 
statute as it existed when the patent was granted established the scope of these 
property rights and expectations—and it includes a 17-year exclusive right to 
"make and "use" the patented product. Section 202 withdraws from the patentee a 
central element of those rights, and thereby deprives an owner of property in a way 
that defeats his reasonable expectations. 

The police power exception is inapplicable 
Under certain circumstances, governmental regulation in the exercise of its police 

power to protect the public health, morals and safety can provide an exception to 
the taking clause of the Fifth Amendment. However, this exception is not cotermi
nous with the reach of the police power and the mere invocation of the police power 
does not relieve the government of its "just compensation" obligation. 

An examination of the police power cases demonstrates that the takings involved 
all sought to terminate specific nuisances or to halt isolated noxious uses of proper
ty that were a danger to the health, morals or safety of the community. Classic in
stances involved the operation of a brickyard within a residential area; * * the prohi
bition of gravel excavation below the water l ine; , 2 the cutting down of infected 
cedar trees to prevent a spread of the infection to neighboring groves; 13 and the 
halting of nonessential gold mining during a wartime emergency labor shortage 
when miners were needed to produce war materials instead.14 

It is manifest that these cases are radically different from the case presented by 
Section 202. The property uses that would be affected by Section 202 are not nui
sances. Indeed, the patented substances are economically desirable and socially 
useful, and the exclusivity rights that would be extinguished are consistent with the 
policy of the Patent Statute and with Article I, Section 8, Clause 8 of the Constitu
tion. 

No "reciprocity of advantage" is present 
Section 202 is not analogous to certain zoning ordinances which have not been 

considered "takings" because they provide an "average reciprocity of advantage." 
See, e.g., Pennsylvania Coal Co. v. Mahon, 260 U.S. 393, 415 (1922). In these cases, 
the Supreme Court has held that the zoning regulation at issue did not constitute a 
"taking" because the property owner was also advantaged by the regulation. 

In this respect, a comparison with the Grand Central Terminal case is instructive. 
In Grand Central, while the owners were prevented by New York's Landmarks Law 
from building above the Terminal itself they nevertheless received from the govern
ment "transferable development rights" to build on nearby parcels. Here the pro-

1 ' Hadacheck v. Sebastian, 239 U.S. 394 (1915). 
i2Goldblatt v. Hempstead, 369 U.S. 590 (1962). 
"Miller v. Schoene, 176 U.S. 272 (1928), 
14 United States v. Central Eureka Mining Co., 357 U.S. 155 (1958). 
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posed legislation does not grant any such reciprocity. On the contrary, a substantial 
imbalance is present in this bill between the patent extension section—Section 201, 
which with minor exceptions extends patent life only for patents that will come into 
being after enactment of the bill (thus, most existing patents would not qualify for 
extension)—and Section 202, which would apply retrospectively and prospectively 
and subject every drug patent to the loss of the patentee's exclusive right to use. 

Congress cannot take back property rights in patents simply because it created those 
rights 

The retroactive repeal of existing patent protection cannot be sustained as an ex
ercise of the independent power of Congress to create patents, because it accom
plishes the very opposite.15 All property rights are created by the government be
cause it is the government through its laws that permits private property to exist. 
Congress can no more appropriate by legislative fiat one's rights in a patent than it 
can appropriate one's rights in land. As the Supreme Court has noted: 

"A patent for an invention is as much property as a patent for land. The right 
rests on the same foundation, and is surrounded and protected by the same sanc
tions." Consolidated Fruit-Jar Co. v. Wright, 94 U.S. 92, 96 (1877). 

There is thus no constitutionally significant difference between patent rights and 
other property rights; the Fifth Admendment's prohibition against uncompensated 
takings is applicable, in full force, to patents and the holder's right of exclusive use 
associated with that patent. 

Similarly, with respect to the Bolar case itself, the legislation would take from 
Roche its court-determined right to obtain potentially substantial damages from 
Bolar for conduct held to be patent infringement at the time it occurred. 

PROSPECTIVE APPLICATION OF SECTION 202 WOULD AVOID THE "TAKING" PROBLEM 

If Section 202 were merely prospective in its application, applying only to patents 
issued after enactment, the ' taking" problem would be avoided entirely. While a 
retroactive law is not invariably unconstitutional, when retroactivity results in a 
"taking" of property, the Fifth Amendment is implicated, and if the legislation runs 
afoul of Fifth Amendment protections, it is unconstitutional. 

Even though the Supreme Court recently upheld the constitutionality of a retro
active amendment to the ERISA statute under the Contract Clause where the effec
tive date of the act was geared to the date the legislation was introduced, Pension 
Benefit Guaranty Corp. v. R.A. Gray & Co., 52 U.S.L.W. 4810 (June 18, 1984), retro
active legislation has, nevertheless, been a well of constitutional problems.16 One 
authority has written that "It is a fundamental principle of jurisprudence that ret
roactive application of new laws involves a high risk of being unfair." Sands, Suth
erland's Statutes and Statutory Construction §41.02 (4th ed. 1972). The author ex
plains: 

"One of the fundamental considerations of fairness recognized in every legal 
system is that settled expectations honestly arrived at with respect to substantial 
interests ought not be defeated." Id. at § 41.05. 

Indeed, just this week, House and Senate conferees agreed to eliminate the retro
active feature of the legislation that was the subject of the Pension Benefit decision 
because of its perceived unfairness. See Cong. Rec. H6683 (June 22, 1984). 

Retroactive legislation in the patent area presents a more clearcut case of unfair
ness than a retroactive pension statute because the government is a party to the 
patent grant. Patent owners rely on the express terms of the statute and on consti
tutionally grounded public policy when they disclose their inventions. The issue 
raised by Section 202 s retroactive application has been addressed in earlier judicial 
decisions. See McClurg v. Kingsland, 42 U.S. (1 How.) 202, 206 (1873) (new patent 

15 This point was made forcefully by Professor Laurence Tribe in his testimony concerning 
home video recordings. See Home Recording of Copyrighted Works: Hearings Before the Sub-
comm. on Courts, Civil Liberties and the Administration of Justice of the House Comm. on the 
Judiciary, 97th Cong., 2d Sess. 1216 (1982). 

18 In United States Trust Co. v. New Jersey. 431 U.S. 1, 21-22 (1977), the Court invalidated a 
retroactive state statute that impaired preexisting contract rights when less drastic alternatives 
were available to the legislature. Compare also Lynch v. United States, 292 U.S. 571 (1934) (fed
eral government prohibited from impairing its own contract obligations by legislation that can
celled war risk life insurance policies), and Allied Structural Steel v. Spannaus, 438 U.S. 234 
(1978) (declaring invalid a state statute which materially altered the terms of a preexisting pen
sion plan causing a permanent and immediate change in the expectations of the parties), with 
Home Building & Loan Ass'n v. Blaisdetl, 290 U.S. 398 (1934), and Energy Reserves Group, Inc. v. 
Kansas Power & Light Co., 103 S. Ct. 697, 706-08 (1983) (permitting state legislation that im
paired preexisting contracts). 
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legislation "can have no effect to impair the right of property then existing in a 
patentee"); Diebold, Inc. v. Record Files, Inc., 114 F. Supp. 375, 376 (N.D. Ohio 1953) 
("The constitutional principle of due process prohibits the retroactive application of 
the new statute and a resultant invalidation of the plaintiffs patent claims"). 

To avoid the constitutional difficulties inherent in retroactive legislation, Con
gress has traditionally been careful to limit the effect of new statutes on existing 
patent rights. This was most evident in the Patent Act of 1952, which revised and 
codified the patent laws and repealed prior laws. There, Congress specifically provid
ed that "any rights or liabilities now existing under such [repealed] sections or parts 
thereof shall not be affected by this repeal." Act of July 19, 1952, c. 950, § 5, 66 Stat. 
815. 

Whatever validity retroactive legislation may have in other areas of the law, it is 
plain that such statutes cannot abrogate the protections afforded by the Takings 
Clause of the Fifth Amendment. Since Section 202 seeks to accomplish just such an 
abrogation of Fifth Amendment rights, its constitutionality is seriously jeopardized. 

CONCLUSION 

In sum, as a matter of constitutional law, Congress without providing just com
pensation cannot abridge patent and property rights it has conferred and upon 
which inventors and investors have reasonably relied. This is precisely the aim of 
Section 202. The rights involved arfe substantial and the constitutional infirmities 
significant. 

Mr. KASTENMEIER. Does that conclude your statement? 
Mr. DORSEN. Yes, it does. 
Mr. KASTENMEIER. Mr. Schuyler, we call on you. 
Mr. SCHUYLER. Thank you, Mr. Chairman. It is always a pleasure 

to appear before this subcommittee. 
I have—we all listened attentively this morning to Commissioner 

Mossinghoff and his analysis of this bill. I am in general agreement 
with what he said. He covered many of the points which I would 
address myself, so in the interest of time, Mr. Chairman, I will 
submit my prepared statement for the record and not prolong this 
hearing. 

[The statement of Mr. Schuyler follows:] 
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STATEMENT OF WILLIAM E. SCHUYLER, JR. 

My name is William E. Schuyler, Jr. For more than 40 

years, I have been extensively Involved in the patent profession 

in both the public and private sectors. During the period 1969-

71, I served as the Commissioner of Patents and during that term 

represented the U.S. in negotiating the Patent Co-operation 

Treaty. I was appointed Ambassador and Head of the U.S. 

Delegation to the 1981 session of the Diplomatic Conference for 

Revision of the Paris Convention for the Protection of Industrial 

Property. 

I am appearing today at the request of a coalition of 

many of our nation's leading research based pharmaceutical 

companies who asked me to review H.R. 3605 and provide the 

Committee with my views on the content and practical application 

of the bill in light of my experience in patent prosecution, 

litigation, international negotiation, and as a former 

Commissioner of Patents. 

At the outset, let me make three key points: 

o Provisions of this bill encourage premature litigation by 

patent owners in many situations where substantive commercial 

controversies will not later materialize. 

o By denying extension to many patents on worthy inventions, 

the bill in its present form is a very real disincentive to 

research in those areas. 

o By compelling the Executive Branch to disclose trade 

secrets of U.S. manufacturers to foreign competitors, that indus

try and our economy will be adversely affected by a loss of jobs 
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and by an unfavorable change in the balance of trade. 

Patent Litigation 

I would first like to focus on the provisions of title I 

relating to patent infringement and validity issues. Provision 

is made for an Abbreviated Sew Drug applicant to notify a patent 

owner that an application has been submitted to obtain approval 

to engage in commercial manufacturing of a patented drug before 

the applicable patent expires. For forty-five days after such 

notice, the applicant is precluded from seeking a declaratory 

judgment that the patent is invalid or not infringed. If the 

patent owner sues the applicant for patent infringement within 

the forty-five day period, then approval of the AMDA will be 

delayed until the litigation is decided, but in no event more 

than 18 months. As the Committee is well aware, trial of complex 

civil suits, like patent suits, is almost never completed within 

18 months. An average pendancy of four years would be a better 

estimate, due primarily to congestion in the courts. 

Because the applicant may serve such notice at the time 

of first submitting an ANDA to the Food and Drug Administration, 

applicants will, at minimal expense, have the opportunity to 

serve the notice with respect to inumerable drug products. 

Patent owners will likely respond to virtually every notice by 

filing suits for patent infringement — for a couple of 

reasons: First, failure of the patent owner to respond may 

support an estoppel or laches defense in subsequent litigation. 
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Second, the eighteen-month delay in approval of the infringing 

product will afford short tern protection to the patent owner. 

As a result, it is likely that the courts vill be inun

dated with patent litigation of issues that will not necessarily 

result in commercial controversies. That will certainly 

complicate the current congestion in the Pederal Courts, and 

cause even longer delays in civil litigation. 

This bill is saving generic manufacturers a number of 

years and tens of millions of dollars now required to obtain 

approval of a new drug application by permitting them use of the 

data generated by the innovator. Even a two year delay of 

approval of an ANDA from the submission of a completed AND A, as 

proposed in an earlier draft of the bill, leaves the scales 

balanced heavily in favor of the generic manufacturers. 

To limit the litigation triggered by this bill to those 

situations involving bona fide commercial controversies, I 

suggest that the timing of the notices to the patent owner be 

made coincident with filing of a completed ANDA. At that point 

the infringer will have invested sufficiently in his application 

to show his true intent to reach the commercial market, and the 

numbers of law suits will be dramatically reduced by weeding out 

some of the notices of invalidity which border on the 

frivolous. Also, the abitrary and unrealistic eighteen month 

period for litigation should be eliminated, with the Court having 

discretion to make effective the ANDA before final adjudication 

only if the patent owner fails to reasonably cooperate in 

expediting the action. 
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Parenfca Ineligible for Extension 

Title II excludes various types of patents from 

eligiblity for restoration and places substantial limitations on 

the length of restoration. Reportedly, the drafters of this 

legislation have chosen to do this because they believe certain 

types of patents are amenable to manipulation of patent issuance, 

and therefore expiration dates, and because they believe Congress 

has not received data on significant regulatory review delays on 

other than new chemical entity products. (See Bouse Energy and 

Commerce Committee Report on H.R. 3605, page 30.) The first 

rationale has been addressed by provisions in the bill that limit 

the term of an extended patent to no more than 14 years after 

regulatory approval of the covered product. Moreover, there is a 

provision that limits restorable time to that occuring after the 

patent issues but before regulatory approval. In light of these 

two very substantial limitations, the patent exclusions.set forth 

in Section 156(a) are excessive and unnecessary. If the second 

rationale is true, it is irrelevant because the bill does not 

grant restoration in the absence of regulatory delay. More 

importantly, any arbitrary exclusion of patents eligible for 

restoration may unwittingly skew research to less than optimal 

therapies. 

Exclusion 4 produces the greatest deleterious effect by 

providing that a patent claiming a product (or a method of using 

the product) may be extended only if the product is not claimed 
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and the product and approved use are not identically disclosed or 

described in another patent having an earlier issuance date or 

which was previously extended. 

To appreciate the mischief generated by this provision, 

one must have some understanding of pharmaceutical research and 

patent practice. 

Pharmaceutical research is normally conducted on families 

of compounds sharing similar structural features and (it is 

hoped) similar biological characteristics. The object is to 

study a sufficient number of compounds in the family so that 

enough commercial candidates will appear to provide a likelihood 

of generating at least one commercial compound. I should note in 

passing that the research and development expenses to bring one 

commercial compound from discovery to commercialization have been 

estimated to be on the order of $70-85 million dollars. 

The practice of pharmaceutical research to concentrate on 

families of compounds leads inevitably to the filing of patent 

applications on these families of compounds which were 

discovered. Since a patent application must be filed at an early 

stage of research to avoid potential loss of patent rights, only 

preliminary screens of the compounds will have been conducted. 

There is generally no suggestion at the time the patent 

application is filed as to which members of the family (if any) 

will be commercially successful. 

Divisional Applications 
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In the normal course of examining a pharmaceutical patent 

application! the Patent Office frequently requires that the 

claims in the application be divided into several applications 

for "subfamilies", depending on the classification system 

employed by the Patent Office and on the Examiner's decision as 

to the appropriate scope of protection for a single 

application. The patent owner must then select one of the 

subfamilies for examination in the originally-filed ("parent") 

application and file additional applications (called "divisional 

applications") claiming each of the other promising subfamilies 

of compounds. These divisional applications would contain the 

same disclosure as the parent application but each would contain 

claims directed to a different subfamily. The decision to divide 

the application into a number of subfamilies is made solely by 

the Patent and Trademark Office. 

With this as background, it will be apparent to the 

Committee that the later-issued divisional applications would be 

precluded from extension by exclusion number 4 because of the 

earlier-issued parent application disclosing the entire family of 

compounds and their intended use. Since the patent owner 

generally has no idea at the time of filing the "divisional 

application" which member of the family of compounds (if any) 

will be commercially successful, he is unable to insure that the 

commercial compound is claimed in the parent application. 

Exclusion 4 would therefore arbitrarily deny extension to patents 

covering approved products merely because an earlier issued 

patent discloses the product. It is unnecessary and should be 
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eliminated. 

Plrat filed, later ianued applications 

The committee should also appreciate that patents do not 

always issue in the order in which they are filed. Some 

applications encounter difficulties and problems in the Patent 

Office, while others are allowed quickly. By making the issue 

date the operative criterion, this provision of the bill could 

injure a party whose earlier-filed patent issues later. For 

example, a research-based pharmaceutical company might discover a 

family of compounds which appear, in preliminary screens, to have 

utility for treatment of certain forms of cancer. If this 

company files an application directed to these compounds, it is 

certain to face a rigorous examination by the Patent Office 

because of the general skepticism with regard to cancer 

treatment. Continuing along with the example, suppose that other 

researchers at this company develop a new and patentable process 

for preparing these compounds and that a second patent 

application is filed claiming the process. Because of the 

requirements of patent law that a patent application claim a 

useful invention, the second patent application would necessarily 

have to disclose the compounds which are made by the new process 

and their therapeutic utility. If the second-filed application 

issues first (as well it might), the first-filed application 

directed to the compounds would be ineligible for extension under 

exclusion 4. 
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Interferences 

The United States Patent System awards a patent to the 

first inventor, not necessarily to the first person to file an 

application. If two applications are filed claiming the same 

invention, a contest occurs (called an "interference") to 

determine priority of invention and thus ownership of the 

resulting patent. This contest can occur not only between two or 

more applications, but also between one or more applications and 

an issued patent. If in such a situation the owner of the patent 

application were determined to have priority over an issued 

patent, his resulting patent would nevertheless be barred from 

extension because his invention had been claimed in an earlier-

issued patent. As a result of winning the interference he loses 

his right to an extension. This is but another example of the 

injustice created by exclusion 4. It should be eliminated for it 

serves no useful purpose. 

Genus/Species 

Moreover, a certain type of patent, known as a "species 

patent" would be ineligible for extension under exclusion 4 if 

the owner also owns a "genus" patent. 

Because pharmaceutical research requires a continual 

exploratory and refining process along parallel pathways, new 

candidates for commercialization are, not uncommonly, chemical 
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."species' falling within a broad class ("genus") of chemical 

compounds claimed in a patent. 

Frequently, the compound approved by FDA is not even 

specifically mentioned in the original patent, but is identified 

only after years of additional expensive research. An early 

promising compound may later be found to exhibit a problem such 

as an undesirable side effect, requiring the inventor to abandon 

it in favor of other "species" compounds falling under the same 

genus patent. Species patents can be obtained on later 

developments that are not specifically disclosed in the original 

genus patent if they meet the statutory requirements of novelty, 

usefulness, and unobviousness. Such patents are more important 

today than ever, because, with the advent of new drug delivery 

systems and the new biotechnologies, substantial new health care 

advances frequently occur many years following the original grant 

of the genus patent. But, the existence of a generic claim In 

the earlier patent will preclude extension of the later patent to 

a commercially viable "species." 

Denial of extension of the term of species patents acts 

as a research disincentive and serves to curb and impair 

scientific research in this fruitful area, denies the public the 

benefit of important medical advances, and reduces jobs in the 

research-based pharmaceutical industry. 

Because of its inherent faults, I recommend the removal 

of exclusion 4 from the bill. 

Other Restraints on Extension 
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The effects of exclusions 2 and 8 are well considered 

together. Exclusion 2 would deny extension to a patent which has 

been previously extended, while exclusion 8 would deny extension 

to a patent claiming another product (other than the one with 

respect to which extension is now sought) or method of using or 

manufacturing another product, which product has been previously 

approved by the PDA. 

Bearing in mind that the extension of a patent is limited 

by the bill to the particular compound and the use approved, the 

fact that a patent covers one compound which has already been 

approved (and with regard to which the patent may have been 

extended) should not prevent an extension with respect to an 

additional compound claimed by that same patent. Please let me 

emphasize that I am not recommending serial extensions, but 

simply the applicable extension of the original term with regard 

to a second compound claimed by the patent. If the two products 

under consideration were claimed by separate patents, each patent 

would be eligible for extension with respect to the applicable 

product and the approved use. No different outcome should result 

because the two products happen to be claimed in the same 

patent. Exclusion 2 should be deleted to rectify this inequity. 

Exclusion 8 is much the same, except that it would deny 

extension to a patent with respect to a particular product merely 

because it also claims a previously-approved product (even though 

the patent was not extended with respect to this previously-

approved product). As an example of the reach of this exclusion. 
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it is easy to conceive of a patent covering a family of 

compounds, one of which is rapidly approved as (e.g.) a topical 

antifungal. Because of the timely approval of this antifungal 

compound, the patent is not eligible for extension with regard to 

that compound. Included in the same family of compounds, 

however, is a compound which is useful for treatment of a more 

life-threatening disease, such as cancer. The approval process 

for this compound, both in the clinical testing and in the 

registration process, could be lengthy indeed and it might be 

many years after the issuance of the patent that this cancer-

treatment compound is approved for commercial sale. To deny 

extension to the patent with respect to the cancer-treatment 

compound because of the previous approval of the antifungal 

compound would appear unjust. For this reason, exclusion 8 

should be deleted. 

It appears that the criteria for extension are designed 

to prevent supposed abuses in the patent system by which patent 

owners might to extend their period of exclusivity. I 

respectfully submit, however, that any such abuses of the patent 

prosecution process are adequately addressed by the provisions, of 

the bill limiting the maximum extension of five years, and 

limiting any extended patent life to 14 years from the date of 

regulatory approval. Alleged abuses of the patent prosecution 

process cannot result in prolonging a patent beyond the term of 

14 years after the date of regulatory approval. 

39-709 0 - 8 5 - 1 8 
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DisclOBure of Proprietary Data 

Allow me to focus a moment on section 104, which would 

hurt American companies trying to compete overseas by forcing 

disclosure of confidential data, including trade secrets. It 

gives unfair advantage to foreign companies seeking health 

registrations in their own countries. Host foreign countries 

give preference to tbeir own nationals, making it easier for them 

to obtain approval to market drug products. At present, a number 

of countries do not even recognize drug product patents. Of 

these, more than half require submission of a substantial amount 

of technical information to obtain drug marketing approvals; and' 

the number is increasing. These countries account for some $ 585 

million dollars of total pharmaceutical exports from the U.S. 

The point is that if confidential data are disclosed to the 

public, we make it much easier for foreign companies to use those 

data to obtain approval and a head start in their countries. 

The bill strikes two blowB against American companies. 

First, it deprives American companies of trade secrets obtained 

at great cost (often measured in tens of millions of dollars). 

Second, it deprives American companies of the ability to make 

first use of these costly data to obtain approval overseas, 

thereby hurting tbeir ability to compete effectively in those 

foreign markets, with adverse side effects on the balance of 

trade and domestic employment. To avoid this disaster, I believe 

it is essential that this valuable proprietary data be protected. 
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Conclusion 

For reasons s tated , I recommend removal of exclusions 2, 

4 and 8 from tbe b i l l . While the revisions I have suggested w i l l 

resolve some basic problems, there are many additional technical 

points requiring careful a t tent ion . Also, I should point out 

that there are serious const i tut ional questions raised in the 

b i l l , one being the l e g i s l a t i v e overruling of the Rnche v. Bolar 

decision as to patents Issued prior to the e f f ec t ive date of the 

l e g i s l a t i o n . These questions a lso deserve careful attention in 

order to avoid future successful legal attack on the l e g i s l a t i o n . 

Mr. KASTENMEIER. Thank you, Mr. Schuyler, and the text of your 
statement will appear as part of the record. I think I might say 
that it does not surprise me that your views might coincide with 
those of Commissioner Mossinghoff. 

Well, I would like to go back and talk to Professor Dorsen. I am 
not sure I fully comprehend the constitutional objections made, al
though I get the unsettling feeling that one proceeds dangerously if 
one fools around at all with changing the law with respect to intel
lectual property because differentially you are likely to affect 
people or interests in different ways, and therefore, could therefore 
be accused, to the extent that one interest may be preferred over 
another, for that to be contemplated as a taking. 

We have all sorts of analogs, particularly more recently perhaps, 
in intellectual property and copyright, where the Supreme Court, 
in Sony v. Betamax did not feel that finding a fair use in that 
case—and the limitation on intellectual property rights of movie 
producers—was an unconstitutional taking. 

How do you reconcile that? 
Mr. DORSEN. Well, I think they are two rather different cases. 

Fair use has been a well-established doctrine in copyright for 
many, many decades. 

Mr. KASTENMEIER. But it doesn't precede the Constitution, 
though. 

Mr. DORSEN. NO, but it has been accepted by the Supreme Court 
in all copyrights that have been issued. They have been subject to a 
doctrine that is very well known. As the Commissioner of Patents 
said this morning, this would be an absolutely unprecedented re
striction on patent rights that were issued, relying on the exclusive 
right to use. 

Just yesterday, in a case that I have not had time fully to ana
lyze, Justice Blackmun said, for a unanimous Supreme Court, with 
respect to a trade secret, which is at a lower level of protection 
than a patent—it is not mentioned in the Constitution—Justice 
Blackmun said, "The right to exclude others is central to the very 
definition of the propery interests." 

The Bolar case, which again, the Commissioner said was self-evi
dent, is a case where the court recognized that the right to exclude 
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others entirely during the life of the patent has been almost ipso 
facto part of the property right. To go back now and say that the 
patents that were issued don't have that exclusive right, which is 
central to property, would be surprising. It seems to me very plain 
that there is a substantial constitutional problem here. 

Mr. KASTENMEIER. Are you also saying that insofar—that differ
ential patent extensions or classes, depending on, say, when the 
patent was obtained or on other grounds, is also—has constitution
al infirmities? 

Mr. DORSEN. I did not address that point in my testimony and 
before giving a considered opinion, I would like to study it. My first 
inclination is that that is a different sort of problem. Extension 
prospectively wouldn't interfere with the settled expectations that 
people had of the patent term and the right to exclude during the 
patent term when they received the patent. So there might be a 
substantial difference there, as you suggest. 

Mr. KASTENMEIER. Of course, there is also the argument that— 
we had this during this copyright—that with respect to subsume, 
extension of underlying copyright, that insofar as the changes not 
reward creators for creating something prospectively, that it really 
found no constitutional grounds for it. That is to say, reward an 
author who had been dead for 20 years by extending his copyright 
was, in fact, not encouraging the creative arts; it was a windfall, 
and therefore, as a matter of public policy, it would make sense to 
reward prospectively new creations by more generous terms, but 
not by rewarding—by increasing rights of those who have long 
since would be unaffected. 

Mr. DORSEN. May I comment on that 
Mr. KASTENMEIER. Yes. 
Mr. DORSEN [continuing]. Because I see your point and I appreci

ate it, but I think there are some problems with it. The first prob
lem is that to begin a process for the first time of impairing the 
sanctity of patent rights in a new way has got to have an effect on 
incentive, because if it is done once, it can be done a second time. 

Second, on a more narrow argument, the fact that people re
ceived patents under existing law, the Patent Law of 1952, and the 
entire history that is laid out in my paper and I am sure in others, 
means that their investment-backed expectations are being defeat
ed and that is just flatly inconsistent with what the Supreme Court 
said just yesterday in the Trade Secrets case. 

Mr. KASTENMEIER. Is there any—assuming for the sake of argu
ment that the bill does constitute a taking, could it be resolved by 
providing for a compulsory license where the pioneer company— 
the research company would receive a reward for use of their 
patent for certain periods of time, but would not necessarily control 
whether or not that use were granted? 

Mr. DORSEN. Well, again, I didn't address that specifically, but as 
I remember from my days as an antitrust teacher, that doctrine is 
one of the most treacherous, complicated, and befuddling doctrines 
in all of antitrust law. The problem of both deciding when the com
pulsory license would take place and valuing a whole host of pat
ents would be enormously difficult thereof. Frankly, I think it 
might make the problem worse rather than better, but that, again, 
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I didn't address and I am sure there are people better versed on 
that subject that I am. 

Mr. KASTENMEIER. I would like to ask Mr. Stafford, why do—how 
is it that a majority of the companies represented in your major 
association, other than your particular research coalition, agree to 
the 3605 bill? How is that their interests differ from the group of 
10 for whom you so eloquently speak? 

Mr. STAFFORD. Well, if I might start by answering that with the 
comment that if the concept of compulsory licensing were intro
duced into the patent system for pharmaceuticals, we might begin 
to become unified. [Laughter.] 

In my view, compulsory licensing would be the very antithesis of 
the patent system and would greatly undermine the incentives for 
research as it has done in Canada, where it has virtually destroyed 
the pharmaceutical patent system. I appreciate that you are talk
ing about him only on a limited basis, but any nose under the tent 
in that area, I think, could unify the research-based industry 
rather quickly. 

I will now go to your question. The differences that we have with 
the PMA don't go to the basic thrust of the bill. We agree with the 
broad compromise that was reached—that is, when I say "we," I 
mean the coalition which I am speaking for. 

We agree that there should be an expedited procedure for bring
ing generic drugs to the marketplace which were approved origi
nally by the FDA after 1962. We also agree that patent restoration 
will be in the best interests of everyone who is served by the phar
maceutical industry, including the consumers. 

However, I believe Mr. Lewis' comments put it in the right con
text. The PMA is a trade association and it has joined together for 
those purposes which the companies are permitted to work togeth
er on, specifically legislation and regulation. However, outside of 
those areas, we are vigorously competitive, and that includes every
one in the group that I am speaking for. 

The PMA is not a monolithic organization. Each company must 
make its own judgment based on their best perception of the inter
ests of the different groups that they serve, including their employ
ees and their stockholders and the publics they serve, such as the 
medical profession and the consumer. Each company must make its 
own judgment. 

Our group of companies has consistently, throughout the draft
ing period of this bill, voiced objections to provisions in this bill. 
However, the negotiations, the discussions with Congressman Wax-
man's staff were left up to the PMA president. 

As it became apparent that the broad understanding was not 
being implemented in a way which would either encourage re
search or do the proper job of facilitating approval of ANDA's, 
these companies took a position that changes to the bill are neces
sary if they are to support it. 

Why any individual company makes its judgment, I think you 
almost have to talk on a company-by-company basis. 

Mr. KASTENMEIER. Well, the reason I asked that is to see if there 
was a simpler explanation. For example, 2 years ago, I think it is 
fair to say that while PMA did finally approve of H.R. 6444, there 
were a number of key companies in the group, in the association, 
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that had very significant reservations about it, primarily because 
the bill was made prospective only, that is to say, one had to get a 
patent. It wouldn't have extended any patent before the year 2000. 

Now, there was a, I think, public policy reason for proceeding in 
that way, but nonetheless, several of the large pharmaceuticals had 
such very important therapies already in the pipeline that 
wouldn't have been protected, that wouldn't have been given an ex
tension, that as a matter of policy, they would have resisted that 
particular formula and probably didn't speak because—at the 
end—because it did seem overall that the bill, on balance, was ben
eficial to research houses in the long term, but there were clearly 
precise economic reasons for either the enthusiasm or lack of en
thusiasm for that particular bill, traceable to that feature alone. 

Mr. STAFFORD. Well, if there was disagreement over that bill, it is 
not difficult to see why there could be great disagreement over this 
bill, since, while that bill did include the prospective-only feature, 
and that greatly limited, I think, the incentive aspect of that bill— 
that is my view—this particular bill does a great many other 
things to the pharmaceutical industry. The pharmaceutical indus
try is really not an industry of hard assets. We don't have barrels 
of oil in the ground and we don't have mile-long assembly lines. 

What we have is innovation. We have people in laboratories and 
we have know-how, and all of that is tied to protection of the intel
lectual property system. We view this bill—unlike the bill that you 
referred to which might or might not have encouraged additional 
innovation—as a bill which cuts into the incentive for research by 
setting up procedures for attacks on patents. It takes away retroac
tively rights under patents for drugs which already lost time at one 
end due to FDA procedures and now would lose time under this bill 
at the other end. The bill, in referring to the Bolar section, effec
tively grants amnesty to people who may have been already violat
ing patents in anticipation of some relief. 

So I think that this bill has many more provisions in it which 
are controversial and which do more damage to the patent system, 
as compared with the patent restoration bill that went to the floor 
of the House, and therefore you could have greater differences in 
views as to the extent to which it might encourage innovation. 

Mr. KASTENMEIER. I must confess I have not studied this bill yet 
in detail. I take it, however, that the provisions—certainly the two 
titles are not severable. That is the abbreviated new drug applica
tions—that title is reflected in the language in the patent section, I 
take it. That is to say, I could not ask you hypothetically if—is it 
title I alone that you object to? You have expressed a number of 
very specific objections to the second title, but I take it the way the 
bill is written, that they are interdependent, that title I is reflected 
in the language in title II. Is that correct? 

Mr. STAFFORD. I think that may be true as a matter of drafts
manship, but I think it is also true as a matter of the broad under
standing which was reached between the different groups who 
were anxious to see a generic drug bill passed and those groups are 
anxious to see a patent restoration bill passed. 

I would think that skilled draftsmen could separate those con
cepts into two completely separate bills, as they have been in the 
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past, but if the understanding is to be achieved with the bill 
amended as we suggested, then they would stay together. 

Mr. KASTENMEIER. In other words, you have suggested seven 
amendments which, if adopted, would lead you to support the bill, 
or a t least withdraw your opposition, is t ha t your position? 

Mr. STAFFORD. Yes, sir. 
Mr. KASTENMEIER. While I didn't ask them, I assume tha t the 

case would be tha t certainly the generics group would then oppose 
the bill. Is there—do you think there is any way tha t the people 
tha t Mr. Lewis speaks for—could you, do you think, and your 
group get together with the generics or are your differences really 
so great tha t they couldn't be bridged? 

Mr. STAFFORD. We haven' t had any discussions with t ha t group 
to my knowledge. I would anticipate there would be some funda
mental differences, but I really couldn't speculate as to what their 
position might be on our suggestions. 

Mr. KASTENMEIER. Thank you. 
I was going to ask Mr. Schuyler if he had seen Mr. MossinghofFs 

analysis of the flow chart , since he is familiar with the Pa ten t 
Trademark Office and whether he could indicate whether he 
agrees or disagrees with this analysis. 

Mr. SCHUYLER. Mr. Chairman, I have not had an opportunity to 
study tha t analysis. I saw it for the first t ime this morning and did 
not undertake to study it, but I know Mr. Tegtmeyer very well and 
if it was prepared under his supervision or his direction, I would 
have great confidence in it. 

Mr. KASTENMEIER. Thank you. 
I am going to now yield to the gentleman from California, Mr. 

Moorhead. 
Mr. MOORHEAD. In the development of a drug or a pharmaceuti

cal product—when you first plan it, you consider and determine 
whether to make the expenditures tha t are necessary; you deter
mine how much money you are going to have to spend and what 
you can hope to get off the product. Under this legislation, there is 
one portion of it t ha t would give coverage to drugs in the pipeline 
and some people have said tha t this would be an unfair enrichment 
to the companies because they have made their financial decisions 
based upon the law as it now is, and we give protection or addition
al coverage to drugs tha t are in the pipeline, it would really be 
unfair and an additional cost on the public. Is this t rue? Do you 
feel t ha t it would? 

Mr. STAFFORD. Decisions on drugs, as to what could indicate 
whether he agrees or disagrees with this analysis. 

Mr. SCHUYLER. Mr. Chairman, I have not had an opportunity to 
study tha t analysis. I saw it for the first t ime this morning and did 
not undertake to study it, but I know Mr. Tegtmeyer very well and 
if it was prepared under his supervision or his direction, I would 
have great confidence in it. 

Mr. KASTENMEIER. Thank you. 
I am going to now yield to the gentleman from California, Mr. 

Moorhead. 
Mr. MOORHEAD. In the development of a drug, when—or a phar

maceutical product—when you first plan it, you consider and deter
mine whether to make the expenditure" "y&.^ are necesary; you de-
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termine how much money you are going to have to spend and what 
you can hope to get off the product. Under this legislation, there is 
one portion of it that would give coverage to drugs in the pipeline 
and some people have said that this would be an unfair enrichment 
to the companies because they have made their financial decisions 
based upon the law as it now is, and we give protection or addition
al coverage to drugs that are in the pipeline, it would really be 
unfair and an additional cost on the public. Is this true? Do you 
feel that it would? 

Mr. STAFFORD. Decisions on drugs, as to what expenditures will 
be made to develop those drugs, is a continuing process, even after 
the drug is approved. Some of the most important developments in 
pharmaceuticals have related to work done on drugs after they 
reached the market, so that this is a continuing process and is not 
made at the beginning and fixed at that time, because as you learn 
more, you are constantly making judgments as to what direction to 
go and how much should be expended. 

In terms of whether this provision is an unfair enrichment, no, I 
would not agree that it would be an unfair enrichment to grant ex
tension for drugs in the pipeline. Certainly drugs which are in the 
IND stage, investigational stage, those final decisions as to the ex
penditures have not been made. 

Second, this bill proposes that those drugs receive only a 2-year 
maximum extension and for the drugs currently in the pipeline at 
the FDA, you are probably talking about an 8- to 10-year shorten
ing of their effective patent life already, so even if you were put
ting it in the context of simple fairness, 2 years of extension would 
not be an unjust enrichment. 

Mr. MOORHEAD. I wanted your comments. As you know, I have 
supported this bill in a much more pure concept than it is at the 
present time and certainly back patent extension legislation, but 
these are the arguments that you get and we have to have answers 
for. We have to know whether the arguments that might be used 
against it are valid and I wanted your answer insofar as that was 
concerned. 

There is another question that I had that concerned me. We 
don't—at least I don't know everything about the pharmaceutical 
business—let's assume that the bill passed and at the end of the 
period of time that you had for exclusive license on the product, 
almost immediately a generic would appear on the market in com
petition. How badly would that hurt your business? Would it wipe 
it out? Would you still be selling through prescriptions the product 
and be able to make most of the money that you had been making 
or would it wipe you out altogether? 

Mr. STAFFORD. If it appeared on the market after the patent ex
pired? 

Mr. MOORHEAD. Yes. 
Mr. STAFFORD. NO, it would not wipe us out. We sell—our com

pany successfully sells many products which have been off patent 
for many years. It certainly would not wipe out the industry, but it 
is important that adequate patent protection be afforded if you are 
going to go through the process of year after year after year of re
search investment, as we have done with one of our major divi
sions, waiting for the first successful product. But we have stayed 
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the course now—well, too many years—and recently we completed 
a major new research facility, again searching for additional new 
products and we will continue to stay the course. But there must 
be adequate patent protection. However, when the patent expires 
and competition develops, as we endorse in our position on this bill, 
it certainly would not wipe us out. 

Mr. MOORHEAD. There is the additional question I raised this 
morning with another witness, with Mr. Mossinghoff, but we have 
been doing everything that we could think of in Congress to try to 
improve international trade; to try to improve international agree
ments that would protect our patents and be able to get us—get 
our patent owners in this country more protection and—I have a 
bill that is in that I would like to see passed that would protect the 
process that might be patented for production of various products 
that also are patented. We haven't been able to get that very far 
along yet, but I think it is important that we do because so many 
other countries have given their own industries that protection. 

But if we pass legislation that enables American companies to 
deal with patented products almost as their own, to experiement 
with it and to tear down some of the formal protections that a pat
ented product had had before, as most people feel this bill would 
do, what is going to be the respect that our patents have abroad? 

Are we going to find that other countries will feel that no protec
tion should be granted at all? They will go ahead and perhaps put 
these products on the market to beat the generics in this country? 

Mr. STAFFORD. I agree with your comment. I think that will be 
the result and I think that is what the Commissioner of Patents 
said this morning would result if there is any weakening of our 
patent system. It is no coincidence in my view that we have a 
strong patent system in the United States and we also have the 
World leadership in pharmaceutical technology. I do think it would 
be a very unfortunate precedent. I think the U.S. Government is at 
present urging better protection for pharmaceuticals in the patent 
systems of other countries. The experience in Canada has been a 
very unfortunate one in terms of the research in that country. 
Since they have introduced compulsory licensing and undermined 
the patent system for pharmaceuticals, many companies have 
either moved their research out of that country or greatly limited 
their expansion. 

Mr. MOORHEAD. I want to make a suggestion. I know it is pretty 
late on this thing. Most of us that believe in patent extension to 
give additional time would like to see a bill passed. I know I had 
one pharmaceutical concern come to me and they had just gotten a 
license to put the drug on the market 16 years and 9 months after 
they got their patent, so that there were 3 months left on it. 

There is obviously a serious problem, but with the Pharmaceuti
cal Association having supported a compromise and most of the op
ponents also supporting the compromise, it is very difficult for us 
to make changes without you being able to work out some kind of 
modification also with some of these people involved. 

You have got, it looks like, virtually all the industry and the op
ponents have come together, and yet we know there are some prob
lems with the legislation. I would hope that you would discuss 
some of your suggestions with the other people in the industry and 
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with the people in the organizations that found objection to this 
kind of legislation in the past. We don't have very much time. 

I think this bill will pass basically in the form that it came out of 
the Commerce Committee, unless there can be some adjustment 
within this vast area of people that have agreed with. So I think 
you have a job to do. We will seriously consider your suggestions, 
but it has to go through the whole Congress—it has already gone 
through one major committee and there is a very good chance that 
the legislation will pass in the form that is agreed to unless some 
awfully hard work is done in selling some modifications. 

Mr. STAFFORD. We will continue to talk to the other members of 
the PMA and to anyone else who will listen to our comments. 

Mr. MOORHEAD. I have no further questions. 
Mr. KASTENMEIER. My colleague's comments are, I expect, rather 

realistic in terms of this session of the Congress. As I understand, 
the other body, the Senate, Senator Hatch is starting hearings to
morrow, which means this whole issue is being reached somewhat 
late in the process, in the legislative process. 

In any event, I yield to my colleague from Oklahoma, the author 
of 3502. 

Mr. SYNAR. Thank you, Mr. Chairman. 
Mr. Dorsen, can you help me out? I just graduated from law 

school 6 years ago and I may have missed it. Can you cite for me a 
case where the courts have found an act of Congress unconstitu
tional under the Constitution's fifth amendment taking clause? 

Mr. DORSEN. Several cases, I think, are cited. The Mahon case is 
one. Pennsylvania Coal Company v. Mahon, in an opinion by Jus
tice Holmes, with one dissenting vote. I believe it was 1922. 

Mr. SYNAR. Did that involve an act of Congress or a State stat
ute? 

Mr. DORSEN. That was a State statute. 
Mr. SYNAR. My question was act of Congress. 
Mr. DORSEN. Act of Congress, I am sorry. I believe the Lynch 

case may have been such a case. 
Mr. SYNAR. But you are not for sure, are you? 
Mr. DORSEN. I am not so—at 352 U.S.—I am not certain. 
Mr. SYNAR. OK. Let me also ask you another question. If we 

don't undo the Roche case, are we not, for all practical purposes, 
extending the patent life 2 years? 

Mr. DORSEN. NO, that is a very key question and I think it is 
good that you put it that directly. I just think with respect to—that 
misapprehends what a patent right is. 

Mr. SYNAR. Let's explore that 
Mr. DORSEN. May I 
Mr. SYNAR. No, let's explore that, because 
Mr. DORSEN. I would like to answer the question. 
Mr. SYNAR. Well, I want you to answer the question I was to ask 

you. 
Mr. DORSEN. OK, all right. 
Mr. SYNAR. I don't want you going all over the board 
Mr. DORSEN. All right. 
Mr. SYNAR. I have been here since 10 in and out and this is the 

first time I have gotten to ask questions so I want to try to keep it 
focused in. 
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You know, when we started this thing, the problem that we had 
was the fact that we had to come together to try to have a meeting 
of the minds on trying to get generics on the market as quick as 
possible after the patent, as well as giving the protection to the 
pharmaceutical for a 17-year period. 

That compromise that we hammered out was basically to accom
plish the two purposes which I think it does. First of all, we say 
that there will be no economic benefit to the generics; there will be 
no money made until that 17-year period runs out, period. There
fore, no economic benefit, protection of the patent for the pharma
ceutical. 

At the same time, we guarantee that that full 17 years will be 
allowed by the pharmaceuticals. The compromise which we have 
struck accomplishes both those purposes. 

Now tell me in your words why that is unfair and why that vio
lates the patent law. 

Mr. DORSEN. Well, I am not here—in case there is any question 
in your mind—to discuss the compromise that obviously was the 
product of a great deal of work by very serious people acting in the 
public interest. I have no doubt that the objectives of the people, 
including Mr. Waxman, with whom I have worked in the past, 
were of the highest. I don't think, though, that it is a very good 
idea to compromise the Constitution, and I do think that in the 
course of developing legislation with the highest motives and the 
best interests of the country as a whole, sometimes people neglect 
to look at what the consequences of legislation may be. 

I am here only because I am suggesting to you, as I said in my 
remarks earlier, and as other respected scholars who have looked 
at this legislation have concluded, that there is a serious constitu
tional problem in connection with the legitimate, reasonable in
vestment-backed expectations of the people who develop the pat
ents and rely on the law. 

Mr. SYNAR. But you can't cite us a case 
Mr. SYNAR. There is no case that has decided this one way or an

other. 
Mr. SYNAR. It is just your guess against our guess, isn't it? 
Mr. DORSEN. I am sure that I can be wrong. There is no case 

either way. There is no case either way, but there is law here. This 
is—the Supreme Court, just yesterday, in a case I have not had an 
opportunity to study—it just came down in the unanimous opinion 
by Justice Blackmun—indicted to be sure, but reiterated the doc
trine that I am relying on in connection with trade secrets, which 
are not at the same constitutional level as patents. 

I am personally not trying to upset the legislation. I would like 
to see legislation passed. I don't think it does any good to do it if 
there is a constitutional problem. You will have litigation for 10 
years. 

Mr. SYNAR. With all due respect, I don't think there is a constitu
tional problem and I don't think that you do, but let me ask you— 
[Laughter.] 

Let me ask you this 
Mr. DORSEN. I didn't hear the last comment. I will try to ignore 

it. 
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Mr. SYNAR. Let me ask you this question, reading from the opin
ion on the Bolar case. "Parties seem to think in particular that we 
must resolve a conflict between the Food and Drug and Cosmetic 
Act and U.S.C. 301392 in 1982 and the Patent Act of 1952, or at 
least the acts' respective policies and purposes. We decline the op
portunity here," and I emphasize this, "however, to engage in the 
legislative activity proper only for the Congress." 

How do you—what do you think about that statement? 
Mr. DORSEN. I think it is a very sound statement. 
Mr. SYNAR. IS that not what we are trying to do 
Mr. DORSEN. Absolutely, and I encourage it. But I encourage it to 

be done within constitutional bounds. 
Mr. SYNAR. OK. 
Mr. Stafford, let me ask you a question if I could. I was interest

ed in the comments of the position paper dated June 16, 1984, 
signed by the American Home Products, Bristol-Myers, Johnson & 
Johnson and others which criticizes the compromise because it 
would, and I quote, "force the patent owners to litigate the validity 
of a patent well before and ANDA filing, at a time when the appli
cant," and I emphasize this, "has incurred only minimal expense." 

Now, this subcommittee, as you are probably aware, is especially 
involved in the access-to-justice issues, and I don't think there is 
anywhere in the law where economic commitment is a prerequisite 
for justice. How do you justify that a generic drug company has to 
belly-up some money before they are able to challenge a patent's 
validity? 

Mr. STAFFORD. Under the present law, a party is not free to chal
lenge the validity of a patent without some action by the patent 
holder. 

Mr. SYNAR. Does it have to be economic? 
Mr. STAFFORD. NO, I am looking at it the other way. Under the 

present law, anyone who wants to challenge a patent is not free to 
go into court and challenge the validity without some overt act by 
the patentee. 

Mr. SYNAR. Yes. 
Mr. STAFFORD. This would change that. This would permit a 

person seeking an ANDA to do a nominal amount of work and 
then put the burden on the patentee to bring an action defending 
his patent or they would then be free to bring an action to chal
lenge the validity. So that is the change in the law. 

Mr. SYNAR. Well, maybe I misunderstand this. It says "force the 
patent owners to litigate the validity of a patent well beinforma-
tion the ANDA filing, at a time when the applicant has incurred 
only minimal expense." What does that mean? 

Mr. STAFFORD. The bill went through some change there and I 
am not 

Mr. SYNAR. It seems like to me what you are saying with that in 
your statement that was signed by all the dissident companies is 
that as a prerequisite to going—to try to get justice, somebody has 
to have some economic action 

Mr. STAFFORD. Under the 
Mr. SYNAR. We never considered that. 
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Mr. STAFFORD. Under the present law, it is necessary that there 
be some case or controversy in existence before it will be looked at 
by the courts. That is true under the present law. 

A person who wants to infringe, or if they think the patent is 
invalid, go ahead and market a drug product cannot, before they 
take some action which causes the patentee to challenge them, 
bring an action for invalidity. That is the law right now. I would 
defer to patent experts sitting with me. 

Mr. SYNAR. Yes. 
Mr. STAFFORD. This bill turns that around and permits them to 

shift the burden to the patentee, who has a presumption of validity 
of his patent, to go into to court to protect his interest. 

Mr. SYNAR. Yes. So you are not saying that the people have to 
have a minimum expense. They just have to have a cause of action 
or some act has to be done? 

Mr. STAFFORD. Well, at the present time, if they marketed the 
product and action was brought against them by the patentee, they 
could defend the action on the grounds of invalidity. 

Mr. SYNAR. OK. 
Mr. Chairman, I apologize for having to run in and out. I think 

you did express that we are in the middle of negotiations on bank
ruptcy and I apologize to the witnesses for that. These hearings 
have been exceptionally helpful, but as my colleague from Califor
nia, I think, very gratiously and very diplomatically pointed out, 
we have a serious problem here, a problem where the Pharmaceuti
cal Manufacturers Association negotiated for an industry that now 
is not claiming that they were negotiating for them. We have an 
industry that has agreed with the generics, our elderly groups, and, 
as I pointed out earlier, my mother feels that this has been a good 
agreement. 

I don't know if there is any way we can resolve what concerns 
these dissident companies have. I think they need to look for their 
remedy, not here in Congress, but with those who negotiate for 
them, because we in Congress are only going to be as good or bad 
as those people who represent those groups that are negotiating for 
them and regretably, in a situation where you have six or seven 
companies who now disclaim the PMA and their negotiations, we 
are in a position where I think we can do very little to help you. 

This is a good piece of legislation. It is a good compromise. As 
you heard from the generics earlier, they are not totally satisfied. 
Obviously the PMA people are not totally satisfied, and that may 
mean that we are getting very, very close. 

But I hope that following these hearings, Mr. Chairman, we can 
move to an expeditious markup and join our sister committee of 
Energy and Commerce, which Mr. Moorhead and I serve on and 
move forward as quickly as possible with respect to this legislation. 

Mr. STAFFORD. Could I make a brief comment on that statement? 
We represent 10 companies and we represent about 50 percent of 
the research dollars spent on pharmaceutical R&D in this country. 
We don't regard ourselves as a dissident minority, but as a respon
sible group of companies whose 

Mr. SYNAR. Mr. Stafford, what was the vote at the PMA Execu
tive Board on this? 

Mr. STAFFORD. Excuse me? 
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Mr. SYNAR. What was the vote? 
Mr. STAFFORD. What was the vote? The vote of the people 

present—there were a lot of votes taken 
Mr. SYNAR. How about the people present? What was the vote? 

Was the vote not 22 to 11 or 22 to 12? 
Mr. STAFFORD. That was based upon a canvass after the meeting, 

I believe. Of those present at the meeting, it was 12 to 11. 
Mr. SYNAR. But the vote was 22 to 12, was it not? 
Mr. STAFFORD. Well, I wasn't—I didn't participate in that can

vass so I—but I think basically the Board is split about 2 to 1. I 
would agree with you, Congressman, the Board is split about 2 to 1. 

Mr. SYNAR. 2 to 1 in favor of the legislation. 
Mr. STAFFORD. That is correct. 
Mr. SYNAR. That is correct. 
Mr. STAFFORD. I believe that the other members, though, would 

not disagree that our amendments would improve the bill. 
Mr. SYNAR. Was Mr. Engman not negotiating for you all? 
Mr. STAFFORD. He was asked by the Board to continue the negoti

ations with Congressman Waxman. At such time as a draft 
emerged, there were many meetings, including one at which the 
group of the Board that looked at it voted 9 to 1 to reject the draft. 
There were a lot of discussions after that. 

Mr. SYNAR. But I think for the record, it is important to show, 
Mr. Chairman, that the vote, when it came down to this compro
mise, as we have it before us today, that the vote of the PMA was 
22 to 12, and later changed to 23 to 11. 

Mr. STAFFORD. I don't think it was ever suggested otherwise— 
and I think Mr. Lewis agreed when he was here this morning 
speaking on behalf of the PMA—that any individual company has 
been in the past and would be in the future free to make their own 
positions known with respect to legislation which they think would 
adversely affect their industry. 

Now, just one more comment, really, the purpose of this broad 
compromise was to facilitate the marketing of products which were 
approved post-1962, where the patents had expired. That is, in fact, 
stated in the PMA statement, that these ANDA's would be granted 
only after the expiration of patents, but that, of course, is not what 
the bill says. That statement is not correct. The bill sets up various 
ways by which drugs which are still on patent can be challenged 
and can be utilized to gain marketing approval. 

What started out as an effort to facilitate the marketing of drugs 
which had gone off patent and which are being held up according 
to the persons who want to get them marketed by the FDA—the 
FDA does have pending regulations, but they haven't issued them 
because of the status of this bill—has shifted over to be a bill 
which includes many provisions which permit an attack on the 
patent system and that is where we fell out of bed and that is what 
our view is. 

Mr. SYNAR. Thank you, Mr. Chairman. 
Mr. KASTENMEIER. Let me ask Mr. Stafford: Have you testified 

yourself before the Waxman subcommittee? 
Mr. STAFFORD. NO. I think the only hearings were last year and 

that was on a page-and-a-half bill, not on this bill, and no, I did not 
testify. 
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Mr. KASTENMEIER. One of the reasons is the benefit of your posi
tion. One thing you said at the outset is that you were discussing 
those—as I recall—those matters which related to patent—to the 
matter of patents, rather than to the matter of FDA or regulatory 
aspects which you may differ with. Is that correct? 

Mr. STAFFORD. Primarily. I think, because of the jurisdiction of 
the committee—you are referring to my comment that I was going 
to focus primarily on the patent matters, although I did allude to 
some of the issues which relate to the FDA's situation should this 
bill become law 

Mr. KASTENMEIER. Because to the extent that you may wish to 
comment on the other aspects, I think it would be appropriate to 
do this also since you have had no other House forum to do 
that 

Mr. STAFFORD. Well, we are quite 
Mr. KASTENMEIER [continuing]. Directly. 
Mr. STAFFORD [continuing]. Concerned about provisions of this 

bill as it affects the FDA. As the FDA itself noted in technical com
ments which it provided to the staff of Energy and Commerce, this 
bill would obligate the FDA to process an enormous number, of 
perhaps thousands of ANDA's with no opportunity to make a judg
ment as to any transition period. Going back to the original under
standing that is referred to, part of that understanding was that 
the FDA would make a judgment and a listing of such drugs as it 
thought should be available for ANDA's. The FDA presumably 
would work forward from 1962 on and that would include many of 
the drugs which the generic companies are seeking to market at a 
very early time. 

We are concerned that the FDA will have to devote valuable re
sources to processing the ANDA's and they are really, unfortunate
ly, not doing the job on new drugs, original new drugs now and this 
situation is both costly and damaging to the American consumer. 

We are also quite concerned about the provision on the disclo
sure of trade secrets that would result from this bill and similarly, 
we think the 10-year transition period, which limits the FDA in 
granting an ANDA for a very limited class of drugs, is unfair and 
so arbitrary really as to be unconscionable in my view. 

Mr. KASTENMEIER. Thank you, Mr. Stafford, and indeed, we ap
preciate the position of the panel speaking on behalf of the re
search coalition, the companies listed in the statement. We, there
fore, thank Mr. Stafford, Professor Dorsen and Mr. Schuyler for 
their testimony here. 

Again, we may need to be in touch with you on various questions 
about the legislation before us, which is—which we may not have 
had an opportunity to explore with you today. 

Mr. STAFFORD. We would welcome the opportunity to work with 
any members of the committee or their staff on language with re
spect to any parts of the bill or any other issues that you might 
raise. 

Mr. KASTENMEIER. Our last witness this morning—and we are 
going to have to recess because, as you will note, there is a record 
vote on the Tax Reform Act on the House floor. We will be able to 
come back in about 10 or 12 minutes, hopefully, and I hope to have 
Mr. Moorhead with me, to greet Dr. Cape, who is the chief execu-
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tive officer of Cetus Corp., in the fascinating field of biogenetics, 
which has definite application to the matter before us today and 
other matters before this committee. 

But pending that time, we will recess for 12 minutes and then we 
will greet Dr. Cape. Until that time 

Mr. STAFFORD. Thank you, Mr. Chairman. 
Mr. KASTENMEIEE [continuing]. The subcommittee is in recess. 
[Recess.] 
Mr. KASTENMEIER. The committee will come to order. 
Our last witness today is Dr. Ronald E. Cape. Mr. Cape is the 

founder and chief executive officer of the Cetus Corp. Cetus, a bio-
tech company, produces both pharmaceuticals and agricultural 
products using biotechnology techniques. 

We have a copy of your printed statement, Dr. Cape, so without 
objection, we will make this part of the record and you may pro
ceed as you wish. 

TESTIMONY OF RONALD E. CAPE, CHAIRMAN, CETUS CORP., 
EMERYVILLE, CA, ACCOMPANIED BY HAROLD C. WEGNER, 
WEGNER & BRETSCHNEIDER 
Dr. CAPE. I thank you, Mr. Chairman, for allowing me to testify 

today, and inasmuch as you have the statement, I will decline to 
recite it to you and I have a few brief oral remarks. 

Our company operates in Emeryville and Palo Alto, CA, and in 
Madison, WI. We are one of the major independent biotechnology 
companies in the United States. At my side is our attorney, Mr. 
Wegner. 

As a founder of Cetus, I watched our company grow in just a few 
years to a position where we now have an excellent chance to 
unlock the secrets of cancer detection, treatment and possibly pre
vention. As you know, these opportunities exist directly as a result 
of the dexterity with recombinant DNA demonstrated by pioneer
ing U.S. biotechnology companies. 

You may rightly ask, why now, in June 1984, in the final stages, 
as it were, we are voicing our concerns about H.R. 3605? It is 
simply because this is the first instance in which we have had an 
opportunity to present our views. Contrary to what has been said 
here today by several participants, all the players affected have not 
been consulted. 

Cetus was never a participant in the negotiations between the 
large multinational pharmaceutical firms and the generic industry 
for the obvious reason that we are not a member of either group. 
Unfortunately, however, their compromise, arrived at without con
sulting us and companies like us, has important negatives for 
Cetus and, I believe, for the other leading small biotechnology com
panies. 

These companies are the new players. The whole world acknowl
edges, as does the recent OTA report, that these pioneering biotech 
companies, primarilly those based in California, vividly exemplify 
the present gratifying U.S. lead in genetic engineering. Why our 
vital interests are not addressed by the lengthy Waxman compro
mise is easy to see. Biotechnology has no flow of drugs of any kind 
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now coming off patent. We are just at the beginning of the develop
ment process. 

So it is not now, but at the turn of the century, that our patents 
will start to expire, and the pipeline of biotechnology products will 
begin benefiting the generic industry at that time. 

Thus, for us, the compromise is not a compromise. We give up a 
great deal on the front end and we get virtually nothing in return. 
This, for us, is a quid with no quo. 

We support the broad objectives of cheaper generic drugs and 
their general availability. The idea of providing off-patent generic 
drugs is worthy and deserves general support. 

However, the wording in the bill needs fine-tuning or a totally 
unexpected side effect of the ANDA provisions will be to deny the 
domestic biotechnology industry the benefits of our progress in the 
cancer field, as well as many other vital areas of health care. 

The period of exclusivity now available in the absence of ANDA's 
is necessary to firms like Cetus because the relatively unreliable 
patent situation in biotechnology today does not afford sufficient 
assurance of future protection to justify the very large investment 
required and which we are now making in research and develop
ment. 

The two principal effects would be dramatically decreased cancer 
research, coupled with a move of biotechnology across the Pacific. I 
am sure that these outcomes, these unexpected outcomes which I 
am now bringing to your attention, I think for the first time, are 
viewed with surprise and alarm by everybody here today. 

Patent term restoration provides no balancing compensation in 
our case. We have no immediate concern about the limitations on 
patent term extension. Biotechnology holds significant promise for 
the cure and prevention of disease, particularly the killer diseases 
against which we have so far been relatively impotent. I am talk
ing mainly, of course, about cancer, but there are others. Pioneer 
patents resulting from the pursuant of these targets won't expire 
earlier than the year 2001. 

This is an emerging industry, and at this point in time, a patent 
term extension from the year 2000 to 2006 is not very comforting, 
let me assure you. What such an extension would give us is no con
solation at all for what this distressing compromise would inflict 
upon us and on the U.S. leadership in biotechnology which compa
nies like ourselves have achieved. 

Therefore the wording of H.R. 3605 inadvertently—I am sure in
advertently—cripples biotechnology. Imagine that you wish to 
invest, say, $30 million in a new recombinant DNA product that 
may, just may treat a specific cancer. If the clinical trials don't 
work perfectly, you have to write off the research and try again. 
And again. 

Why in the world would anyone wish to take such risks? The 
answer must lie in a fair certainty of an exclusive position for a 
reasonable period of time should development prove successful, in 
order to recoup the tens of millions of dollars invested in the new 
drug. 

Biotechnology is unique in the pharmaceutical world. There is 
absolutely no track record for the enforcement of a recombinant 
DNA patent. Zero! It doesn't exist. The only reassurance that we 
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now have in the mid-1980's is based upon freedom from ANDA 
competition. Cetus and other pioneering biotechnology companies 
definitely need the assurance that our breakthrough research will 
be rewarded by exclusive marketing rights to these very break
throughs. 

If the promise at the end of the long, risk-filled development 
process is taken away under H.R. 3605, will we shift our research 
into simply improving upon the present generation of aspirins, 
tranquilizers and the like? Don't get me wrong; there is nothing 
wrong with a better Valium. I would personally be delighted to see 
one developed, but that is not what we do. It is not what we want 
to do. 

But the compromise makes that more attractive than the direc
tions we have chosen to date. It is certain that the level of research 
on significant new biotech based anticancer products will diminish 
if the promise of reward diminishes. 

Japan is providing a better climate. The Japanese help their in
dustry by providing in the health ministry regulations up to 6 
years of guaranteed exclusivity. I can't imagine us countering their 
determination to catch up with us; their repeated acknowledge
ment of our lead, by limiting our opportunities. Please—I will 
repeat it, please, we invented this technology; we are in a race; we 
are winning the race; everybody is chasing us. Let's not shoot our
selves in the foot. 

As an example of shooting ourselves in the foot, assume that 
Cetus and a Japanese company is each attempting to be first with 
an identical drug product, each in its home market, in its home 
country. If both drugs are approved at the same time, the Japanese 
company would have an exclusive period in Japan under Health 
Ministry regulations. But with an ANDA, the Japanese company 
could quickly enter the U.S. market. Does this sound familiar? 

Already, every major American biotechnology company, out of 
necessity, is looking into cooperative ventures with the Japanese. 
This is an alternative to investing tens of millions of dollars in 
seeking regulatory approvals here. 

Mr. Chairman, biotechnology interests are far different from 
those of the established drug industry. It would be a major policy 
mistake to equate the interests of the emerging biotechnology com
panies with those of the powerful established drug companies. Yet, 
that seems to be exactly what has been done. Maybe we should be 
flattered, and maybe in 25 years, the shoe will fit—I guess I should 
say, not if we shoot ourselves in the foot that the shoe is supposed 
to fit. But it doesn't now fit, and to assert that it does renders a 
great disservice to an emerging industry observers around the 
world regard with awe and with envy. 

The new biotech companies, even the strongest of us, need every 
penny we have and then some to compete effectively as we are de
termined to do. Our interpretation of the compromise is that we 
would be required to allocate a rather substantial amount of our 
resources to fighting people who would be bird-dogging us with 
ANDA's. 

Mr. KASTENMEIER. Dr. Cape, let me interrupt, to see if I under
stand what you are saying. 
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You are saying that the biotechnology companies are, in fact, dif
ferent from the traditional drug research companies in what con
nection? You start out with—you don't really start out with a new 
chemical compound which you seek a patent for and you go 
through this preclinical and clinical testing and seek FDA approv
al—do you go through the same process? 

Dr. CAPE. Identical. 
Mr. KASTENMEIER. Identical. In what respects are you different? 
Dr. CAPE. Our pipeline is empty. Basically we are starting to fill 

the pipeline now. When our pipeline is full, a period of 10, 15, 20 
years from now, then this kind of quid pro quo makes sense. At the 
present time, with all of us in a situation where extending our 
patent from sometime way in the future to sometime a little bit 
further in the future is no big favor, and forcing us to fight off 
people is detrimental to our industry. Every time we make a break
through, there will be 25 companies filing ANDA's, requiring our 
Patent and Trademarks Department to be tripled or quadrupled in 
size to deal with them all. Backing away from all the theory we 
have heard today, and just being pragmatic, it is going to represent 
an enormous load, an additional unnecessary and negative load on 
the biotech industry. 

Mr. KASTENMEIER. I see. Actually, from your standpoint, two 
years ago when we were dealing with H.R. 6444, which didn't have 
an abbreviated new drug application feature and was prospective 
only—year 2000 was the first year that you could have an exten
sion—and did adversely affect some large companies with—that is, 
in terms of expectations with a great deal in the pipeline—that 
would have been more or less an ideal bill for you since it 
wouldn't—it was prospective only; it didn't contain collateral con
cessions to your competitors perhaps that this bill appears to con
tain 

Dr. CAPE. That is correct. 
Mr. KASTENMEIER. IS that correct? 
Dr. CAPE. Yes, and I guess my appeal is—I will use the word 

again, a "pragmatic" one. That is just what is going to happen, we 
think, if this sort of compromise without some amendments—and 
we do have specific wording that we would like, of course, to sug-
gest, having given it some thought, is permitted to exist in its 
present form. 

So I only have less than a minute of concluding remarks to say 
and that is, we believe that H.R. 3605 should survive, but it should 
be amended to avoid impeding biotech research. We think that bio
technology is the unintentional victim, the orphan, if you like, of 
the compromise to facilitate availability of generic drugs. 

Representative Waxman sponsored legislation to help orphan 
drugs. Maybe, pursuing that metaphor, we are orphan companies 
which, at this point in time, as a strategic question on the part of 
our Government, need some kind of help and this would be the 
kind of help that could fit into that picture. 

We are all for letting the generic houses have access in the way 
contemplated in this H.R. 3605 to existing drugs, but we think that 
there should be exclusion for future drugs which are the products 
of biotechnology and, in this way, the resolution would support, 
rather than undermine, our efforts to make these advances. This 
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technology was invented in California and developed in the United 
States far more effectively than anywhere else in the world and we 
should make these advances available to the American public as 
soon as possible. 

That completes my oral presentation. Thank you again, Mr. 
Chairman. 

[The statement of Dr. Cape follows:] 
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STATEMENT OF DR. RONALD E. CAPE 

CHAIRMAN AND CHIEF EXECUTIVE OFFICER 

CETUS CORPORATION 

BEFORE THE 

SUBCOMMITTEE ON COURTS, CIVIL LIBERTIES AND THE 

ADMINISTRATION OF JUSTICE 

OF THE 

COMMITTEE ON THE JUDICIARY 

U.S. HOUSE OF REPRESENTATIVES 

HEARINGS ON H.R. 3605 

JUNE 27, 1984 

Mr. Chairman and Members of the Subcommittee: 

My name is Ronald E. Cape. I am the Chairman and Chief Executive 

Officer of Cetus Corporation. Accompanying me is Harold C. 

Wegner of Wegner & Bretschneider, an attorney for Cetus and an 

adjunct Professor of Law at Georgetown University. 

Since 1971, Cetus has pioneered the commercial application of 

biotechnology in the development of new or improved products and 

processes for human and animal healthcare and for the production 

of food, energy and chemicals. Cetus-modified microorganisms are 

currently used in the commercial production of antibiotics, 

vitamin B.-, and an animal vaccine containing components devel

oped by Cetus through recombinant DNA technology. 

Cetus has produced two potential therapeutic products through 

recombinant DNA that are now in human clinical trials. Pre

clinical data has indicated that these two products, beta-inter-

feron and interleukin-2, may have significant value in the treat

ment of certain cancers and infectious diseases, including AIDS. 

At Cetus Corporation we are proud that our pioneering efforts 

over the past decade have contributed to the development of the 
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biotechnology industry. We are now in a position to demonstrate 

the promise of this industry by making new therapeutics and 

diagnostics available to the -American consumer. However, con

tinued success in meeting this goal depends upon whether our 

substantial investment of time and resources can be protected on 

an exclusive basis for a reasonable period. 

Stimulation of biotechnology is important and not at all 

inconsistent with the objectives of H.R. 3605. We are in com

plete agreement with the goals of H.R. 3605 to foster avail

ability of drugs through the generic drug industry and to foster 

a return on the investment made to develop new pioneer drugs. 

Our concern is that the present form of the bill, as it relates 

to biotechnology companies, requires revision before those goals 

can be reached in a fair and reasonable manner. 

Cetus has not been included in the discussions of the past months 

between the generic and research-based pharmaceutical companies, 

which have resulted in this Bill. • We were not invited to these 

lengthy negotiations, nor did there appear to be any reason to 

become involved in a process that would reach the laudable goal 

of providing inexpensive, off-patent drugs to the public. After 

all, our potentially most significant products, such as the 

potential cancer therapeutics, are still in clinical trials or in 

our research laboratories. The patents covering these products 

will not expire until the turn of the century. 

We understand the desire to "balance" the benefits gained by the 

established pharmaceutical companies through extension of the 

patents on their marketed drugs with the ANDA process of Title 1 

of the bill. We make no comment on whether this is the appro

priate balance in the context of the varying interests of the 

established pharmaceutical companies and the generic drug in

dustry. However, this compromise does have an inadvertent but 
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substantial negative impact on companies such as ours. Title I 

will severely hamper our efforts to bring new products to the 

market, and yet no immediate counterbalancing benefit will be 

provided to us under Title II. 

Congress, more than any other institution in America, recognizes 

the importance of incentives to domestic industry, including 

biotechnology. Congress also fully recognizes the important role 

that biotechnology is playing in the development of new drugs, 

including the search for products to detect and treat cancer. We 

read H.R. 3605 to possibly provide a disincentive to this vital 

research, albeit unintentional. 

An amendment is needed to avoid the new biotechnology research 

disincentives for development of our vitally important industry, 

without therewith removing a single pharmaceutical product now in 

the marketplace from eligibility for an Abbreviated New Drug 

Application (ANDA). 

Biotechnology, including its most modern tools of recombinant DNA 

and monoclonal antibody research, holds the promise of unlocking 

the secrets of the diseases that the established pharmaceutical 

industry has failed to unlock through usual chemical means. 

Thus, we are close to the early detection and treatment of can

cer and highly infectious diseases such as AIDS. 

We fully agree with the general principle that after the 

expiration of a patent, generic competition should be permitted, 

and indeed encouraged. Unfortunately, the present bill achieves 

this objective in a manner which creates several disincentives to 

future biotechnology research and could result in the delay of 

important new biotechnology products and reduce the number of 

drugs that will become available to the generic industry. 
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We support the concept that inexpensive drugs should be available 

after the pioneer has had a reasonable period for an exclusive 

position. Legislation meeting that objective could be passed, 

without affecting the biotechnology industry in an inequitable 

fashion. 

I. CANCER DETECTION AND TREATMENT, THE PROMISE OF 
BIOTECHNOLOGY 

We take particular pride in what the American biotechnology 

community has accomplished in just a few years, and, more impor

tantly, in what can be done in the next decade in the important 

areas of cancer detection and treatment. There will not be a 

single "cure" for cancer. But many specific types of cancer will 

be "fingerprinted" for early detection. Above all, ongoing 

research efforts hold the promise of actual cures for specific 

cancers. 

II. THE RIGHT CLIMATE FOR BIOTECHNOLOGY RESEARCH - THE BIG RISKS 

Millions of dollars are required for research and regulatory 

approval of the breakthrough drugs being pioneered by the 

emerging biotechnology companies. Such an investment is under

taken in the hope that a particular recombinant DNA or monoclonal 

antibody invention can be developed in a safe and effective drug. 

In cancer treatment, a particular success may help only a small 

fraction of the population that has or will get cancer; with 

each success further research is needed for the next type of 

cancer. 

Biotechnology companies in the United States can survive, and 

even flourish, in the expensive and risky world of cancer 

research with the current protections of the FDA and the patent 

system: 
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Under FDA regulations, third parties are restricted from 

copying the exact approved formulation (but are totally free 

to either reduplicate the regulatory work or to make a dif

ferent, competitive product). 

The patent rights in biotechnology under the present scheme 

are quiet rights, by and large free from short range 

litigation. 

III. WHILE JAPAN PROVIDES GOVERNMENTAL STIMULATION TO 
BIOTECHNOLOGY RESEARCH, CONGRESS SHOULD NOT PROVIDE 
A DISINCENTIVE TO DOMESTIC-BASED BIOTECHNOLOGY RESEARCH 

The limited period of exclusivity that is today fairly certain 

provides the necessary incentive for future and continued cancer 

research. Both the United States and Japan presently provide 

this climate. 

Just in the past ten years, Japan has made many statutory and 

regulatory changes to benefit pharmaceutical an I biotechnological 

research. The patent law was greatly strengthened for pharma

ceutical product protection; pricing policies for pharmaceuticals 

have put a premium on pioneer research; high technology drugs are 

given a period of up to six years exclusivity for marketing 

independent of the patent right. 

Congress is keenly aware of the threat of international 

competition in biotechnology. Just this year the Office of 

Technology Assessment (OTA) has published a report manifesting 

the urgent need for progressive legislation. Commercial Biotech

nology: An International Analysis (Washington, D.C.: U.S. 

Congress, Office of Technology Assessment, OTA-BA-281, January 

1984) ("OTA Report"). The report summarizes that: 
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Although the United States is currently the world leader in 
both basic science and commercial development of new bio
technology, continuation of the initial preeminence of 
American companies in the commercialization of new biotech
nology is not assured. Japan and other countries have 
identified new biotechnology as a promising areas for eco
nomic growth and have therefore invested quite heavily in 
R&D in this field. 
[OTA Report, page 3.] 

IV. AMERICAN-BASED BIOTECHNOLOGY RESEARCH 

With the present wording of H.R. 3605, the biotechnology industry 

is trapped in ways obviously unintended and undoubtedly unfore

seen which hit directly at the heart of the two present regula

tory safeguards, freedom from ANDA competition and quiet patent 

title. 

A. ANDA Freedom for a Reasonable Period 

Exclusivity for a reasonable period of time is now a guarantee 

under the present law, as there is no ANDA possibility. 

Biotechnology needs a certain period of exclusivity free from 

ANDA competition for future drugs, as patent litigation would 

seriously dilute our clinical and research efforts. A number of 

finally litigated patent infringement test cases in modern bio

technology are necessary before conservative reliance can be 

placed exclusively on the patent system. In the modern biotech

nology areas of both recombinant DNA and hybridomas, the total 

number of such finally litigated test cases is zero. Particu

larly throughout this decade when biotechnology patent case law 

has ncrt been crystallized, we need freedom from ANDA's. Other

wise, it becomes virtually impossible to justify the investment 

in the sophisticated level of research necessary to enter the 

biotechnology marketplace. 

To optimize present investment in biotechnology research,, there 
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after spending the tens of millions of dollars for research and 

regulatory review, a marketing position can be secured against 

"me too" competitors unwilling to incur these substantial costs 

and risks. Provision for an abbreviated new drug application 

(ANDA) immediately is unthinkable. Such competitors will dis

courage companies such as ours from making these investments. 

Japan and the major European countries all give the pioneer a 

reasonable period of exclusivity for pharmaceuticals independent 

of the patent right. 

It would be ironic when Japan provides an exclusive period for 

marketing of up to six years for new drugs under its Health 

Ministry regulations, for America to turn the opposite way and 

eliminate ANDA freedom altogether, except for the limited 

circumstances of the bill. 

B. The Litigation Incentives 

The two titles of the bill taken together provide a strong 

incentive to litigate patents at the earliest stage. Whatever 

merit this may or may not have for more traditional areas of "big 

drug" research, this is the last thing needed for the relatively 

small and young biotechnology drug companies. At present, there 

is zero precedential law directly on point for biotechnology 

patent infringement in recombinant DNA and monoclonal tech-

noligies. A carte blanche to foster early litigation will force 

the new American biotechnology industry to allocate a larger 

share of its resources for litigation of its patents, as opposed 

to investments in cancer research itself. 

Cetus has had substantial funding and has a first class patent 

department. We expect the company to do quite well. Others may 

not be so fortunate. 
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C. The Cash Flow of Biotechnology is Unique 

Biotechnology companies are unique in the pharmaceutical field 

not only in terms of the patent situation, but more importantly 

from the viewpoint of their infant position in a major industry. 

Development of these products requires large investment of risk 

capital over a long period of time before substantial return can 

be realized. 

Unlike the rich and established pharmaceutical companies, the 

vitality of the biotechnology industry is dependent upon careful 

conservation of cash. The major drug companies may invest money 

in patent litigation or the uncertainties of exclusivity. We do 

not believe this is an appropriate basis for the independent 

biotechnology companies. Yet, the promise of cancer detection 

and therapy is being met by the smaller, independent biotech

nology companies that have shown the initiatives of the past few 

short years. 

V. PATENT TERM RESTORATION 

A. Cetus Supports (but Can Live Without) Patent Extension 

Cetus supports patent term "extension" or "restoration", and 

perhaps that is a necessary goal for the traditional established 

drug companies. But, in the context of the 1980's, with Cetus' 

patent position on any new drugs expected to run to the year 

2000, whether the patent expires in the year 2006 instead of the 

year 2001 is hardly a major factor in today's biotechnology 

investment decisions. 
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B. Section 202 and Pre-Expiration Testing 

Recombinant DNA technology will not go off patent on any major 

scale until after the year 2000. Whether « third party starts 

his clinical trials after a patent expires in 2001 or gets an 

early jump in the year 1999, is not just vitally important to our 

industry at this time. What is critical is that we provide 

Americans with new biotechnology drugs and methods of disease 

detection during the next ten years to create a new industry for 

future generations. 

VI. AMENDMENTS TO TITLE I TO KEEP FUTURE 
BIOTECHNOLOGY RESEARCH OPEN 

Cetus and the other biotechnology independents must be given 

relief from the inequitable and unintended effects of Title I. 

Whatever happens in Title II may have long range importance, but 

is clearly not of immediate benefit to such independents. 

Cetus jLs> sympathetic to the goal of post-patent expiration drug 

competition. We wish to cooperate with Congress in achieving the 

goal of price competition, while providing a safe harbor for 

biotechnology research to continue and grow in California and 

elsewhere in the United States. We believe that this goal most 

sensibly would be achieved by providing a prospective exemption 

to new drugs from biotechnology research (recombinant DNA and 

hybridomas). Let the generic industry have all existing drugs 

now on the market, if that is the will of the traditional drug 

industry and the generics. 
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A. Cancer Research, Not Painkillers and Antidepressants 

A biotechnology company is not fungible with any of the old line 

pharmaceutical companies. What is good for the majors is not 

necessarily good for our developing industry. Cetus speaks for 

its own very real concern that its research in high technology 

areas such as cancer will suffer in the absence of special 

Congressional recognition of the unique problems caused by 

ANDA competition for biotechnology products. 

Biotechnology research should be left out of the bill, or be 

given a more equitable treatment. Otherwise Cetus and the other 

biotechnology companies will be unable to address some of the 

more important life-saving areas such as cancer detection and 

treatment in their fullest capacities. 

The more general non-biotechnology pharmaceutical industry is not 

the concern of the biotechnology companies. We are not impacted 

directly by whether the generic industry should or should not use 

traditional chemical synthetic routes to make a slightly dif

ferent proprietary product with the same indication as the old 

product. We are thus not in the business of determining whether 

there should be a slightly better painkiller, a more precisely 

acting antidepressant, or a different sleeping pill. These are 

the primary concerns of the established pharmaceuticals 

companies. 

B. Prospective Relief is All Cetus Asks 

Cetus has no -interest in taking away any existing drug from the 

marketplace. We only seek the incentives for future research 

gained through an exception to H.R. 3605 for biotechnology. 
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This is far more in the public interest than the present wording 

of H.R. 3605, which even gives equitable relief in tire case of 

some already approved drugs. Certain drugs already approved (but 

only since January 1, 1982) would be taken away from the supply 

of drugs to the generics under proposed 21 OSC §505(j)(4)(D)(i). 

Biotechnology needs at least the same freedom. 

VII. SECTION 202 ENCOURAGES LITIGATION 

Cetus is deeply troubled by Section 202 and particularly the 

invitation to litigate that is built into 35 USC §271 (e)(2) and 

5271(e)(4). 

If the relief sought in Title I is not forthcoming, biotechnology 

companies will indeed have to beef up their litigation budget and 

cut down on their future plans for at least domestic RsD expan

sion. The fuel of Section 202 added to the fire of a broad 

Title I is unacceptable. 

With an exemption from ANDA's proposed under Title I, then the 

effects of Section 202 on biotechnology would be greatly reduced. 

VIII. EVERYONE BENEFITS FROM STRONG AMERICAN BIOTECHNOLOGY 

All benefit from a strong domestic biotechnology industry: 

A. The Public... 

The majority of cancer victims today die, despite some 

significant progress in chemotherapy. All suffer a significant 

impaired quality of life due to the side effects of this chemo

therapy. Many physicians resist such treatment until there is no 

other recourse. Biotechnology products offer not only the pro

mise of improved therapy, but the avoidance of these terrible 
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effects. These products will be used much earlier in the course 

of therapy with much better results. The keys to a virtual 

revolution in chemotherapy are available from modern biotech

nology of the 1980's. If biotechnology is given the climate to 

grow, some cancers are sure to be successfully detected and 

attacked in the 1980's, more in the 1990's, and then at some 

point in the next century cancer may become a disease of the 

past. 

Whether we reach the promise of the 1990's already in this decade 

or perhaps only in the next century will be governed largely by 

the regulatory climate: Will money be put into cancer research 

or will better aspirin substitutes, Valium's and the like be 

where America puts its money? 

B. American Industry ... 

The United States and Japan are- struggling for preeminence in 

biotechnology. We welcome this open competition, and everyone in 

both countries and indeed the world will benefit. But as Japan 

improves its regulatory climate and incentives for biotechnology, 

America should not move backward to cripple our competitive 

efforts. 

C. The Generic Industry ... 

The generic industry has shown no interest in moving into complex 

biotechnology. Virtually no products are available for an ANDA 

even without any restrictions, and the technology is far dif

ferent and more sophisticated than conventional pharmaceuticals. 

For the future, if the generic industry of the 1990's wants to 

move into biotechnology, a strong patent and regulatory climate 

now will lead to a large number of products which then may be 

available for such expansion. Without a strong system now, there 

may be no market to enter. 

We hope that we may have the opportunity to aid the committee in 

recognizing the effect of this bill on our industry, and the need 

for careful consideration of the issues raised today. We hope to 

achieve an early resolution of these matters so that the objec

tives of the bill can be met in the fairest and most reasonable 

way. 

Thank you, Mr. Chairman. 
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Mr. KASTENMEIER. Thank you, Dr. Cape. 
Do you have an additional problem with respect to the testing of 

patents in the genetic engineering field as to their validity? Are 
you real sanguine about that or is that 

Dr. CAPE. We will both say something about that, but again, 
rather briefly, the problem is that we are in early days, as the Brit
ish would say. There is nothing clarified by actual decisions, by 
actual contests. There is a great deal of patent activity on the part 
of the major biotech firms, there is no question about it, and all of 
us have optimistic expectations, but that is all in the future and 
nothing is definite. 

We sure don't want that complicated so that every time a patent 
is granted the patentee, as I said, by being bird-dogged by a host of 
ANDA's, where, as somebody has pointed out earlier here today, 
the burden is on the patentee and triggers are fired by other 
people. 

Mr. Wegner, would you like to add 
Mr. WEGNER. Yes, Mr. Chairman; I think that we have no track 

record in the enforcement of recombinant DNA or monoclonal anti
body patents, the two areas of technology that we are dealing with 
in Cetus or any of the biotechnology companies. 

There is—Diamond v. Chakrabarty—we all know that this 
opened the door to patenting of life forms, but all it said—this was 
the Supreme Court case of 2 years ago—all this said was that these 
new inventions will have to be judged by regular patentability 
standards. We have special situations in biotechnology. Sometimes 
we are creating a polypeptide which will have certain activity 
which may be very similar to a natural polypeptide. 

What doctrines will evolve in the scope of protection? We have a 
product-by-process doctrine going back to Cochran v. Badischa. 
Anilin, the first organic chemistry case back from the Supreme 
Court back in the last century which says that the scope of a prod
uct patent which is defined in terms of a process is limited to that 
particular process. How will the Federal circuit interpret these pat
ents in the future? How will the validity be determined? I think 
there is no track record in any Federal circuit level and to my 
knowledge, any district court level on a recombinant DNA patent 
enforcement. 

It is a wild card. Where are we going to go? We need some cer
tainty in biotechnology so that if we invest the 10's or 30's or any 
millions of dollars, we know that for a certain period of time, we 
are going to have a quiet patent title. 

Now, what Congressman Synar talked about earlier today, is 
that it will be easier to challenge validity of a patent. We have no 
objection to a challenge of validity of a patent. If a patent is valid, 
it should stand; if it isn't, it shouldn't. But what will happen as a 
byproduct of this bill, if it applies to biotechnology, if we strip away 
the freedom from ANDA's, is that every time a new effective drug 
comes on the market, there will be a validity challenge. Will Cetus, 
will the other companies have to enlarge their patent departments, 
hire New York law firms and spend their money in patent litiga
tion to defend the validity of their patents or will they put it in 
new cancer research? 

3 9 - 7 0 9 0 - 8 5 - 1 9 
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The threat is very real. It is not imagined. The Koprowski patent 
is a basic hybridoma patent. When its counterpart Japanese appli
cation was published for opposition, 27 opponents opposed this 
patent. That was just last year. We don't need this litigation. We 
need to put our money into cancer research. 

Mr. KASTENMEIER. For many of your therapies and your discover
ies, I take it you need FDA approval for marketing. Do you also 
have substances or materials for which you do not or which you 
may need EPA approval? 

Dr. CAPE. That is presently under rather broad discussion. There 
was an article in the New York Times about it this very morning 
in which I noted with some chagrin that somebody in the Office of 
the Executive used the phrase, "Let's not shoot ourselves in the 
foot," and I figured I had been upstaged today. 

But the fact is that there are regulatory vacuums; these should 
be filled in one way or another, we believe. The fact remains, how
ever, that most of our work either falls into the FDA category or 
environmental categories. 

We anticipate having to address precisely the same regulatory 
sequence of events that major companies do and we budget for it 
and we expect to behave that way. 

Mr. KASTENMEIER. I notice that the report speaks of so-called un
patentable drugs, stating that if the active ingredient drug is ap
proved for the first time in an ANDA after the enactment of the 
bill, then a certain section provides FDA may not make the approv
al of a paper NDA for a drug that contains that active ingredient 
effective until 4 years after the approval of the NDA if certain con
ditions are met. 

Are you affected, then, by these—by that section, the so-called 
unpatentable drug? 

Mr. WEGNER. No, we are not, Congressman. I am glad you raised 
that point because none of the witnesses had raised it. That is an
other infirmity in the bill. 

We would have to certify that the invention is unpatentable to 
benefit from this provision. Now, we don't think our inventions are 
unpatentable. We are anxiously awaiting the test cases that will 
come out—whether it is next year, 10 years from now—and we 
may not have control over those test cases. We hope that our pat
ents are very fine. 

Cetus has developed an excellent in-house patent department, 
and procures good patents. We hope that they won't be our cases, 
but what the test case will be, who the parties are, nobody knows, 
and what these first test cases will decide will determine what will 
happen in the not-too-distant future. 

So we do not benefit from this section because we cannot certify 
the inventions are unpatentable. 

Mr. KASTENMEIER. Thank you. 
I would like to yield to my colleague from California. 
Mr. MOORHEAD. Thank you. It is good to have another 
Mr. KASTENMEIER. Incidentally, for the record, and I think the 

reporter has for the record, the other gentleman speaking is 
Harold C. Wegner. 

Mr. MOORHEAD. I am going to ask you a rather general question 
to begin with, but which is one that requires some specifics. 
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We only have a brief period of time with this bill and we have 
got to make decisions on it relatively fast. I think our committee 
has until August 7th and that is all and we are going to be in ad
journment much of that time. Would you tell us in outline form, 
perhaps, exactly and specifically in the bill the things that you 
object to and how you would change them. 

Mr. WEGNER. I think I would probably need several hours to go 
through the entire bill. 

Mr. MOORHEAD. I wish you would, then, and 
Mr. WEGNEK. All right. 
Mr. MOORHEAD [continuing]. Present that in written form to the 

committee so that it is in the record of the committee. 
Mr. WEGNER. I will be glad to do that. 
[The information follows:] 
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WEGNER A BRETSCHNEIDER 

Analysis of H.R. 3605, by Harold C. Wegner 
Committee Insert to Testimony on June 27, 1984 
Subcommittee on Courts, Civil Liberties 
and the Administration of Justice 

In response to your request during the June 27, 1984 

hearings on H.R. 3605, I am pleased to provide my personal 

analysis of the proposed legislation. This letter is written as 

my personal response, and does not necessarily reflect the views 

of Cetus Corporation. 

Stimulation of future research in this country should be a 

primary concern of congressional action. Maintenance of a stable 

patent law will foster research in particular by avoidance of 

international repercussions which would adversely affect American 

exports of pharmaceuticals. Amidst many concerns, the manifest 

unconstitutionality of Section 202 is most striking; this is 

clearly suggested in the Supreme Court's June 26, 1984 ruling in 

Ruckelshaus v. Monsanto Co., — U.S. — , 52 LW 4886 (1984). 

The "delicately balanced compromise" embodied in H.R. 3605 

is primarily directed to exploitation of existing drugs. Let all 

the existing off-patent drugs go immediately or as soon as 

possible to the generic industry. This goal is very much in the 

public interest, but is one that can be achieved without doing 

violence to the patent law and future research incentives. 
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WEGNER * BRETSCHNEIDER 

Analysis of H.R. 3605, by Harold C. Wegner 
Committee Insert to Testimony on June 27, 1984 
Subcommittee on Courts, Civil Liberties 

and the Administration of Justice 

I. TITLE I ANDA FREEDOM SHOULD BE INDEPENDENT OF PATENTS 

Abbreviated New Drug Application (ANDA) freedom should have 

nothing to do with the presence or absence of a patent. ANDA 

requirements should stand on their own merits. There is no 

incentive to develop pioneer products under an expired patent. 

The enlighted approach of the last Congress in the Orphan 

Drug Act should be applied, independent of the patent laws. Not 

one single existing drug now on the market would be affected by 

this approach. The public would be the primary beneficiary, as 

pharmaceutical companies could elect the best drug for clinical 

development, patented or not, and not merely the best patented 

drug. Additional drugs could be put into the pipeline, giving 

the generics and public alike more competition and a wider 

selection of therapies. 

A. Patents Should be Divorced from the ANDA 

1. Public Safety 

The public safety requires a minimum period without ANDA 

competition. The Japanese Health Ministry provides its citizens 

with such a safety factor of up to six years. America should do 

no less for its own citizens. 



570 

WEGNER ft BRETSCHNEIOER 

Analysis of H.R. 3605, by Harold C. Wegner 
Committee Insert to Testimony on June 27, 1984 
Subcommittee on Courts, Civil Liberties 

and the Administration of Justice 

If the drug is patent-protected, then the public safety is 

incidentally assured because the patent holder can elect to take 

measures to defer ANDA approval for much longer than the minimum 

period needed for safety determination. But should this safety 

be keyed to the private patentee's interests in maintaining his 

patent right? If the drug is seemingly good but the patent weak, 

should this make a difference in quick ANDA approvals for new 

drugs? 

2. Minimum Periods of Exclusivity to Encourage Research 

In 1984, when the generic drug industry seeks literally a 

generation of new products that have been free from ANDA's since 

1962, surely the appetite of the generics and the public for new 

generic drugs will be more than completely satisfied by giving 

ANDA's on existing products. Future products should be given 

some period of freedom from an ANDA. 

The Waxman bill in its present form discourages 'much drug 

research, and would lead to a concentration of the pioneer in

dustry in major drug houses with fewer and fewer competitive 

products. This is the antithesis of the free competition that is 

a primary object of the Waxman bill. 
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WEGNER & BRETSCHNEIDER 
Analysis of H.R. 3605, by Harold C. Wegner 
Committee Insert to Testimony on June 27, 1984 
Subcommittee on Courts, Civil Liberties 
and the Administration of Justice 

a. Eliminating the Second Drug 

Within the scope of a "garden variety" patent to a new class 

of compounds, there are literally thousands of possible compounds 

within the scope of the broadest claim, and often ten or twenty 

or more compounds actually made that are disclosed in the patent. 

To be sure, the present bill does encourage the patentee to 

quickly select one of these drugs as soon as possible for 

clinical trials. But what happens to the second drug that misses 

out in the screening? What happens to the thousandth drug that 

is within the scope of the patent, but not immediately synthe

sized? 

Public policy quite clearly favors the development of 

several drugs, and not just one, even when the products are 

roughly equivalent. A certain percentage of the population may 

develop side effects only to one of the drugs. Perhaps these 

side effects are only recognized late, even after approval of the 

first drug. Advanced clinical testing may show that the second 

is actually far better. 

Equally important is the competitive factor that is so 

important in maintaining reasonable prices for drugs. It is 

fundamental that if a company is encouraged to place a second 
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WEGNER 4 BRETSCHNEIOER 

Analysis of H.R. 3605, by Harold C. Wegner 
Committee Insert to Testimony on June 27, 1984 
Subcommittee on Courts, Civil Liberties 
and the Administration of Justice 

drug in the marketplace in competition with the first, everyone 

benefits from such competition. 

b. Orphaned Projects 

Some drugs =may not be developed as products usable »with 

patients until late in the life of a patent, or not even be 

considered for development until after the patent has expired. 

The present wording of the bill provides zero exemption from ANDA 

competition where the patent has expired or is invalid. Patent 

validity and expiration surely have no rational relationship to 

whether it is in the public interest to develop a new, life-

saving product and release it for safe public use. 

3. The Bill Favors the Big Multinational Drug Company 

For the major multinational established drug companies 

working in the ordered world of conventionally produced drugs, it 

is possible to predict with a relatively high degree of certainty 

whether a valid patent can be obtained for a particular drug. 

These same multinational drug companies also have the resources 

to immediately commence regulatory tests for a promising product. 
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WEGNER & BRETSCHNEIDER 

Analysis of H.R. 3605, by Harold C. Wegner 
Committee Insert to Testimony on June 27, 1984 
Subcommittee on Courts, Civil Liberties 
and the Administration of Justice 

B. "Unpatentable" Drugs [21 USC S505(j) (4) (D) (ii) 1 

Proposed 21 USC §505 (j) (4) (D) (ii) would give a four (4) year 

period of exclusivity for future drugs, but only if the drug is 

certified as being unpatentable. 

This provision takes no account whatsoever of those cases 

where the patent has not yet been granted (which can occur in an 

interference), where the patent has expired, or where a court may 

find a patent invalid. 

C. Amendment to Title I to protect Orphan Drugs 

In the hearings of June 27, 1984, Dr. Cape proposed that 

freedom from ANDA competition be provided for cancer inventions. 

That proposal would take care of biotechnology research in the 

cancer area. A broader solution for all future research 

patterned after the Cape proposal is considered here: 

1. Patent-Free ANDA Freedom 

Proposed 21 USC S505 (j) (4) (D) should be modified as follows 

. to provide a reasonable, prospective patent-free period of ANDA 

freedom: 
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WEGNER & BRETSCHNEIDER 

Analysis of H.R. 3605, by Harold C. Wegner 
Committee Insert to Testimony on June 27, 1984 
Subcommittee on Courts, Civil Liberties 
and the Administration of Justice 

If an application submitted under subsection (b) for a 

drug is approved after the date of enactment of this sub

section, the Secretary may not make the approval of an 

application submitted under this subsection which refers to 

the drug for which the subsection (b) application was sub

mitted effective before the expiration of ten years from the 

date of the approval of the application under subsection 

(b). 

Parallel wording changes are required in 21 USC §505(c)(3)(D). 

2. ANDA Freedom Should Not be Patent Based 

If, after a reasonable period of exclusivity, the patent is 

invalid, then clearly there is no reason why a generic competitor 

should wait a moment longer to seek his approval. The patent 

owner has his remedy in court. Indeed, the principles of the 

patent system antedate the birth of modern pharmaceutical 

chemistry. The same principles of damages and injunctive relief 

developed largely for machines and mechanical devices and 

instruments can be used in the pharmaceutical field, as they have 

been used. 
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WEGNER & BRETSCHNEIDER 

Analysis of H.R. 3605, by Harold C. Wegner 
Committee Insert to Testimony on June 27, 1984 
Subcommittee on Courts, Civil Liberties 
and the Administration of Justice 

II. "PATENT INFORMATION" 

"Patent information" must be promptly filed by a pioneer or 

that pioneer forfeits any right to hold up an ANDA prior to 

expiration of the patent, as explicitly provided under proposed 

21 USC S505(j)(2)(vii)(I). 

There is no demonstrated need for including "patent infor

mation" in Title 21, a drug law. The obvious objective of the 

generic industry is to avoid doing a simple patent infringement 

search; quite clearly, that objective will not necessarily be met 

through the voluntary patent information reporting requirement, 

which in some ways is inferior from the patentee's standpoint to 

the traditional remedy under patent code. 

III. PATENT EXTENSION 

A. The Glickman-DeWine Bill, H.R. 5529 as a Model 

The Glickman-DeWine Agricultural Patent Reform Act of 1984, 

H.R. 5529, is a good example of positive legislation that fosters 

the introduction of new products and that gives both the possi

bility of an active ingredient free from side-effects of existing 

products and further competition for existing products. 
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One of the important points that must be remembered as a 

principal benefit of a new patented product is that it is almost 

always in competition with existing, and often patented, pro

ducts, where the incentives are provided by the patent system to 

introduce many competitive products, each product being patent 

protected, then the consumer benefits by diversity of products 

and price competition. 

B. "Everqreeninq* with Multiple Patents 

Evergreening of the patent right is a new term of art that 

is understood to mean that the patentee in some instances obtains 

far more than a 17 year exclusive period through multiple 

patents. 

Whether this is a big problem as suggested by the generics 

or a minor problem as answered by the drug industry, the simple 

solution is a cap on the total period of extension keyed to the 

earliest effective filing date for the product under 35 USC S120. 

The simple capping of the term based upon a fixed number of 

years eliminates the need for the unduly complicated paperwork 

that creates an undue administrative burden on the Patent and 

Trademark Office and patentees alike. 
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Some earlier proposals had included reference to 35 USC 

SI19, which deals with a foreign priority right. This solution 

is not possible without creating an express violation of the 

Paris Convention. In fact, the Paris Convention provision helps 

American industry in countries like Japan where the American 

receives a one-year bonus through his priority right being ex

cluded from the reckoning of the term of the patent grant. 

IV. COMSTITUTIONAL AMD POLICY CONSIDERATIONS IN THE BOLAR CASE 

The generic industry wishes to test drugs patented by others 

prior to patent expiration, and to retroactively overrule Roche 

Products, Inc. v. Bolar Pharmaceutical Co. Inc, F.2d , 221 

USPQ 937 (Fed. Cir. 1984). Such retroactive application would be 

a violation of the Fifth Amendment. See Ruckelshaus v. Monsanto 

Co., U.S. , 52 LW 4886 (1984). 

The proposal to overrule Bolar is found in the first portion 

of Section 202, namely proposed 35 USC §271(e)(1). The other 

portions of Section 202 are considered infra. 

Prospectively or retroactively, overruling Bolar would 

dangerously imperil American efforts to sell drugs abroad on an 

exclusive basis, undermining more than a generation of efforts to 

stimulate broad patent rights in overseas patent systems. The 
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great strength of American foreign rights has both brought money 

to our shores and spread the cost of new drug development here to 

the shoulders of Europeans, Japanese and others. 

A prospective reversal of Bolar tied to patent term 

restoration may be equitable and fair. A fair compromise under 

H.R. 3605 without Section 202 should be tied to patent term 

restoration. As the quid pro quo for the patent extension, the 

patentee's extension should exclude the Bolar activity. It is 

proposed that 35 USC S156 (b) be rewritten in its entirety as 

follows: 

The rights of the patentee during the extension shall be 

limited to the approved product, exclusive of the use there

of under section 505(j) of Title 21, United States Code. 

A. The Interface Between Drug Regulatory and Patent Laws 

The Bolar case is typical of the era of heightened concern 

for public welfare that has made regulatory approval of drugs so 

expensive and time-consuming, upon which the need for patent term 

restoration legislation is based. As well recognized by 

Congress, and as judicially recognized in Bolar, F.2d at , 

221 USPQ at 941, there is an approximately ten year loss in the 

life of a patent: Even though the patent term commences from the 

- 11 -' 
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grant of the patent, the right to market a drug, patented or not, 

commences only after a lengthy regulatory process that is 

generally completed long after the patent term starts running. 

Of partial solace to the patentee is the knowledge that a 

generic competitor cannot come on the market immediately after 

expiration of the patent, but can only start domestic regulatory 

tests for approval after expiration thereof. This translates 

into an effective market entry barrier of up to about two years 

after expiration of the patent, but this still only partially 

compensates the patentee for the tremendously long pendency and 

expense of an approval for a pioneer drug. 

B. The Bolar Facts 

The Bolar case appears to have been engineered as a test 

case to attempt to judicially change the patent statute. 

Flurazepam hydrochloride is a Roche drug which took many 

years for pioneer regulatory approval. Generic competitor Bolar 

wished to market flurazepam hydrochloride immediately upon the 

expiration of the patent (which expired earlier this year), and 

thus wished to do its own regulatory tests prior to expiration. 

It was exactly this pre-patent expiration testing for commercial 
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purposes that was confirmed as an infringing "use" under 35 USC 

S271(a) in the Bolar case. 

C. The Court's Ruling in Bolar 

1. The Patent Right has Always Covered Commercial Tests 

Anglo-American jurisprudence for patent law goes back to at 

least the seventeenth century, and was first codified as part of 

the Statute of Monopolies of 1624; colonial patents were granted 

starting with Massachusetts in the 1640'sj Congress was given an 

express constitutional mandate to write a patent law; and we had 

our very first federal patent statute in 1790. Throughout our 

history, the patent right has consisted entirely of the right to 

exclude others from making, using or selling the invention for 

any business purpose. As the Bolar court itself notes with 

respect to the 1952 codification of the patent law, "[35 USC SI 

271(a) prohibits, on its face, any and all uses of a patented 

invention." F.2d at , 221 USPQ at 939. 

To be sure, there is an "experimental use" exception dating 

back to the landmark opinion more than 170 years ago of the 

nation's first great jurist on patent law. Justice Story, in 

Whittemore v. Cutter, 29 F.Cas. 1120, 1121 (C.C.D. Mass. 1813) 

(No. 17,600). It has been apparent for more than a full century 

—-n. -
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that this exception could not cover a commercially oriented use 

as contemplated by Bolar. F.2d at , 221 OSPQ at 939-940. 

2. The Total Absence of Any Holdings Favoring Bolar 

Bolar's briefs and that of its amicus are notable by their 

failure to cite a single case from the Supreme Court, or any 

Circuit, that even remotely has a holding "on all fours" with the 

holding sought. A long list of cases is cited which shows the 

absence of any doctrine to support the Bolar position. F.2d 

at , 221 USPQ at 939-940. Indeed, the clarity of the law is 

so striking that there has been virtually no need to litigate 

this point, although there is the noteworthy decision of a Dis

trict Court, Pfizer, Inc. v. International Rectifier Corp., 217 

USPQ 157 (CD. Cal. 1982), cited with approval in Bolar, F.2d 

at , 221 USPQ at 942. 

3. Bolar Recognized its Odyssey into Judicial 

Legislation 

Bolar itself recognized that it was seeking judicial 

legislation to transform an experimental use exception in the law 

into what could be more aptly termed a commercial use exception. 

Thus, as pointed out in the Bolar case itself, Bolar recognized: 
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that its intended use of [flurazepam hydrochloride] does not 

fall within the "traditional limits" of the experimental use 

exception as established in [the cited cases] or those of 

other circuits. Its concession here is fatal. 

[Bolar, F.2d , 221 USPQ at 940] 

Later, the point is reemphasized: 

Bolar argues that even if no established doctrine exists 

with which it can escape liability for patent infringement, 

public policy requires that we create a new exception to the 

use prohibition. Parties and amici seem to think, in par

ticular, that we must resolve a conflict between the Federal 

Food, Drug, and Cosmetic Act (FDCA), 21 O.S.C. §§301-392 

(1982), and the Patent Act of 1952, or at least the Acts' 

respective policies and purposes. We decline that oppor

tunity here, however, to engage in legislative activity 

proper only for the Congress. 

[Bolar, F.2d at , 221 USPQ at 941; emphasis supplied in 

part] 
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C. Section 202 is a Proscribed Fifth Amendment "Taking" 

1. Taking the Patentee's Property 

Proposed 35 USC $271 (e)(1) takes away a major part of the 

patentee's right to exclude others. As clearly seen from the 

Bolar opinion itself, the infinger Bolar was attempting to 

effectively cut off two years of exclusive marketing by the 

parent owner. 

2. The Right to Exclude is All the Patentee is Given 

At first blush, one may wonder whether elimination of a 

patentee's right to exclude others in the final two years of his 

. patent is a substantial encroachment on his patent right. To 

understand whether this is a substantial encroachment or not, one 

. must go to the essence of what constitutes "patent property". 

There is nothing other than the exclusionary right that 

exists. There is only the right to exclude others that is given 

by a patent. Nothing more. 

Accordingly, taking away the patent owner's right to exclude 

strikes at the very heart of the patentee's right. 
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The June 26, 1984, Supreme Court opinion in Ruckelshaus v. 

Monsanto Co., U.S.. , 52 LW 4886 (1984), follows more than a 

century of case law which confirms the exclusionary nature of an 

intellectual property right: 

The right to exclude others is generally "one of the most 

essential sticks in the bundle of rights that are commonly 

characterized as property." Kaiser Aetna [v. United 

States], 444 U.S. [164], at 176 [(1979)] With respect to a 

trade secret, the right to exclude others is central to the 

very definition of the property interest. 

While Monsanto deals with trade secrets and not patents, the 

Supreme Court has recognized the fundamental exclusionary nature 

of the patent right for more than a full century. The early case 

law is summarized by one pronouncement nearly 75 years ago. Con

tinental Paper Bag Co. v. Eastern Paper Bag Co., 210 U.S. 405, 

425 (1908), quoting with approval from Bloomer v. McQuewan, 14 

How. 539, 549: 

The franchise which the patent grants consists altogether in 

the right to exclude every one from making, using, or vend

ing the thing patented, without the permission of the paten

tee. This is all that he obtains by the patent. 
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The Monsanto determination of a property right has generated 

some surprise) the surprise is this reaction, and hardly the 

decision itself,' which is nothing more than hornbook law going 

back more than a century. The Supreme Court in James v. 

Campbell, 104 U.S. 356 (1882), noted the "exclusive property in 

[a] patented invention" and that it: 

cannot be appropriated or used by the government itself, 

without just compensation, any more than it can appropriate 

or use without compensation land which has been patented to 

a private purchaser **** 

Later, in Holllster v. Benedict Manufacturing Co., 113 U.S. 

59 (1884), the Court reiterated its James pronouncement in the 

context of the Fifth Amendment "taking" issue: 

It was authoritatively declared in James v. Campbell, 104 

U.S. 356, that the right of the patentee *** was exclusive 

*** and stood on the footing of all other property, the 

right to which was secured, as against the government, by 

the constitutional guaranty which prohibits the taking of 

private property for public use without compensation,*** 

[113 U.S. 59 at 67; emphasis supplied] 
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D. Constitutional Questions in the Revision of the 

Patent Law . 

1. Prospective Reversal, Unwise but Surely 

Constitutional 

In a period of nearly two full centuries. Congress has 

consistently chosen to draft a broad patent law, operating under 

the Constitutional mandate of Article I, Section 8, Clause .8, 

which empowers Congress to pass laws which Promote the Progress 

of the Useful Arts. It did so first in 1790, borrowing in turn 

from the broad definition of a patentable invention of the 1624 

Statute of Monopolies. 

Whether Congress should now prospectively enact a statutory 

exception to the scope of the patent right as a matter of public 

policy may be seriously questioned on that ground, but not on 

Constitutional grounds. Thus, Article I of the Constitution 

gives Congress the power to enact, or even refrain from enacting, 

a patent law, if that is what Congress wishes to do. As seen 

from the 1978 environmental law changes considered in Monsanto, a 

prospective limitation of intellectual property rights is clearly 

constitutional and not in violation of the Fifth Amendment "tak

ing" clause. 
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2. Retroactive Reversal, Both Unwise and 

Unconstitutional 

Drugs now on the market after years of regulatory testing 

that are protected by existing patents quite clearly were put on 

the market based upon the expectation that the United States 

would maintain the broad patent rights mandated by Title 35 of 

the United States Code. 

All that the patentee is given by the grant of letters 

patent is the right to exclude others; taking away that exclu

sionary right is taking away the heart of the patentee's right. 

The Monsanto case clearly governs this situation and graphically 

illustrates why retroactively narrowing the patent right would be 

just as much a Fifth Amendment "taking" as if the government 

permitted a third party, without compensation, to put a railroad 

through one's private pastureland. 

IV. INFRINGEMENT BY FILING A PIECE OF PAPER 

The second numbered paragraph of Section 202, proposed 35 

USC §271 (e)(2) creates infringement-by-filing-a-piece-of-paper. 

This proposal does serious damage to the integrity of the 

American patent system, with far ranging domestic and inter

national implications. 
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A. More than Three Centuries of Common Law Traditions 

Infringement-by-filing-a-piece-of-paper is a radical 

departure from more than three full centuries of our common law 

patent jurisprudence. Our Anglo-American patent system dating 

back more than three full centuries has consistently defined the 

patent right as a property right, which consists entirely of the 

right to exclude others from making, using or selling an inven

tion. Other systems, notably Japan, have similar definitions but 

also include the act of importation of a patented invention. 

B. A Legal Non Sequitur 

The proposed infringement-by-filing-a-piece-of-paper would 

make the act of filing a regulatory application with the 

government an act of infringement of a private patent. 

But, the total right under a patent is a private right of 

property, which consists entirely of the right to exclude others. 

Surely, no private party can exclude a third party from filing a 

government report. And, indeed, the legal fiction is confirmed 

by the final paragraph of Section 202, proposed 35 USC 

§271(e)(4), which would bar any right of recovery, injunctive or 

monetary damages, from the act of infringement-by-filing-a-

piece-of-paper. 
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C. An Advisory Opinion Procedure Should Not be Fostered 

The totality of the patent right is the right to exclude 

others, as seen from a long line of nineteenth century Supreme 

Court precedent, summarized in Continental Paper Bag Company v. 

Eastern Paper Bag Company, 210 U.S. 405, 425 (1908). But, 35 USC 

§271(e)(4) would eliminate this right. The object of the second 

and fourth paragraphs of Section 202 is clear: Advisory opinions 

on the validity of a patent are desired. 

The Constitutional perils associated with an advisory 

opinion stem from the earliest days. In the patent field, courts 

have strictly refused to entertain jurisdiction of patent cases 

in the absence of a clear actual controversy. There may well be 

an actual controversy in the sense of existing patent juris

prudence when a completed ANDA is filed, based upon the same type 

of infringing activity as exemplified in the Bolar case. If so, 

then surely a patentee can sue for patent infringement at the 

time a completed ANDA is lodged by the would-be generic manu

facturer. 

V. THE THIRD PARAGRAPH OF SECTION 202 

Undoubtedly the most curious and redundant provision of H.R. 

3605 is the-third provision of Section 202, which provides a new 

- 22 -
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35 USC S271 (e)(3) which eliminates a patentee's relief from 

actions under the first portion, 35 USC S271 (e)(1). But, that 

first portion of Section 202 excludes certain acts from the 

category of patent infringement. 

If something is not an act of patent infringement under 

§271(eld), then why is a separate paragraph needed to say that 

the patentee shall not have relief for acts by a third party that 

are under that paragraph? 

The same constitutional objections that apply to the Bolar 

case in terms of retroactivity apply with equal force under this 

portion as well. 

VI. AMERICAN RIGHTS ABROAD 

While the American automobile, machinery and other indus

tries have faced international setbacks, the American domestic 

pharmaceutical industry maintains its top worldwide position for 

pioneer drugs. 

A. Stimulating American Sales Abroad Helps America 

Maintaining this position may be considered far more 

important than maintenance of our leadership position in some 

- 23 -
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other areas. While Americans as exporters contribute to the flow 

of cash to our shores and provide employment for our citizens, in 

the healthcare field, the American worldwide initiative has two 

further benefits: 

First, the revenue earned from foreign sales of pioneer 

drugs pours money for investments in new drugs back into our 

laboratories in the United States. The increased profits that 

American pioneers make abroad permit further research into new 

chemical entities here, all to the benefit of the American 

consumer. 

Second, it is quite natural that each pioneer 

pharmaceutical manufacturer is most familiar with his own "home 

market", and that his first country of choice for regulatory 

testing of a drug, absent special circumstances, will be that 

home market. To the extent that the pharmaceutical industry is 

focused upon the American R&D community, this means that it is 

more likely that a new drug will appear here, at home, before it 

appears in Europe or Japan, when all other factors are equal. 

B. America and the Diplomatic Conferences on Patents 

Americans anchor their foreign patent rights on a document 

now over a century old, the historic Paris Convention of 1883, 

—24 -
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which has been amended only on a handful of occasions, most 

recently by the 1967 Stockholm Revision. 

While the first 80 years of the Paris Convention were an era 

of progress and protection of patent rights, America in the most 

recent time has faced a difficult struggle against dilution of 

its rights abroad. We are now in the midst of ongoing sessions 

of a Paris Convention revision that has met periodically over the 

past five years in Geneva and Nairobi. Since Stockholm, the 

Paris Convention has been administered by the United Nations, and 

the one country-one vote problem has led to a rearguard action to 

sustain the Stockholm text. 

Our State and Commerce Departments have been fighting the 

good fight, and so far have met with remarkable success in stop

ping the possibility of retrogressive treaty enactments. At the 

heart of the third world position for treaty "reform" has been 

the dilution of exclusive rights, and in particular the creation 

of an exclusive compulsory license of foreign (i.e., American) 

rights. It would be the height of irony for America, after 

having successfully fought off the international pressure of a 

weighted third world majority, to now unilaterally and domes

tically create a far worse example of the taking of property 

rights, as would happen by the overuling of Bolar. 
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C. The American Patent Law as a Model in the Past 

It is not just the developing countries that have studied 

the American model. In the pharmaceutical field a generation 

ago, neither Germany nor Japan had strong "compound protection" 

for pharmaceuticals. (At that time, a pharmaceutical compound 

was unpatentable; the only recourse that a pioneer had was 

through an "analogy process" claim.) 

The Germans in 1967 and the Japanese in 1975 passed 

progressive legislation to strengthen their domestic pharma

ceutical industries by repeal of their respective bans on com

pound claims. The express purpose of the 1975 Japanese code 

revision was to strengthen the incentives for pioneer drug 

research. 

D. The U.S. "Imprimatur" for ANDA-Like Foreign Approvals 

Grant of an abbreviated new drug application (ANDA) in the 

United States can have benefit in foreign countries. To the 

extent that an American manufacturer can tell a foreign govern

ment that his ANDA drug is approved here in the United States, it 

may be expected that foreign governments will more readily grant 

approvals there, in the foreign market. 
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The earlier the ANDA here, therefore, the earlier the pos

sibility of foreign market erosion. As Americans are the leaders 

in the export of pioneer pharmaceuticals, it is the American 

export sales which are dealt the damage by this change in the 

law. 

E. Avoidance of a Negative Role Model 

If modern, industrialized countries such as Germany and 

Japan revise their codes to copy positive examples of American 

law to provide incentives for their pioneer industries, imagine 

the opposite side of the coin in countries totally devoid of any 

pioneer industry. 

What happens when America, with a pioneer industry, sharply 

restructures its own code to the derogation of that pioneer 

industry? Undoubtedly, the message will be sure and swift. More 

than likely, the code revisions in third world countries would be 

far more extensive, and go beyond the pharmaceutical industry: 

If Americans, with their pioneer industries, are willing to look 

to the short range consumer interest at the expense of research 

incentives, then why should a totally consuming society not jump 

on the bandwagon? 
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F. America Immediately Risks a $585,000,000.00 

Annual Market 

Former PTO Commissioner William E. Schuyler's prepared 

statement succinctly summarizes some of the genuine concerns for 

loss of American rights abroad, particularly in areas of the 

world without patent protection. Commissioner Schuyler points 

out that American drug companies make some $585,000,000.00 per 

year in foreign sales only in these countries without patent 

protection. (see page 12 of his testimony before this subcom

mittee on June 27, 1984). 

Commissioner Schuyler points out that: 

The bill strikes two blows against American companies. 

First, it deprives American companies of trade secrets 

obtained at great cost (often measured in tens of millions 

of dollars). Second, it deprives American companies of the 

ability to make first use of these costly data to obtain 

approval overseas, thereby hurting their ability to compete 

effectively in those foreign markets, with adverse effects 

on the balance of trade and domestic employment. 

Again, I wish to emphasize my support for the objectives of 

the bill insofar as Congress would permit easy generic access to 

off-patent drugs. The public deserves no less. As these objec

tives can be fully met without doing violence to the patent 

system, we would do well to give the public these generic drugs 

now, but without the intricacies of the bill that are totally 

unnecessary and a step backward. 
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Mr. WEGNER. I think the problem right now is we don't know 
what we need. We don't want to just stand still. We don't want to 
come back to Congress every session saying, "Well, last Congress 
you did this, now we need something else." 

It is too short a time, but let's not stand in the way of getting the 
cheap drugs to the generic industry; let's not stand in the way of 
patent restoration for the traditional multinational companies. 
Let's, right now, if you have to go through with your bill to meet 
the major objectives, take biotechnology out of the bill; add a sen
tence. We don't want to take a single drug that is now on the 
market off the market and we don't want to take a single drug 
away from the generics that are now on the market. 

All we ask is that you take biotechnology products out of the bill. 
Take biotechnology products out of the ANDA program. Then look 
at what we need in the next Congress and maybe there are some 
positive things you can add instead of treading water, but just take 
us out of the bill. 

Dr. CAPE. Let me add one thing here, speaking partly in my ca
pacity as president of the trade association, the Industrial Biotech
nology Association. We have a fair number of contacts in Washing
ton and the question is frequently asked, and certainly the two 
OTA reports on biotechnology have put it in Congress' lap in nu
merous ways. "What can we do for you?" is the question that the 
various Washington centers of possible activity ask us, and our 
answer, as you can well imagine, is most frequently, "We really 
don't need too much help. We are in reasonably good shape. "One 
of the big stories around the world is how much money we have, 
how exciting the science is, what the hopes are in terms of what 
our targets will accomplish if we succeed, and there are many cases 
of feedback where it looks like we will, but I know the one thing 
we frequently say, and I said it twice already, is don't shoot us in 
the foot, particularly don't shoot us in the foot inadvertently, when 
you are focusing basically on another problem that doesn't really 
have anything to do with us. 

Mr. MOORHEAD. How many of the groups that are actively in sup
port of this group are in the biotechnology field? 

Dr. CAPE. I would have to make a calculation and give you the 
answer, but the Industrial Biotechnology Association represents ap
proximately half a dozen major drug companies. It is not just ge
netic engineering companies. 

Mr. MOORHEAD. Are any of them in support of the bill? 
Dr. CAPE. Some of them are in the PMA section on one side of it, 

and some of them are on the other side. 
Mr. WEGNER. Congressman, one thing—if I may add—we differ 

from these multinational companies that may have a certain per
centage of biotechnology in this pipeline question. I think this is 
something which Dr. Cape mentioned briefly but I think it is worth 
his elaboration on. 

We have nothing coming out of our pipeline now. We depend 
only on new products. I think that is a very important point. 

Dr. CAPE. Yes, I guess I should be very specific and say in this 
particular regard that I am speaking for the interests of—as they 
would say in the stock market—the pure-play biotechnology compa
nies. This activity, although it is sufficiently important that it is 
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gaining in its percentage at the larger companies, is still very, very 
minor in the context of their total businesses. With us, it is all we 
have got. 

Mr. MOORHEAD. The biotechnology industry, of which your com
pany is a prominent member, holds much promise for the develop
ment of new drugs and significant products. It is clear that sub
stantial investments in research and development will need to be 
made and that sufficient incentives to innovate will need to exist, 
especially if the United States is to maintain its position as a 
leader in the area. 

Do the patent term restoration provisions of this bill provide 
these incentives? 

Dr. CAPE. I would be inclined to say that they are not of major 
importance to us. Maybe you would like to 

Mr. WEGNER. In other words, Congressman, right now, the sur
vival of the independent biotechnology companies, the increased in
vestment in these companies depends on the performance of the 
next 10 to 15 years. We need to get products into our pipeline and 
once we have a steady flow of products, then we can look at the 
longer range and see whether a patent expires in the year 2002 is 
extended to the year 2004. That is fine. 

The other factor that I have been very surprised and pleased to 
see is how quickly cancer drugs are moving along in the pipeline. 
The FDA recognizes the importance of cancer drugs, and in many 
cases, the restoration may not even be applicable to our industry. 

Dr. CAPE. AS Mr. Kastenmeier asked me earlier, a pure patent 
extension or restoration bill with nothing else is all good news, but 
it is not superimportant good news to us. All our patents are start
ing right now and they are going to expire so far in the future that 
it is hard for us to make a distinction between expiring in 2000 or 
2005. It is not a big deal to us. 

Mr. MOORHEAD. Could any changes be made to this bill that 
would enhance the incentives that you have? 

Mr. WEGNER. I think the best we could do with this bill would be 
to tread water. What Dr. Cape is saying is that title II doesn't 
really help us. It doesn't reach our major objectives of what we are 
going to do in the next 10, 15 years. We do not have the luxury of 
being a big company. Title I hurts us. Title II has some objectives 
which the generic industry favors and may well be to the public 
good of permitting an early challenge of patents. 

In our biotechnology industry, we will be faced with the situa
tion, if this bill applies to biotechnology, in which as every new 
product comes out, we are going to be defending the validity of the 
patent for that product. 

Now, if that is good public policy for a major drug industry, the 
established international drug industry, that is fine, but for our in
dustry, if this bill comes into law, we will have to budget money for 
defending the validity of each and every patent that comes down 
the pike. 

Mr. MOORHEAD. OK, let's get to the other side of the question I 
asked you before. You say you don't know that some of these other 
companies are in biotechnology, but they are also on the other side 
also in pharmaceuticals and they may support it, how—do you 

3 9 - 7 0 9 0 - 8 5 - 2 0 
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have any idea whether any of these companies would fight against 
taking biotechnology out of" the bill? 

Dr. CAPE. I can only guess and I can't imagine why any of those 
companies with which we are associated with in our association 
would fight against it. I can't think of any valid reason. 

Mr. MOORHEAD. What are the implications of the ANDA provi
sions in this bill for companies like Cetus? 

Dr. CAPE. Again, go ahead. 
Mr. WEGNER. Well, in biotechnology, unlike the traditional drug 

fields, we have an untested patent situation. We have zero cases on 
point on the enforcement and final adjudicated appeals, for exam
ple, on recombinant DNA, hybridomas. We can't rely upon the 4-
year freedom from an ANDA, because we believe we all have good 
patents in this field. 

We cannot certify that the drugs are unpatentable, so there is 
zero if the patent is challenged. We are subject to this same 18-
month challenge, so as a practical matter, what will happen? 

Many companies, domestic and international, are in interferon, 
interleukin and all of these various other areas. Everybody is 
trying to be first. There is surely going to be litigation on these pat
ents, encouraged, fostered by the synergy of title I and title II. We 
are going to be thrown into the test vat of litigation with no settled 
principles to determine how you interpret the scope of these bio
technology patents. This is a field day for litigation. Nothing more 
encourages litigation than having an absence of settled principles. 
So this is what makes us a special case. 

The other question you ask is who the big drug houses are who 
also have biotechnology. I don't have any statistics and I don't 
think Dr. Cape does either. It must be a very minor portion of their 
total overall profits in their business. The pure players that Dr. 
Cape has mentioned are the ones that are concerned. These are the 
people who are primarily focused on this biotechnology problem. 

Mr. MOORHEAD. I have just one other question. Is there anything 
else that you feel would help your case that you haven't been 
asked that you would like to get into the record? 

Dr. CAPE. I appreciate the question, but my personal view as to 
what would help the biotechnology companies—I have the opportu
nity so I will take 15 seconds to say it, but I don't think it address
es this bill at all—is that we are all benefiting from the goose that 
laid the golden egg. The goose that laid the golden egg is the brilr 
liant and successful decision, made by the Federal Government and 
supported by Congress for the last two generations, to support basic 
research almost with a passion. 

It seems to me tragic that at the present time this support for 
basic research is being eroded. Rather than responding to a chal
lenge with all these excellent and valid objectives which were being 
supported with the same enthusiasm that we saw in the early 
1960's for the space race, we instead are seeing an erosion of that 
support for basic research at NIH and at the universities. We are 
playing into the hands of the overseas competitors who announce 
repeatedly—and so does our OTA—that the one thing we do far 
better than anybody else is basic research and it ultimately bene
fits people like us and our Government is throttling it. 
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I am desperately looking for ways in which I can lend my person
al effort and the influence of people I can associate with to reverse 
that trend. Unfortunately, that has nothing to do with today's dis
cussion, but thank you for giving me the opportunity to say that. 

Mr. KASTENMEIER. Well, on that note, we conclude the hearings 
today. The committee thanks Dr. Cape and Mr. Wegner for their 
appearance here and I think it was very useful to include you in 
the panel in terms of the discussion of the larger aspects of the leg
islation before us in its other implications. 

That concludes the hearing today and on the third week in July, 
when the Congress returns, we will take up prospective markup of 
this bill, H.R. 3605 or take whatever disposition the committee 
cares to on this subject. 

Accordingly, the committee stands adjourned. 
[Whereupon, at 3:40 p.m., the subcommittee was adjourned, to re

convene subject to the call of the Chair.] 
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[Strike out all after the enacting clause and insert the part printed in italic] 

A BILL 
To amend the Federal Food, Drug, and Cosmetic Act to author

ize an abbreviated new drug application under section 505 
of that Act for generic new drugs equivalent to approved 
new drugs. 
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1 Be it enacted by the Senate and House of Representa-

2 tives of the United States of America in Congress assembled, 

3 That thia Act may be eked as the "Drug Prioc Competition 

A. Ant nf Iflftfl" 

5 SBOT ft- Sootion 506(b) ef the Fodoral Food, Drug, asd 

VJUiSIIfUwv I T v o ^ 1 U . U . \ ^ . V W ^ U ] / / *••? tUH\JIIWJU U J U U U U i g T*V U11U 

7 end the following aew aontoneo: "Clause ffi ef the previous 

8 aontoneo shall aet apply » the ease ef as application fer a 

9 dfttg for which a previous application has beea approved m 

10 aeeordanee with aubaootion (e)? if the dfttg with rcapcet te 

11 which such aubsoquont application is filed moots appropriate 

12 standards ef identity, strength, quality, purity, stability, hie-

13 availability, aad biooquivalonoo » relation te the dfug ap-

U 1 1 7 T U U TTX VU\J ytl U V IXJIXJ lLLFl7XI\7UtfR7II* < 

15 That this Act may be cited as the "Drug Price Competition 

16 and Patent Term Restoration Act of 1984 ". 

17 TITLE I—ABB RE VIA TED NE W DR UG 

18 APPLICATIONS 

19 . SEC. 101. Section 505 of the Federal Food, Drug, and 

20 Cosmetic Act (21 U.S.C. 355) is amended by redesignating 

21 subsection (j) as subsection (k) and inserting after subsection 

22 ft) the following: 

23 "(j)(l) Any person may file with the Secretary an ab-

24 breviated application for the approval of a new drug. 
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1 "(2)(A) An abbreviated application for a new drug shall 

2 contain— 

3 "(i) information to show that the conditions of use 

4 prescribed, recommended, or suggested in the labeling 

5 proposed for the new drug have been previously ap-

6 proved for a drug listed under paragraph (6) (herein-

7 after in this subsection referred to as a 'listed drug'); 

8 "(H)(1) if the listed drug referred to in clause (i) 

9 has only one active ingredient, information to show 

10 that the active ingredient of the new drug is the same 

11 as that of the listed drug, 

12 "(II) if the listed drug referred to in clause (i) 

13 has more than one active ingredient, information to 

14 show that the active ingredients of the new drug are the 

15 same as those of the listed drug, or 

16 "(III) if the listed drug referred to in clause (i) 

17 has more than one active ingredient and if one of the 

18 active ingredients of the new drug is different and the 

19 application is filed pursuant to the approval ofv, peti-

20 tion filed under subparagraph (C), information to show 

21 that the other active ingredients of the new drug are the 

22 same as the active ingredients of the listed drug, infor-

23 motion to show that the different active ingredient is 

24 an active ingredient of a listed drug or of a drug which 

25 does not meet the requirements of section 201(p), and 
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1 such other information respecting the different active 

2 ingredient with respect to which the petition was filed 

3 as the Secretary may require; 

4 "(Hi) information to show that the route of admin-

5 istration, the dosage form, and the strength of the new 

6 drug are the same as those of the listed drug referred to 

7 in clause (i) or, if the route of administration, the 

8 dosage form, or the strength of the new drug is differ-

9 ent and the application is filed pursuant to the approv-

10 al of a petition filed under subparagraph (C), such in-

11 formation respecting the route of administration, 

12 dosage form, or strength with respect to which the peti-

13 tion was filed as the Secretary may require; 

14 "(iv) information to show that the new drug is 

15 bioequivalent to the listed drug referred to in clause (i), 

16 except that if the application is filed pursuant to the 

17 approval of a petition filed under subparagraph (C), 

18 information to show that the active ingredients of the 

19 new drug are of the same pharmacological or therapeu-

20 tic class as those of the listed drug referred to in clause 

21 (i) and the new drug can be expected to have the same 

22 therapeutic effect as the listed drug when administered 

23 to patients for a condition of use referred to in clause 

24 (i); 
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1 "(v) information to show that the labeling pro-

2 posed for the new drug is the same as the labeling ap-

3 proved for the listed drug referred to in clause (i) 

4 except for changes required because of differences ap-

5 proved under a petition filed under subparagraph (C) 

6 or because the new drug and the listed drug are pro-

7 duced or distributed by different manufacturers; 

8 "(vi) the items specified in clauses (B) through 

9 (F) of subsection (b)(1); 

10 "(vii) a certification, in the opinion of the appli-

11 cant and to the best of his knowledge, with respect to 

12 each patent which claims the listed drug referred to in 

13 clause (i) or which claims a use for such listed drug 

14 for which the applicant is seeking approval under this 

15 subsection and for which information is required to be 

16 filed under subsection (b) or (c)— 

17 "(I) that such patent information has not 

18 been filed, 

19 "(H) that such patent has expired, 

20 "(III) of the date on which such patent will 

21 expire, or 

22 "(IV) that such patent is invalid or will not 

23 be infringed by the manufacture, use, or sale of 

24 the new drug for which the application is submit-

25 ted; and 
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1 "(viii) if with respect to the listed drug referred to 

2 in clause (i) information was filed under subsection (b) 

3 or (c) for a method of use patent which does not claim 

4 a use for which the applicant is seeking approval under 

5 this subsection, a statement that the method of use 

6 patent does not claim such a use. 

7 The Secretary may not require that an abbreviated applica-

8 tion contain information in addition to that required by 

9 clauses (i) through (viii). 

10 "(B)(i) An applicant who makes a certification de

ll scribed in subparagraph (A)(vii)(IV) shall include in the ap-

12 plication a statement that the applicant has given the notice 

13 required by clause (ii) to— 

14 "(I) each owner of the patent which is the subject 

15 of the certification or the representative of such owner 

16 designated to receive such notice, and 

17 "(II) the holder of the approved application under 

18 subsection (b) for the drug which is claimed by the 

19 patent or a use of which is claimed by the patent or the 

20 representative of such holder designated to receive such 

21 notice. 

22 "(ii) The notice referred to in clause (i) shall state that 

23 an application, which contains data from bioavailability or 

24 bioequivalence studies, has been submitted under this subsec-

25 tion for the drug with respect to which the certification is 
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1 made to obtain approval to engage in the commerical manu-

2 facture, use, or sale of such drug before the expiration of the 

3 patent referred to in the certification. Such notice shall in-

4 elude a detailed statement of the factual and legal basis of the 

5 applicant's opinion that the patent is not valid or will not be 

6 infringed. 

7 "(Hi) If an application is amended to include a certifi-

8 cation described in subparagraph (A)(vii)(IV), the notice re-

9 quired by clause (ii) shall be given when the amended appli-

10 cation is submitted. 

11 "(C) If a person wants to submit an abbreviated appli-

12 cation for a new drug which has a different active ingredient 

13 or whose route of administration, dosage form, or strength 

14 differ from that of a listed drug, such person shall submit a 

15 petition to the Secretary seeking permission to file such an 

16 application. The Secretary shall approve or disapprove a pe

ll tition submitted under this subparagraph within ninety days 

18 of the date the petition is submitted. The Secretary shall ap-

19 prove such a petition unless the Secretary finds that investi-

20 gations must be conducted to show the safety and effective-

21 ness of the drug or of any of its active ingredients of the drug 

22 or of the route of administration, the dosage form, or strength 

23 which differ from the listed drug. 

24 "(3) Subject to paragraph (4), the Secretary shall ap-

25 prove an application for a drug unless the Secretary finds— 
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1 "(A) the methods used in, or the facilities and 

2 controls used for, the manufacture, processing, and 

3 packing of the drug are inadequate to assure and pre-

4 serve its identity, strength, quality, and purity; 

5 "(B) information submitted tvith the application 

6 is insufficient to show that each of the proposed condi-

7 tions of use have been previously approved for the 

8 listed drug referred to in the application; 

9 "(C)(i) if the listed drug has only one active in-

10 gredient, information submitted with the application is 

11 insufficient to show that the active ingredient is the 

12 same as that of the listed drug, 

13 "(ii) if the listed drug has more than one active 

14 ingredient, information submitted with the application 

15 is insufficient to show that the active ingredients are 

16 the same as the active ingredients of the listed drug, or 

17 "(iii) if the listed drug has more than one active 

18 ingredient and if the application is for a drug which 

19 has an active ingredient different from the listed drug, 

20 information submitted with the application is insuffi-

21. dent to show— 

22 "(I) that the other active ingredients are the 

23 same as the active ingredients of the listed drug, 

24 or 
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1 "(II) that the different active ingredient is 

2 an active ingredient of a listed drug or a drug 

3 which does not meet the requirements of section 

4 201(p), 

5 or no petition to file an application for the drug with 

6 the different ingredient was approved under paragraph 

1 (2)(C); 

8 "(D)(i) if the application is for a drug whose 

9 . route of administration, dosage form, or strength of the. 

10 drug is the same as the route of administration, dosage 

11 form, or strength of the listed drug referred to in the 

12 application, information submitted in the application is 

13 insufficient to show that the route of administration, 

14 dosage form, or strength is the same as that of the 

15 listed drug, or 

16 "(ii) if the application is for a drug whose route 

17 of administration, dosage form, or strength of the drug 

18 is different from that of the listed drug referred to in 

19 the application, no petition to file an application for 

20 the drug with the different route of administration, 

21 dosage form, or strength was approved under paragraph 

22 (2)(C); 

23 "(E) if the application was filed pursuant to the 

24 approval of a petition under paragraph (2)(C), the ap-

25 plication did not contain the information required by 
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1 the Secretary respecting the active ingredient, route of 

2 administration, dosage form, or strength which is not 

3 the same; 

4 "(F) information submitted in the application is 

5 insufficient to show that the drug is bioequivalent to 

6 the listed drug referred to in the application or, if the 

7 application was filed pursuant to a petition approved 

8 under paragraph (2)(C), information submitted in the 

9 application is insufficient to show that the active ingre-

10 dients of the new drug are of the same pharmacological 

11 or therapeutic class as those of the listed drug referred 

12 to in paragraph (2)(A)(i) and that the new drug can be 

13 expected to have the same therapeutic effect as the 

14 listed drug when administered to patients for a condi-

15 tion of use referred to in such paragraph; 

16 "(G) information submitted in the application is 

17 insufficient to show that the labeling proposed for the 

18 drug is the same as the labeling approved for the listed 

19 drug referred to in the application except for changes 

20 required because of differences approved under a peti-

21 tion filed under paragraph (2)(C) or because the drug 

22 and the listed drug are produced or distributed by dif-

23 ferent manufacturers; 

24 "(H) information submitted in the application or 

25 any other information available to the Secretary shows 
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1 that (i) the inactive ingredients of the drug are unsafe 

2 for use under the conditions prescribed, recommended, 

3 or suggested in the labeling proposed for the drug, or 

4 (ii) the composition of the drug is unsafe under such 

5 conditions because of the type or quantity of inactive 

6 ingredients included or the manner in which the inac-

7 tive ingredients are included; 

8 "(I) the approval under subsection (c) of the listed 

9 drug referred to in the application under this subsec-

10 tion has been withdraum or suspended for grounds de

ll scribed in the first sentence of subsection (e), the ap-

12 proval under this subsection of the listed drug referred 

13 to in the application under this subsection has been 

14 withdraum or suspended under paragraph (5), or the 

15 Secretary has determined that the listed drug has been 

16 withdrawn from sale for safety or effectiveness reasons; 

17 "(J) the application does not meet any other re-

18 quirement of paragraph (2)(A); or 

19 "(K) the application contains an untrue statement 

20 of material fact. 

21 "(4)(A) Within one hundred and eighty days of the ini-

22 tial receipt of an application under paragraph (2) or within 

23 such additional period as may be agreed upon by the Secre-

24 tary and the applicant, the Secretary shall approve or disap-

25 prove the application. 
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1 "(B) The approval of an application submitted under 

2 paragraph (2) shall be made effective on the last applicable 

3 date determined under the following: 

4 "(i) If the applicant only made a certification de

ft scribed in subclause (I) or (II) of paragraph 

6 (2)(A)(vii) or in both such subclauses, the approval 

7 may be made effective immediately. 

8 "(ii) If the applicant made a certification de-

9 scribed in subclause (HI) of paragraph (2)(A)(vii), the 

10 approval may be made effective on the date certified 

11 under subclause (III). 

12 "(Hi) If the applicant made a certification de-

13 scribed in subclause (IV) of paragraph (2)(A)(vii), the 

14 approval shall be made effective immediately unless an 

15 action is brought for infringement of a patent which is 

16 the subject of the certification before the expiration of 

17 forty-five days from the date the notice provided under 

18 paragraph (2)(B)(i) is received. If such an action is 

19 brought before the expiration of such days, the approval 

20 shall be made effective upon the expiration of the eight-

21 een month period beginning on the date of the receipt 

22 of the notice provided under paragraph (2)(B)(i) or 

23 such shorter or longer period as the court may order 

24 because either party to the action failed to reasonably 

25 cooperate in expediting the action, except that— 
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1 "(I) if before the expiration of such period 

2 the court decides that such patent is invalid or not 

3 infringed, the approval shall be made effective on 

4 the date of the court decision, or 

5 "(II) if before the expiration of such period 

6 the court decides that such patent has been in-

7 fringed, the approval shall be made effective on 

8 such date as the court orders under section 

9 271(e)(4)(A) of title 35, United States Code. 

10 In such an action, each of the parties shall reasonably 

11 cooperate in expediting the action. Until the expiration 

12 of the forty-five-day period beginning on the date the 

13 notice made under paragraph (2)(B)(i) is received, no 

14 action may be brought under section 2201 of title 28, 

15 United States Code, for a declaratory judgment with 

16 respect to the patent. Any action brought under section 

17 2201 shall be brought in the judicial district where the 

18 defendant has its principal place of business or a regu-

19 lar and established place of business. 

20 "(iv) If the application contains a certification de-

21 scribed in subclause (IV) of paragraph (2)(A)(vii) and 

22 is for a drug for which a previous application has been 

23 submitted under this subsection containing such a cer-

24 tification, the application shall be made effective not 

25 earlier than one hundred and eighty days after— 
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1 "(I) the date the Secretary receives notice 

2 from the applicant under the previous application 

3 of the first commercial marketing of the drug 

4 under the previous application, ox 

5 "(II) the date of a decision of a court in an 

6 action described in clause (Hi) holding the patent 

7 which is the subject of the certification to be in-

8 valid or not infringed, 

9 whichever is earlier. 

10 "(C) If the Secretary decides to disapprove an applica-

11 tion, the Secretary shall give the applicant notice of an op-

12 portunity for a hearing before the Secretary on the question 

13 of whether such application is approvable. If the applicant 

14 elects to accept the opportunity for hearing by written request 

15 within thirty days after such notice, such hearing shall com-

16 mence not more than ninety days after the expiration of such 

17 thirty days unless the Secretary and the applicant otherwise 

18 agree. Any such hearing shall thereafter be conducted on an 

19 expedited basis and the Secretary's order thereon shall be 

20 issued within ninety days after the date fixed by the Secre-

21 tary for filing final briefs. 

22 "(D)(i) If an application (other than an abbreviated 

23 new drug application) submitted under subsection (b) for a 

24 drug, no active ingredient (including any ester or salt of the 

25 active ingredient) of which has been approved in any other 
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1 application under subsection (b), was approved during the 

2 period beginning January 1, 1982, and ending on the date of 

3 the enactment of this subsection, the Secretary may not make 

4 the approval of an application submitted under this subsec-

5 tion which refers to the drug for which the subsection (b) 

6 application was submitted effective before the expiration of 

7 ten years from the date of the approval of the application 

8 under subsection (b). 

9 "(H) If an application submitted under subsection (b) 

10 for a drug, no active ingredient (including any"ester or salt of 

11 the active ingredient) of which has been approved in any 

12 other application under subsection (b), is approved after the 

13 date of the enactment of this subsection and if the holder of 

14 the approved application certifies to the Secretary that no 

15 patent has ever been issued to any person for such drug or for 

16 a method of using such drug and that the holder cannot re-

17 ceive a patent for such drug or for a method of using such 

18 drug because in the opinion of the holder a patent may not be 

19 issued for such drug or for a method of using such drug for 

20 any known therapeutic purposes the Secretary may not make 

21 the approval of an application submitted under this subsec-

22 tion which refers to the drug for which the subsection (b) 

23 application was submitted effectite before the expiration of 

24 four years from the date of the approval of the application 

25 under subsection (b) unless the Secretary determines that an 
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1 adequate supply of such drug will not be available or the 

2 holder of the application approved under subsection (b) con-

3 sents to an earlier effective date for an application under this 

4 subsection. 

5 "(5) If a drug approved under this subsection refers in 

6 its approved application to a drug the approval of which was 

7 withdrawn or suspended for grounds described in the first 

8 sentence of subsection (e) or was withdrawn or suspended 

9 under this paragraph or which, as determined by the Secre-

10 tary, has been withdrawn from sale for safety or effectiveness 

11 reasons, the approval of the drug under this subsection shall 

12 be withdrawn or suspended— 

13 "(A) for the same period as the withdrawal or 

14 suspension under subsection (e) or this paragraph, or 

15 "(B) if the listed drug has been withdrawn from 

16 sale, for the period of withdrawal from sale or, if ear-

17 lier, the period ending on the date the Secretary deter-

18 mines that the withdrawal from sale is not for safety or 

19 effectiveness reasons. 

20 "(6)(A)(i) Within sixty days of the date of the enact-

21 ment of this subsection, the Secretary shall publish and make 

22 available to the public— 

23 "(I) a list in alphabetical order of the official and 

24 proprietary name of each drug which has been ap-
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1 proved for safety and effectiveness under subsection (c) 

2 before the date of the enactment of this subsection; 

3 "(II) the date of approval if the drug is approved 

4 after 1981 and the number of the application which 

5 was approved; and 

6 "(III) whether in vitro or in vivo bioequivalence 

7 studies, or both such studies, are required for applica-

8 tions filed under this subsection which will refer to the 

9 drug published. 

10 "(ii) Every thirty days after the publication of the first 

11 list under clause (i) the Secretary shall revise the list to in-

12 elude each drug which has been approved for safety and effec-

13 tiveness under subsection (c) or approved under this subsec-

14 tion during the thirty-day period. 

15 "(Hi) When patent information submitted under subsec-

16 tion (b) or (c) respecting a drug included on the list is to be 

17 published by the Secretary the Secretary shall, in revisions 

18 made under clause (ii), include such information for such 

19 drug. 

20 "(B) A drug approved for safety and effectiveness under 

21 subsection (c) or approved under this subsection shall, for 

22 purposes of this subsection, be considered to have been pub-

23 lished under subparagraph (A) on the date of its approval or 

24 the date of enactment, whichever is later. 
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1 "(C) If the approval of a drug was withdrawn or sus-

2 pended for grounds described in the first sentence of subsec-

3 tion (e) or was withdrawn or suspended under paragraph (5) 

4 or if the Secretary determines that a drug has been with-

5 drawn from sale for safety or effectiveness reasons, it may 

6 not be published in the list under subparagraph (A) or, if the 

7 withdrawal or suspension occurred after its publication in 

8 such list, it shall be immediately removed from such list— 

9 "(i) for the same period as the withdrawal or sus-

10 pension under subsection (e) or paragraph (5), or 

11 "(ii) if the listed drug has been withdrawn from 

12 sale, for the period of withdrawal from sale or, if ear-

13 lier, the period ending on the date the Secretary deter-

14 mines that the withdrawal from sale is not for safety or 

15 effectiveness reasons. 

16 A notice of the removal shall be published in the Federal 

17 Register. 

18 "(7) For purposes of this subsection: 

19 "(A) The term 'bioavailability' means the rate 

20 and extent to which the active ingredient or therapeutic 

21 ingredient is absorbed from a drug and becomes avail-

22 able at the site of drug action. 

23 "(B) A drug shall be considered to be bioequiva-

24 lent to a listed drug if— 
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1 "(i) the rate and extent of absorption of the 

2 drug do not show a significant difference from the 

3 rate and extent of absorption of the listed drug 

4 when administered at the same molar dose of the 

5 therapeutic ingredient under similar experimental 

6 conditions in either a single dose or multiple 

7 doses; or 

8 "(ii) the extent of absorption of the drug does 

9 not show a significant difference from the extent 

10 of absorption of the listed drug when administered 

11 at the same molar dose of the therapeutic ingredi-

12 ent under similar experimental conditions in 

13 either a single dose or multiple doses and the dif-

14 ference from the listed drug in the rate of absorp-

15 tion of the drug is intentional, is reflected in its 

16 proposed labeling, is not essential to the attain-

17 ment of effective body drug concentrations on 

18 chronic use, and is considered medically insignifi-

19 cant for the drug.". 

20 SEC. 102: (a)(1) Section 505(b) of such Act is amended 

21 by adding at the end the following: "The applicant shall file 

22 with the application the patent number and the expiration 

23 date of any patent which claims the drug for which the appli-

24 cant submitted the application or which claims a method of 

25 using such drug and with respect to which a claim of patent 
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1 infringement could reasonably be asserted if a person not li-

2 censed by the owner engaged in the manufacture, use, or sale 

3 of the drug. If an application is filed under this subsection 

4 for a drug and a patent which claims such drug or a method 

5 of using such drug is issued after the filing date but before 

6 approval of the application, the applicant shall amend the 

7 application to include the information required by the preced-

8 ing sentence. Upon approval of the application, the Secretary 

9 shall publish information submitted under the two preceding 

10 sentences.". 

11 (2) Section 505(c) of such Act is amended by inserting 

12 "(1)" after "(c)", by redesignating paragraphs (1) and (2) as 

13 subparagraphs (A) and (B), respectively, and by adding at 

14 the end the following: 

15 "(2) If the patent information described in subsection 

16 (b) could not be filed with the submission of an application 

17 under subsection (b) because the application was filed before 

18 the patent information was required under subsection (b) or a 

19 patent was issued after the application was approved under 

20 such subsection, the holder of an approved application shall 

21 file with the Secretary the patent number and the expiration 

22 date of any patent which claims the drug for which the appli-

23 cation was submitted or which claims a method of using such 

24 drug and with respect to which a claim of patent infringe-

25 ment could reasonably be asserted if a person not licensed by 
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1 the owner engaged in the manufacture, use, or sale of the 

2 drug. If the holder of an approved application could not file 

3 patent information under subsection (b) because it was not 

4 required at the time the application was approved, the holder 

5 shall file such information under this subsection not later 

6 than thirty days after the date of the enactment of this sen-

7 tence, and if the holder of an approved application could not 

8 file patent information under subsection (b) because no 

9 patent had been issued when the application was filed or ap-

10 proved, the holder shall file such information under this sub-

11 section not later than thirty days after the date the patent 

12 involved is issued. Upon the submission of patent informa-

13 tion under this subsection, the Secretary shall publish it.". 

14 (3)(A) The first sentence of section 505(d) of such Act is 

15 amended by redesignating clause (6) as clause (7) and insert-

16 in^ after clause (5) the following: "(6) the application failed 

17 to contain the patent information prescribed by subsection 

18 (b);or". 

19 (B) The first sentence of section 505(e) of such Act is 

20 amended by redesignating clause (4) as clause (5) and insert-

21 ing after clause (3) the following: "(4) the patent information 

22 prescribed by subsection (c) was not filed within thirty days 

23 after the receipt of written notice from the Secretary specify-

24 ing the failure to file such information; or". 
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1 (b)(1) Section 505(a) of such Act is amended by insert-

2 ing "or (j) " after "subsection (b) ". 

3 (2) Section 505(c) of such Act is amended by striking 

4 out "this subsection" and inserting in lieu thereof "subsec-

5 Hon (b)". 

6 (3) The second sentence of section 505(e) of such Act is 

7 amended by inserting "submitted under subsection (b) or (j) " 

8 after "an application ". 

9 (4) The second sentence of section 505(e) is amended by 

10 striking out "(j)" each place it occurs in clause (1) and in-

11 serting in lieu thereof "(k)". 

12 (5) Section 5050c) (1) of such Act (as so redesignated) is 

13 amended by striking out "pursuant to this section" and in-

14 serting in lieu thereof "under subsection (b) or (j) ". 

15 (6) Subsections (a) and (b) of section 527 of such Act 

16 are each amended by striking out "505(b)" each place it 

17 occurs and inserting in lieu thereof "505". 

18 SEC. 103. (a) Section 505(b) of such Act is amended 

19 by inserting "(1)" after "(b)", by redesignating clauses (1) 

20 through (6) as clauses (A) through (F), respectively, and by 

21 adding at the end the following: 

22 "(2) An application submitted under paragraph (1) for 

23 a drug listed under subsection (j)(6) for which investigations 

24 described in clause (A) of such paragraph and relied upon by 

25 the applicant for approval of the application were not con-
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1 ducted by or for the applicant or for which the applicant has 

2 not obtained a right of reference or use from the person by or 

3 for whom the investigations were conducted shall also 

4 include— 

5 "(A) a certification, in the opinion of the appli-

6 cant and to the best of his knowledge, with respect to 

7 each patent which claims the drug for which such in-

8 vestigations were conducted or which claims a use for 

9 such drug for which the applicant is seeking approval 

10 under this subsection and for which information is re-

11 quired to be filed under paragraph (1) or subsection 

12 (c)— 

13 "(i) that such patent information has not 

14 been filed, 

15 "(ii) that such patent has expired, 

16 "(Hi) of the date on which such patent will 

17 expire, or 

18 "(iv) that such patent is invalid or will not 

19 be infringed by the manufacture, use, or sale of 

20 the new drug for which the application is submit-

21 ted; and 

22 "(B) if with respect to the drug for which investi-

23 gations described in paragraph (1)(A) were conducted 

24 information was filed under paragraph (1) or subsec-

25 tion (c) for a method of use patent which does not 
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1 claim a use for which the applicant is seeking approval 

2 under this subsection, a statement that the method of 

3 use patent does not claim such a use. 

4 "(3)(A) An applicant who makes a certification de-

5 scribed in paragraph (2)(A)(iv) shall include in the applica

nt tion a statement that the applicant has given the notice re-

7 quired by subparagraph (B) to— 

8 "(i) each owner of the patent which is the subject 

9 of the certification or the representative of such owner 

10 designated to receive such notice, and 

11 "(ii) the holder of the approved application under 

12 subsection (b) for the drug which is claimed by the 

13 patent or a use of which is claimed by the patent or the 

14 representative of such holder designated to receive such 

15 notice. 

16 "(B) The notice referred to in subparagraph (A) shall 

17 state that an application has been submitted under this sub-

18 section for the drug with respect to which the certification is 

19 made to obtain approval to engage in the commercial manu-

20 facture, use, or sale of the drug before the expiration of the 

21 patent referred to in the certification. Such notice shall in-

22 elude a detailed statement of the factual and legal basis of the 

23 applicants opinion that the patent is not valid or will not be 

24 infringed. 
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1 "(C) If an application is amended to include a certifica-

2 tion described in paragraph (2)(A)(iv), the notice required by 

3 subparagraph (B) shall be given when the amended applica-

4 tion is submitted.". 

5 (b) Section 505(c) of such Act (as amended by section 

6 102(a)(2)) is amended by adding at the end the following: 

7 "(3) The approval of an application filed under subsec-

8 tion (b) which contains a certification required by paragraph 

9 (2) of such subsection shall be made effective on the last ap-

10 plicable date determined under the following: 

11 "(A) If the applicant only made a certification de-

12 scribed in clause (i) or (ii) of subsection (b)(2)(A) or 

13 in both such clauses, the approval may be made effec-

14 tive immediately. 

15 "(B) If the applicant made a certification de-

16 scribed in clause (Hi) of subsection (b)(2)(A), the ap-

17 proval may be made effective on the date certified 

18 under clause (iii). 

19 "(C) If the applicant made a certification de-

20 scribed in clause (iv) of subsection (b)(2)(A), the ap-

21 proval shall be made effective immediately unless an 

22 action is brought for infringement of a patent which is 

23 the subject of the certification before the expiration of 

24 forty-five days from the date the notice provided under 

25 paragraph (3)(B) is received. If such an action is 
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1 brought before the expiration of such days, the approval 

2 may be made effective upon the expiration of the eight-

3 een-month period beginning on the date of the receipt 

4 of the notice provided under paragraph (3)(B) or such 

5 shorter or longer period as the court may order because 

6 either party to the action failed to reasonably cooperate 

7 in expediting the action, except that— 

8 "(i) if before the expiration of such period 

9 the court decides that such patent is invalid or not 

10 infringed, the approval may be made effective on 

11 the date of the court decision, or 

12 • "(ii) if before the expiration of such period 

13 the court decides that such patent has been in-

14 fringed, the approval may be made effective on 

15 such date as the court orders under section 

16 271(e)(4)(A) of title 35, United States Code. 

17 In such an action, each of the parties shall reasonably 

18 cooperate in expediting the action. Until the expiration 

19 of the forty-five-day period beginning on the date the 

20 notice. made under paragraph (3)(B) is received, no 

21 action may be brought under section 2201 of title 28, 

22 United States Code, for a declaratory judgment with 

23 respect to the patent. Any action brought under such 

24 section 2201 shall be brought in the judicial district 
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1 where the defendant has its principal place of business 

2 or a regular and established place of business. 

3 "(D)(i) If an application (other than an abbrevi-

4 ated new drug application) submitted under subsection 

5 (b) for a drug, no active ingredient (including any 

6 ester or salt of the active ingredient) of which has been 

7 • approved in any other application under subsection (b), 

8 was approved during the period beginning January 1, 

9 1982, and ending on the date of the enactment of this 

10 subsection, the Secretary may not make the approval of 

11 another application for a drug, for which investigations 

12 described in clause (A) of subsection (b)(1) and relied 

13 upon by the applicant for approval of the application 

14 were not conducted by or for the applicant or which the 

15 applicant has not obtained a right of reference or use 

16 from the person by or for whom the investigations were 

17 conducted effective before the expiration of ten years 

18 from the date of the approval of the application previ-

19 ously approved under subsection (b). 

20 "(ii) If an application submitted under subsection 

21 (b) for a drug, no active ingredient (including any 

22 . ester or salt of the active ingredient) of which has been 

23 approved in any other application under subsection (b), 

24 is approved after the date of the enactment of this sub-

25 section and if the holder of the approved application 
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1 certifies to the Secretary that no patent has ever been 

2 issued to any person for such drug or for a method of 

3 using such drug and that the holder cannot receive a 

4 patent for such drug or for a method of using such 

5 drug because in the opinion of the holder a patent may 

6 not be issued for such drug or for a method of using for 

7 any known therapeutic purposes such drug, the Secre-

8 tary may not make the approval of another application 

9 for a drug for which investigations described in clause 

10 (A) of subsection (b)(1) and relied upon by the appli-

11 cant for approval of the application were not conducted 

12 by or for the applicant or which the applicant has not 

13 obtained a right of reference or use from the person by 

14 or for whom the investigations were conducted effective 

15 before the expiration of four years from the date of the 

16 approval of the application previously approved under 

17 subsection (b) unless the Secretary determines that an 

18 adequate supply of such drug will not be available or 

19 the holder of the application approved under subsection 

20 (b) consents to an earlier effective date for an applica-

21 Hon under this subsection.". 

22 SEC. 104. Section 505 of such Act is amended by 

23 adding at the end the following: 

24 "(I) Safety and effectiveness data and information 

25 which has been submitted in an application under subsection 
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1 (b) for a drug and which has not previously been disclosed to 

2 the public shall be made available to the public, upon request, 

3 unless extraordinary circumstances are shown— 

4 "(1) if no work is being or will be undertaken to 

5 have the application approved, 

6 "(2) if the Secretary has determined that the ap-

7 plication is not approvable and all legal appeals have 

8 been exhausted, 

9 "(3) if approval of the application under subsec-

10 tion (c) is withdrawn and all legal appeals have been 

11 exhausted, 

12 "(4) if the Secretary has determined that such 

13 drug is not a new drug, or 

14 "(5) upon the effective date of the approval of the 

15 first application under subsection (j) which refers to 

16 such drug or upon the date upon which the approval of 

17 an application under subsection (j) which refers to 

18 such drug could be made effective if such an applica-

19 tion had been submitted. 

20 "(m) For purposes of this section, the term 'patent' 

21 means a patent issued by the Patent and Trademark Office 

22 of the Department of Commerce.". 

23 SEC. 105. (a) The Secretary of Health and Human 

24 Services shall promulgate, in accordance with the notice and 

25 comment requirements of section 553 of title 5, United States 
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1 Code, such regulations as may be necessary for the adminis-

2 tration of section 505 of the Federal Food, Drug, and Cos-

3 metic Act, as amended by sections 101, 102, and 103 of this 

4 Act, within one year of the date of enactment of this Act. 

5 (b) During the period beginning on the date of the enact-

6 ment of this Act and ending on the date regulations promul-

7 gated under subsection (a) take effect, abbreviated new drug 

8 applications may be submitted in accordance with the provi-

9 sions of section 314.2 of title 21 of the Code of Federal Regu-

10 lations and shall be considered as suitable for any drug 

11 which has been approved for safety and effectiveness under 

12 section 505(c) of the Federal Food, Drug, and Cosmetic Act 

13 before the date of the enactment of this Act. If any such pro-

14 vision is inconsistent with the requirements of section 505(j) 

15 of the Federal Food, Drug, and Cosmetic Act, the Secretary 

16 shall consider the application under the applicable require-

17 ments of such section. The Secretary of Health and Human 

18 Services may not approve such an abbreviated new drug ap-

19 plication which is filed for a drug which is described in sec-

20 tions 505(c)(3)(D) and 505(j)(4)(D) of the Federal Food, 

21 Drug, and Cosmetic Act except in accordance with such sec-

22 tion. 

23 SEC. 106. Section 2201 of title 28, United States 

24 Code, is amended by inserting "(a)" before "In a case" and 

25 by adding at the end the following: 

3 9 - 7 0 9 0 - 8 5 - 2 1 
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1 "(b) For limitations on actions brought with respect to 

2 drug patents see section 505 of the Federal Food, Drug, and 

3 Cosmetic Act.". 

4 TITLE II—PATENT EXTENSION 

5 SEC. 201. (a) Title 35 of the United States Code is 

6 amended by adding the following new section immediately 

7 after section 155A: 

8 "§156. Extension of patent term 

9 "(a) The term of a patent which claims a product, a 

10 method of using a product, or a method of manufacturing a 

11 product shall be extended in accordance with this section 

12 from the original expiration date of the patent if— 

13 "(1) the term of the patent has not expired before 

14 an application is submitted under subsection (d) for its 

15 extension; 

16 "(2) the term of the patent has never been ex-

17 tended; 

18 "(3) an application for extension is submitted by 

19 the owner of record of the patent or its agent .and in 

20 accordance with the requirements of subsection (d); 

21 "(4)(A) in the case of a patent which claims the 

22 product or a method of using the product— 

23 "(i) the product is not claimed in another 

24 patent having an earlier issuance date or which 

25 was previously extended, and 
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1 "(ii) the product and the use approved for the 

2 product in the applicable regulatory review period 

3 are not identically disclosed or described in an-

4 other patent having an earlier issuance date or 

5 which was previously extended; or 

6 "(B) in the case of a patent which claims the 

7 product, the product is also claimed in a patent which 

8 has an earlier issuance date or which was previously 

9 extended and which does not identically disclose or de-

10 scribe the product and— 

11 "(i) the holder of the patent to be extended 

12 has never been and will not become the holder of 

13 the patent which has an earlier issuance date or 

14 which was previously extended, and 

15 "(ii) the holder of the patent which has an 

16 earlier issuance date or which was previously ex-

17 tended has never been and will not become the 

18 holder of the patent to be extended; 

19 "(5)(A) in the case of a patent which claims a 

20 method of manufacturing the product which does not 

21 primarily use recombinant DNA technology in the 

22 manufacture of the product— 

23 "(i) no other patent has been issued which 

24 claims the product or a method of using the prod-

25 uct and no other patent which claims a method of 



632 

33 

1 using the product may be issued for any known 

2 therapeutic purposes; and 

3 "(ii) no other method of manufacturing the 

4 product which does not primarily use recombinant 

5 DNA technology in the manufacture of the prod-

6 uct is claimed in a patent having an earlier issu-

7 ance date; 

8 "(B) in the case of a patent which claims a 

9 method of manufacturing the product which primarily 

10 uses recombinant DNA technology in the manufacture 

11 of the product— 

12 "(i) the holder of the patent for the method of 

13 manufacturing the product (I) is not the holder of 

14 a patent claiming the product or a method of 

15 using the product, (II) is not owned or controlled 

16 by a holder of a patent claiming the product or a 

17 method of using the product or by a person who 

18 owns or controls a holder of such a patent, and 

19 (III) does not own or control the holder of such a 

20 patent or a person who owns or controls a holder 

21 of such a patent; and 

22 "(ii) no other method of manufacturing the 

23 product primarily using recombinant DNA tech-

24 nology is claimed in a patent having an earlier 

25 issuance. 
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1 "(6) the product has been subject to a regulatory 

2 review period before its commercial marketing or use; 

3 "(7) (A) except as provided in subparagraph (B), 

4 the permission for the commercial marketing or use of 

5 the product after such regulatory review period is the 

6 first permitted commercial marketing or use of the 

7 product under the provision of law under which such 

8 regulatory review period occurred; or 

9 "(B) in the case of a patent which claims a 

10 method of manufacturing the product which primarily 

11 uses recombinant DNA technology in the manufacture 

12 of the product, the permission for the commercial mar

is keting or use of the product after such regulatory 

14 review period is the first permitted commercial market-

15 ing or use of a product manufactured under the process 

16 claimed in the patent; and 

17 "(8) the patent does not claim another product or 

18 a method of using or manufacturing another product 

19 which product received permission for commercial mar-

20 keting or use under such provision of law before the 

21 filing of an application for extension. 

22 The product referred to in paragraphs (4), (5), (6), and (7) is 

23 hereinafter in this section referred to as the 'approved prod-

24 uct'. For purposes of paragraphs (4)(B) (5)(B), the holder of 

25 a patent is any person who is the owner of record of the 
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1 patent or is the exclusive licensee of the owner of record of the 

2 patent. 

3 "(b) The rights derived from any patent the term of 

4 which is extended under this section shall during the period 

5 during which the patent is extended— 

6 "(1) in the case of a patent which claims a prod-

7 uct, be limited to any use approved for the approved 

8 product before the expiration of the term of the patent 

9 under the provision of law under which the applicable 

10 regulatory review occurred; 

11 "(2) in the case of a patent which claims a 

12 method of using a product, be limited to any use 

13 claimed by the patent and approved for the approved 

14 product before the expiration of the term of the patent 

15 under the provision of law under which the applicable 

16 regulatory review occurred; and 

17 "(3) in the case of a patent which claims a 

18 method of manufacturing a product, be limited to the 

19 method of manufacturing as used to make the approved 

20 product. 

21 "(c) The term of a patent eligible for extension under 

22 subsection (a) shall be extended by the time equal to the regu-

23 latory review period for the approved product which period 

24 occurs after the date the patent is issued, except that— 
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1 "(1) each period of the regulatory review period 

2 shall be reduced by any period determined under sub-

3 section (d)(2)(B) during which the applicant for the 

4 patent extension did not act with due diligence during 

5 such period of the regulatory review period; 

6 "(2) after any reduction required by paragraph 

7 (1), the period of extension shall include only one-half 

8 of the time remaining in the periods described in para-

9 graphs (l)(B)(i), (2)(B)(i), and (3)(B)(i) of subsection 

10 (g); and 

11 "(3) if the period remaining in the term of a 

12 patent after the date of the approval of the approved 

13 product under the provision of law under which such 

14 regulatory review occurred when added to the regulato-

15 ry review period as revised under paragraphs (1) and 

16 (2) exceeds fourteen years, the period of extension shall 

17 be reduced so that the total of both such periods does 

18 not exceed fourteen years. 

19 "(d)(1) To obtain an extension of the term of a patent 

20 under this section, the owner of record of the patent or its 

21 agent shall submit an application to the Commissioner. Such 

22 an application may only be submitted within the sixty-day 

23 period beginning on the date the product received permission 

24 under the provision of law under which the applicable regula-
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1 tory review period occurred for commercial marketing or use. 

2 The application shall contain— 

3 "(A) the identity of the approved product; 

4 "(B) the identity of the patent for which an exten-

5 sion is being sought and the identification of each 

6 claim of such patent which claims the approved product 

7 or a method of using or manufacturing the approved 

8 product; 

9 "(C) the identity of every other patent known to 

10 the patent owner which claims or identically discloses 

11 or describes the approved product or a method of using 

12 or manufacturing the approved product; 

13 "(D) the identity of all other products which have 

14 received permission under the provision of law under 

15 which the applicable regulatory review period occurred 

16 for commercial marketing or use and which are 

17 claimed in any of the patents identified in subpara-

18 graph (C); 

19 "(E) information to enable the Commissioner to 

20 determine under subsections (a) and (b) the eligibility 

21 of a patent for extension and the rights that will be de-

22 rived from the extension and information to enable the 

23 Commissioner and the Secretary of Health and 

24 Human Services or the Secretary of Agriculture to de-
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1 termine the period of the extension under subsection 

2 (g); 

3 "(F) a brief description of the activities undertak-

4 en by the applicant during the applicable regulatory 

5 review period with respect to the approved product and 

6 the significant dates applicable to such activities; and 

7 "(C) such patent or other information as the 

8 Commissioner may require. 

9 "(2)(A) Within sixty days of the submittal of an appli-

10 cation for extension of the term of a patent under paragraph 

11 (1), the Commissioner shall notify— 

12 "(i) the Secretary of Agriculture if the patent 

13 claims a drug product or a method of using or manu-

14 facturing a drug product and the drug product is sub-

15 ject to the Virus-Serum-Toxin Act, and 

16 "(ii) the Secretary of Health and Human Serv-

17 ices if the patent claims any other drug product, a 

18 medical device, or a food additive or color additive or a 

19 method of using or manufacturing such a product, 

20 device, or additive and if the product, device, and addi-

21 tive are subject to the Federal Food, Drug, and Cos-

22 metic Act, 

23 of the extension application and shall submit to the Secretary 

24 who is so notified a copy of the application. Not later than 

25 thirty days after the receipt of an application from the Com-
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1 missioner, the Secretary receiving the application shall 

2 review the dates contained in the application pursuant to 

3 paragraph (1)(E) and determine the applicable regulatory 

4 review period, shall notify the Commissioner of the determi-

5 nation, and shall publish in the Federal Register a notice of 

6 such determination. 

7 "(B) (i) If a petition is submitted to the Secretary 

8 making the determination under subparagraph (A), not later 

9 than one hundred and eighty days after the publication of the 

10 determination under subparagraph (A), upon which it may 

11 reasonably be determined that the applicant did not act with 

12 due diligence during the applicable regulatory review period, 

13 the Secretary making the determination shall, in accordance 

14 with regulations promulgated by such Secretary determine if 

15 the applicant acted with due diligence during the applicable 

16 regulatory review period. The Secretary shall make such de

ll termination not later than ninety days after the receipt of 

18 such a petition. The Secretary of Health and Human Serv-

19 ices may not delegate the authority to make the determination 

20 prescribed by this subparagraph to an office below the Office 

21 of the Commissioner of Food and Drugs. 

22 "(ii) The Secretary making a determination under 

23 clause (i) shall notify the Commissioner of the determination 

24 and shall publish in the Federal Register a notice of such 

25 determination together with the factual and legal basis for 
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1 such determination. Any interested person may request, 

2 within the sixty day period beginning on the publication of a 

3 determination, the Secretary making the determination to 

4 hold an informal hearing on the determination. If such a 

5 request is made within such period, such Secretary shall hold 

6 such hearing not later than thirty days after the date of the 

7 request, or at the request of the person making the request, 

8 not later than sixty days after such date. The Secretary who 

9 is holding the hearing shall provide notice of the hearing to 

10 the owner of the patent involved and to any interested person 

11 and provide the owner and any interested person an opportu-

12 nity to participate in the hearing. Within thirty days after 

13 the completion of the hearing, such Secretary shall affirm or 

14 revise the determination which was the subject of the hearing 

15 and notify the Commissioner of any revision of the determi-

16 nation and shall publish any such revision in the Federal 

17 Register. 

18 "(3) For purposes of paragraph (2)(B), the term 'due 

19 diligence' means that degree of attention, continuous directed 

20 effort, and timeliness as may reasonably be expected from, 

21 and are ordinarily exercised by, a person during a regulatory 

22 review period. 

23 "(4) An application for the extension of the term of a 

24 patent is subject to the disclosure requirements prescribed by 

25 the Commissioner. 
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1 "(e)(1) A determination that a patent is eligible for ex-

2 tension may be made by the Commissioner solely on the basis 

3 of the information contained in the application for the exten-

4 sion. If the Commissioner determines that a patent is eligible 

5 for extension under subsection (a) and that the requirements 

6 of subsection (d) have been complied with, the Commissioner 

7 shall issue to the applicant for the extension of the term of the 

8 patent a certificate of extension, under seal, for the period 

9 prescribed by subsection (c). Such certificate shall be record-

10 ed in the official file of the patent and shall be considered as 

11 part of the original patent. 

12 "(2) If the term of a patent for which an application has 

13 been submitted under subsection (d) would expire before a 

14 determination is made under paragraph (1) respecting the 

15 application, the Commissioner shall extend, until such deter-

16 mination is made, the term of the patent for periods of up to 

17 one year if he determines that the patent is eligible for 

18 extension. 

19 "(f) For purposes of this section: 

20 "(1) The term 'product' means: 

21 "(A) A drug product. 

22 "(B) Any medical device, food additive, or 

23 color additive subject to regulation under the Fed-

24 eral Food, Drug, and Cosmetic Act. 
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1 "(2) The term 'drug product' means the active in-

2 gredient of a new drug, antibiotic drug, new animal 

3 drug, or human or veterinary biological product (as 

4 those terms are used in the Federal Food, Drug, and 

5 Cosmetic Act, the Public Health Service Act, and the 

6 Virus-Serum-Toxin Act) including any salt or ester of 

7 the active ingredient, as a single entity or in combina-

8 Hon with another active ingredient. 

9 "(3) The term 'major health or environmental ef-

10 fects test' means a test which is reasonably related to 

11 the evaluation of the health or environmental effects of 

12 a product, which requires at least six months to con-

13 duct, and the data from which is submitted to receive 

14 permission for commercial marketing or use. Periods of 

15 analysis or evaluation of test results are not to be in-

16 eluded in determining if the conduct of a test required 

17 at least six months. 

18 "(4)(A) Any reference to section 351 is a refer-

19 ence to section 351 of the Public Health Service Act. 

20 "(B) Any reference to section 503, 505, 507, 512, 

21 or 515 is a reference to section 503, 505, 507, 512, or 

22 515 of the Federal Food, Drug, and Cosmetic Act. 

23 "(C) Any reference to the Virus-Serum-Toxin Act 

24 is a reference to the Act of March 4, 1913 (21 U.S.C. 

25 151-158). 
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1 "(5) The term 'informal hearing' has the meaning 

2 prescribed for such term by section 201(y) of the Fed-

3 eral Food, Drug, and Cosmetic Act. 

4 "(6) The term 'patent' means a patent issued by 

5 ' the United States Patent and Trademark Office. 

6 "(g) For purposes of this section, the term 'regulatory 

7 review period' has the following meanings: 

8 "(1)(A) In the case of a product which is a drug 

9 product, the term means the period described in sub-

10 paragraph (B) to which the limitation described in 

11 paragraph (4) applies. 

12 "(B) The regulatory review period for a drug 

13 product is the sum of— 

14 "(i) the period beginning on the date— 

15 "(I) an exemption under subsection (i) 

16 of section 505, subsection (d) of section 507, 

17 or subsection (j) of section 512, or 

18 "(II) the authority to prepare an exper-

19 imental drug product under the Virus-

20 Serum-Toxin Act, 

21 became effective for the approved drug product 

22 and ending on the date an application was initial-

23 ly submitted for such drug product under section 

24 351, 505, 507, or 512 or the Virus-Serum-Toxin 

25 Act, and 
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1 "(ii) the period beginning on the date the ap-

2 plication was initially submitted for the approved 

3 drug product under section 351, subsection (b) of 

4 such section 505, section 507; section 512, or the 

5 Virus-Serum-Toxin Act and ending on the date 

6 such application was,approved under such section 

7 or Act. 

8 "(2)(A) In the case of a product which is a food 

9 additive or color additive, the term means the period 

10 described in subparagraph (B) to which the limitation 

11 described in paragraph (4) applies. 

12 "(B) The regulatory review period for a food or 

13 color additive is the sum of— 

14 "(i) the period beginning on the date a major 

15 health or environmental effects test on the additive 

16 was initiated and ending on the date a petition 

17 was initially submitted with respect to the product 

18 under the Federal Food, Drug, and Cosmetic Act 

19 requesting the issuance of a regulation for use of 

20 the product, and 

21 "(ii) the period beginning on the date a peti-

22 tion was initially submitted with respect to the 

23 product under the Federal Food, Drug, and Cos-

24 metic Act requesting the issuance of a regulation 

25 for use of the product, and ending on the date 
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1 such regulation became effective or, if objections 

2 were filed to such regulation, ending on the date 

3 such objections were resolved and commercial 

4 marketing was permitted or, if commercial mar-

5 keting was permitted and later revoked pending 

6 further proceedings as a result of such objections, 

7 ending on the date such proceedings were finally 

8 resolved and commercial marketing was permitted. 

9 "(3)(A) In the case of a product which is a medi-

10 cal device, the term means the period described in mi

l l paragraph (B) to which the limitation described in 

12 paragraph (4) applies. 

13 "(B) The regulatory review period for a medical 

14 device is the sum of— 

15 "(i) the period beginning on the date a clini-

16 cal investigation on humans involving the device 

17 was begun and ending on the date an application 

18 was initially submitted with respect to the device 

19 under section 515, and 

20 "(ii) the period beginning on the date an ap-

21 plication was initially submitted with respect to 

22 the device under section 515 and ending on the 

23 date such application was approved under such 

24 Act or the period beginning on the date a notice of 

25 completion of a product development protocol was 
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1 initially submitted under section 515(f)(5) and 

2 ending on the date the protocol was declared com-

3 pie ted under section 515(f)(6). 

4 "(4) A period determined under any of the preced-

5 ing paragraphs is subject to the following limitations: 

6 "(A) If the patent involved was issued after 

7 the date of the enactment of this section, the 

8 period of extension determined on the basis of the 

9 regulatory review period determined under any 

10 such paragraph may not exceed five years. 

11 "(B) If the patent involved was issued before 

12 the date of the enactment of this section and— 

13 "(i) no request for an exemption de

li scribed in paragraph (1)(B) was submitted, 

15 "(ii) no request was submitted for the 

16 preparation of an experimental drug product 

17 described in paragraph (1)(B), 

18 "(Hi) no major health or environmental 

19 effects test described in paragraph (2) was 

20 initiated and no petition for a regulation or 

21 application for registration described in such 

22 paragraph was submitted, or 

23 "(iv) no clinical investigation described 

24 in paragraph (3) was begun or product devel-
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1 opment protocol described in such paragraph 

2 was submitted, 

3 before such date for the approved product the 

4 * period of extension determined on the basis of the 

5 regulatory review period determined under any 

6 such paragraph may not exceed five years. 

7 "(C) If the patent involved was issued before 

8 the date of the enactment of this section and if an 

9 action described in subparagraph (B) was taken 

10 before the date of the enactment of this section 

11 with respect to the approved product and the com-

12 mercial marketing or use of the product has not 

13 been approved before such date, the period of ex-

14 tension determined on the basis of the regulatory 

15 review period determined under such paragraph 

16 may not exceed two years. 

17 "(h) The Commissioner may establish such fees as the 

18 Commissioner determines appropriate to cover the costs to the 

19 Office of receiving and acting upon applications under this 

20 section.". 

21 (b) The analysis for chapter 14 of title 35 of the United 

22 States Code is amended by adding at the end thereof the 

23 following: 

"156. Extension of patent term.". 

24 SEC. 202. Section 271 of title 35, United States Code 

25 is amended by adding at the end the following: 
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1 "(e)(1) It shall not be an act of infringement to make, 

2 use, or sell a patented invention solely for uses reasonably 

3 related to the development and submission of information 

4 under a Federal law which regulates the manufacture, use, or 

5 sale of drugs. 

6 "(2) It shall be an act of infringement to submit an 

7 application under section 505(j) of the Federal Food, Drug, 

8 and Cosmetic Act or described in section 505(b)(2) of such 

9 Act for a drug claimed in a patent or the use of which is 

10 claimed in a patent, if the purpose of such submission is to 

11 obtain approval under such Act to engage in the commercial 

12 manufacture, use, or sale of a drug claimed in a patent or the 

13 use of which is claimed in a patent before the expiration of 

14 such patent. 

15 "(3) In any action for patent infringement brought 

16 under this section, no injunctive or other relief may be grant-

17 ed which would prohibit the making, using, or selling of a 

18 patented invention under paragraph (1). 

19 "(4) For an act of infringement described in paragraph 

20 (2)— 

21 "(A) the court shall order the effective date of any 

22 approval of the drug involved in the infringement to be 

23 a date which is not earlier than the date of the expira-

24 tion of the patent which has been infringed, 
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1 "(B) injunctive relief may be granted against an 

2 infringer to prevent the commercial manufacture, use, 

3 or sale of an approved drug, and 

4 "(C) damages or other monetary relief may be 

5 awarded against an infringer only if there has been 

6 commercial manufacture, use, or sale of an approved 

7 drug. 

8 The remedies prescribed by subparagraphs (A), (B), and (C) 

9 are the only remedies which may be granted by a court for an 

10 act of infringement described in paragraph (2), except that a 

11 court may award attorney fees under section 285.". 

12 SEC. 203. Section 282 of title 35, United States Code, 

13 is amended by adding at the end the following: 

14 "Invalidity of the extension of a patent term or any 

15 portion thereof under section 156 of this title because of the 

16 material failure— 

17 "(1) by the applicant for the extension, or 

18 "(2) by the Commissioner, 

19 to comply with the requirements of such section shall be a 

20 defense in any action involving the infringement of a patent 

2i during the period of the extension of its term and shall be 

22 pleaded. A due diligence determination under section 

23 156(d)(2) is not subject to review in such an action.". 

Amend the title so as to read: "A bill to amend the 
Federal Food, Drug, and Cosmetic Act to revise the proce
dures for new drug applications and to amend title 35, 
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United States Code, to authorize the extension of the pat

ents for certain regulated products, and for other pur

poses.". 
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UNITED STATES PEPARTMENT OF COMMERCE 
Patent and Trademark Office 
Address : COMMISSIONER OF PATENTS ANO TRAOEMARKS 

Washington. O.C. 20231 

JUL 2 0 1534 

Honorable Robert W. Kastenmeier 
Chairman 
Subcommittee on Courts, Civil Liberties, 
and the Administration of Justice 
Cci;.mittee on the Judiciary 
House of Representatives 
Washington, DC 20515 

Dear Mr. Chairman: 

In response to your letter of July 6, 1984, I am enclosing answers 
to questions on patent term extension legislation which you have 
addressed to ne. I hope that my responses are helpful when ycu 
consider H,R. 3605. 

Sincerely, , 

Gerald JVt-iossinghoff 
Commissioner of Patents and Trademarks 

Enclosures 
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Proponents of this bill claim that it will lead to "cheaper 
drugs today, better drugs tomorrow". Your testimony seems to 
imply a disagreement with that conclusion at least insofar as 
you criticize the limited grant of patent extension for drugs. 
Would you support this bill, and recommend a Presidential 
signature if it passed as reported by the Energy and commerce 
Committee? 

My major criticism of H.R. 3605 is its complexity due to the 
efforts by its drafters to cure the alleged problem of.drug 
companies' prolonging their market position by obtaining a chain 
of patents generally relating to the same product. I have not 
seen credible evidence that such a problem exists. The policy 
reflected in H.R. 3605 would permit extension usually only for 
the earliest product patent and not for new uses, such as cancer 
treatments, discovered and patented later. To carry out this 
policy, the patent and Traaemark Office would be required to 
make determinations which our examiners are not trained to make 
at this time. These involve determinations on infringement, 
rather than patentability, and are usually made by the courts. 

While I have critized the bill because of those and other 
shortcomings, I remain strongly in favor of the overall 
compromise, of establishing AMDA procedures and patent term 
restoration. However, contrary to representations by others, 
H.R. 3605, as presently worded, would not pernit the Patent and 
Trademark Office to perform only ministerial functions. Should 
the bill be passed as reported by the Energy and Commerce 
Committee, without at the very least providing that the PTO only 
engage in purely ministerial functions rather than the complex 
determinations now required by the bill, it would be extremely 
difficult for us to recommend to the President that he sign this 
legislation. 
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Vihat historical precedent is there for congress modifying the 
terms of a patent during its term? Did Congress make any 
similar changes i.e. contraction of the rights of a patent 
holder --- when it enacted the 1952 Patent Act?. 

I am not aware of any instance in which Congress narrowed or 
otherwise modified the scope of a patent; during its term. When 
Congress enacted the patent laws in 1952, it basically codified 
patent laws then in existence and modified some provisions in 
view of prevailing court decisions. In the area of defining 
what constitutes an infringement, the 1952 act increased, or at 
least clarified, patentees' rights. 

Under the terms of the bill the PTO will be permitted to charge 
fees for patent term extensions equal to the costs of 
administrating the program. What is a ball-park guess about 
what these costs will be? 

Due to the many assumptions which have to be made to guess what 
the level of work may have to be in the individual case, it is 
difficult to arrive at a firm cost estimate of administering 
this program. Bowever , the fee may be in the range of $1500 to 
$2000 per case. 

It is my understanding that Congressman Naxr.an's staff gave your 
office a series of examples of supposed abuses which would occur 
if congress were to permit patent term extension under the same 
conditions as were found in H.R. 6444 (the Judiciary Committee 
reported version from last Congress). Does this information 
support the rather complex rules found in H.R. 3605? 

Please see the attached analysis 
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The nineteen examples of commercial drug products furnished by the staff of 
Congressman Waxman have been reviewed to determine the eligibility for 
patent term extension under three approaches: (1) HR 3605; (2) HR 6444 and 
(3) the modified (hereinafter PTO) approach that I recommended in my testi
mony before the Subcommittee on Courts, Civil Liberties, and the 
Administration of Justice of the Committee on the Judiciary on June 27, 
1984 which would preserve the eligibility requirements of HR 6444 and 
calculate the term of extension according to 156(c)(1) and (2) of HR 3605 
with the additional provisions that — 

No term of any extended patent may exceed twenty-five years 
from the date of filing of the earliest D. S. patent application 
with provides support under Section 120 of this title for any 
claim of the patent to be extended; and 

In no event shall more than one patent be extended for the same 
regulatory review period for any product. 

This review has been based on several assumptions. It has been assumed 
that there has been no failure to act with due diligence. It has also been 
assumed that legislation embodying these three approaches became effective 
before the patent term expired of each patent reviewed. The regulatory 
review periods considered for an extension have been assumed to constitute 
those periods occuring after the patent under consideration has been 
granted and which fall between the dates of the IND and NDA filing as the 
testing phase, and the period between the dates of the NDA filing and NDA 
approval as the agency approval phase. It should also be noted that only 
one patent can be extended for the same regulatory review period for any 
product in each of the second and third approaches identified above. 
Further, it has been assumed that the mere mention of another U. S. appli
cation in a series of copending applications or a ciaim of foreign priority 
would entitle the patentee to claim the benefit of these applications under 
35 USC 120 or 119. Other assumptions made on a case-by-case basis are 
explained in the individual example. 

For the purpose of comparing the three approaches, specific answers have 
been supplied for the analysis under HR 3605 regarding the eligibility of a 
patent for extension and the length of extension/ if eligible. In view of 
the complexity of HR 3605 and the short time frame available to make this 
analysis, these answers can only be considered approximations. Further, 
this review has been based only on the patents identified by the staff of 
Congressman Waxman. No independent research has been conducted to find 
other patents disclosing or claiming the approved product and its approved 
use for the purpose of analyzing their disclosures and claims to determine 
whether the patents identified by Congressman Waxman*s staff would be eli
gible for patent term extension, as required by the provisions of HR 3605. 

The nineteen examples broadly demonstrate that the far simpler approaches 
of HR 6444 or the PTO do not result in patent term extensions which are 
markedly different from those available under HR 3605. In many instances, 
the results were about the same and in some instances HR 3605 was more 
generous. 
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Doxapram: 3,192,206 - compound 
3,192,221 - method of making, compound 
3,192,230 - method of making 
3,301,757 - composition, method of use 

None of the patents would be eligible for an extension under any of the 
approaches because the regulatory review period terminated prior to the 
grant of all the patents. 

Sulfameter: 3,203,951 - compound 
3,214,335 - composition and method of use 

It is further assumed that the NDA approval date is 7/1/66. Under HR 
3605, the first patent would not be entitled to an extension because of 
the 14 year rule of section 156(c)(3) and the second patent would not 
be eligible for an extension under sections 156(a)(4)(A)<i) and (ii). 
Under the other two proposals, the first patent would be eligible for 
an extension of about 1.25 years under each, OR the second patent would 
be eligible for an extension of about 0.7 years under the other two 
proposals, but only one patent would be eligible for an extension. 

3utaperazine Maleate: 2,985,654 - compound 
3,885,034 - method of use 

Under HR 3605, the first patent would appear to be entitled to an 
extension of about 3.3 years, under HR 6444 it would be entitled to an 
extension of about 3.8 years and under the PTO proposal it would be 
entitled to an extension of about 3.3 years. The second patent would 
not be entitled to an extension under any approach since the regulatory 
period terminated before the patent was granted. 

Hydroxyurea: 3,119,866 - product, method of making 
3,968,249 - method of using 

Neither of the patents would be eligible for an extension under any of 
the approaches because the regulatory review period terminated prior to 
the grant of both patents. 

Calusterone: 3,262,949 - compound 
3,937,827 - method of using 

Under HR 3605, the first patent would appear to be entitled to an 
extension of about 1.8 years, whereas the extension under HR 6444 would 
be about 0.3 years and no extension would be available under the PTO 
approach because of the 25 year rule. The second patent would not be 
eligible for any extension under any of the three approaches because 
the regulatory review period terminated before the patent was granted. 
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Metaproterenol Sulfate: 3,341,594 - compound 
3,422,196 - composition and method of use 

Under HR 3605, the first patent (3,341,594) would be eligible for an 
extension of about 3 years and the second patent (3,422,196) would not 
be eligible for an extension under sections 156(a)4(A)(i) and (ii). 
Under the other two proposals, the first patent would be eligible for 
an extension of about 1.5 years (PTO) or 2.5 years (6444) or the second 
patent would be eligible for an extension of about 0.1 years (PTO) or 
1.1 years (6444), but only one patent could be extended for the same 
regulatory review period for the product. 

Miconazole Nitrate: 3,717,655 - compound 
3,839,574 - composition, method of use 

The first patent would not be entitled to an extension under HR 3605 
because of the 14 year rule, but would be entitled to an extension of 
about one year under each of the HR 6444 and the PTO approaches. The 
second patent would not be entitled to an extension under any of the 
approaches because the regulatory review period terminated before the 
second patent was granted. 

Cimetidine: 3,950,333 - compound 
4,024,271 - composition and method of use 

Under HR 3605, neither patent (3,950,333 and 4,024,271) would 
be entitled to an extension. The first patent would not be entitled to 
an extension under the 14 year rule of section 156(c)(3) and the second 
patent would not be eligible for an extension under sections 
156(a)(4)(A)(i) and (ii). Under the other two proposals, it would 
appear that the first patent to the compound would be eligible for an 
extension of 1.1 (PTO) or 1.3 years (6444) OR the second patent to the 
composition and method of use would be eligible for an extension of 
0.25 years (PTO and 6444), but only one patent would be eligible for an 
extension. 

Cyclobenzaprine HCl: 3,454,643 - compound 
3,882,246 - method of use 

Under HR 3605, the first patent would be eligible for an extension of 
about 4.3 years, whereas the second patent would not be eligible for an 
extension under section 156(a)(4)(A)(i). Under HR 6444, the first patent 
would not be entitled to an extension because of the 27 year rule 
whereas the second patent would appear to be entitled to an extension 
of about 2.3 years. Finally, under the PTO approach, the first patent 
would not be entitled to an extension because of the 25 year provi
sion, while the second patent would appear to be entitled to an exten
sion of about two years. 
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Probucol: 3,576,883 - compound 
3,862,332 - composition, method of use 

Under HR 3605, the first patent would be eligible for an extension of 
3-8 years, whereas the second patent would not be eligible for an 
extension under Sections 156(a)(4)(A)(i) and (ii). Under HR 6444, the 
first patent would appear to be eligible for an extension of about 5-75 
years or the second patent would be eligible for an extension of about 
2 years. Under the PTO approach, the first patent would be eligible 
for an extension of about 4.1 years or the second patent would be eli
gible for an extension of about 0.3 years but only one patent could be 
extended. 

Timolol Maleate: 3,655,663 - compound 
3,657,237 - method of making 
3,718,647 - method of making 
4,195,085 - composition, method of use 

Under HR 3605, the first patent would be eligible for an extension of 
2.1 years, but none of the other patents would be eligible for an 
extension: no extension on the second patent under section 
156(a)(5)(A) (i), no extension on the third patent because of sections 
156(a)(5)(A) (i) and (ii), and no extension would be available for the 
fourth patent under any approach because the regulatory period ter
minated before the fourth patent was granted. Under HR 6444, any one 
of the first three patents would be eligible for an extension of about 
3.6 years, whereas under the PTO approach any one of the first three 
patents would be eligible for an extension of about 2.1 years. In 
each of the last two approaches, only one of the patents would be eli
gible for an extension. 

Amcinonide: 3,048,581 - compound 
4,158,055 - method of use 

Under HR 3605, the first patent would appear to be entitled to an 
' extension of about 3.8 years, but the second patent would not be eli
gible for an extension because of section 156(a)(4)(A)(i). Under the 
other two approaches, the first patent would be eligible for an exten
sion of 2.1 years (6444) or 3.5 years (PTO), or the second patent 
would be eligible for an extension of 0.3 years under each approach, 
but only one patent would be entitled to an extension. 

Ampicillin Trihydratet 2,985,648 - compound 
3,157,640 - compound 

The first patent would not be entitled to an extension under HR 3605 
because of the 14 year provision of section 156(c)(3), but would be 
eligible for an extension of about 0.5 years under each of the other 
two approaches. The second patent would not be eligible for an exten 
sion under any of the approaches because the regulatory review period 
terminated before the second patent was granted. 
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Cephalexin Monohydrate: 3,275,626 - method of making 
3,507,861 - compound 
3,655,656 - compound - monohydrate 
3,781,282 * method of making and intermediate 

compound 

It is unclear whether the approved product in this situation is 
covered by patents to a method of making cephalexin compounds described 
in 3,275,626 or cephalexin compounds claimed in 3,507,861. Note 
Eli Lilly and Co. v. Premo Pharmaceutical Laboratories, 630 P.2d 
120, 207 OSPQ 719 (3rd Cir. 1980). If the approved product is not 
claimed in the prior patent, no patent would be entitled to an exten
sion under any proposal because the first two patents do not cover a 
product which has been the subject of regulatory review and the last 
two patents were granted after the termination of regulatory review. 

If the approved product was considered to be covered by the first 
two patents, then it would appear that the first patent (3,275,626) 
would be eligible for an extension of about 1.25 years under HR 3605, 
whereas the second patent (3,507,861) would not be entitled to an 
extension under the 14 year rule. Under the other two proposals, 
extensions on the first patent would be 2.6 (PTO) or 4 years (6444), 
or on the second patent would be 0.3 (PTO) or 0.7 years (6444), but 
only 1 patent would be eligible for extension. None of the proposals 
would permit extensions of the product patent (3,655,656) or the pro
cess of making patent (3,781,282) because the regulatory review period 
terminated before these patents were granted. 

Loxapine Succinate: 3,412,193 - method of use 
3,546,226 - compound 

Under HR 3605, the first patent would appear to be eligible for an 
extension of about 3.25 years even though the use claimed is not the 
approved use of the approved product, whereas the second patent would 
be eligible for an extension of 1.2 years. Under HR 6444, the patents 
would appear to be eligible for extensions of 6.25 and 2.5 years 
respectively, whereas under the PTO approach, the patents would be eli 
gible for extensions of 3.8 and 1.5 years respectively, but only one 
patent would be eligible for an extension under both of the latter 
approaches. 

Prazosin: 3,511,836 - compound 
3,663,706 - method of using 
4,092,315 - compound, method of making 

Under HR 3605, the first patent would appear to be eligible for an 
extension of about 3.1 years, but the second patent would not be eli 
gible for an extension because of section 156(a)(4)(A)(i) and the third 
patent would not be eligible for an extension under any approach 
because it was granted after the regulatory review period terminated. 
Under HR 6444, either the first patent could be extended for 5.25 years 
or the second patent could be extended for 3.25 years, but only one 
patent could be extended. Under the PTO appoach, either the first 
patent could be extended for 3.25 years or the second patent could be 
extended for 1.25 years, but only one patent could be extended. 
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Desoxymethasone: 3,099,654 -. compound method of making 
3,232,839 - compound, method of use 

Under HR 3605, the first patent would be eligible for an extension of 
about 2.1 years, but the second patent would not be eligible because of 
sections 156(a)(4)(A)(i) and (ii). Under HR 6444, either patent would 
appear to be eligible for an extension of about 1.7 years, but only one 
patent would be eligible. Under the PTO approach, either patent would 
be eligible for an extension of 2.1 years, but only one patent would be 
eligible. 

Cefamandole Nafate: 3,641,021 - compound 
3,928,592 - composition 
4,006,138 - compounds 
4,168,376 - method of making 

Under HR 3605, the first patent would appear to be eligible for an 
extension of about 3.3 years, but neither the second nor third would be 
eligible because of the provision in section 156(a)(4)(A)(i), and the 
fourth patent would not be eligible under any of .the approaches because 
it was granted after the regulatory review period terminated. Under HR 
6444, only one of the first three patents would be eligible for an 
extension of 4.9 years, 2.75 years or 1.6 years respectively. Under 
the PTO approach, only one of the first' three patents would be eligible 
for an extension of 3.3 years, 2.25 years and 1.6 years respectively. 

-Mezlocillin Sodium: 3,974,142 - compound 
4,009,272 - composition, method of use 

Under HR 3605, the first patent would be eligible for an extension of 
about 2.1 years, whereas the second patent would not be eligible 
because of the provisions of sections 156(a)(4)(A)(i) and (ii). Under 
HR 6444, either the first patent would be eligible for an extension of 
5.2 years or the second patent would be eligible for an extension of 
4.7 years, but only one patent could be extended. Likewise, under the 
PTO approach, either the first patent would be eligible for an exten
sion of 3.1 years, or the second patent would be eligible for an exten
sion of about 2.8 years. 
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What rationale, if any, is there for the grant of exclusive 
marketing authority to the Commissioner of the FDA with respect 
to unpatentable substances? 

One reason for granting exclusive marketing authority to the 
Commissioner of the FDA may be that such authority could be 
helpful to encourage development of new drugs, even though they 
ir.ay not be patentable. This concept is similar to the 
protection for unpatented drugs for rare diseases or conditions 
as contained in the Orphan Drug Act, P.L. 97-414. If the public 
benefits from the development of such drugs, which otherwise 
might not have been undertaken, this authority should not be 
objectionable. I continue, however, to defer to the FDA on this 
point because the patent system, as such, is not involved in 
this consideration. 
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PATENT TERM EXTENSION 
FLOWCHART OF PROCESSING UNDER 35 U.S.C. 156 

Application for extension of term received by 

Patent and Trademark Office (PTO) 

Date stamped by Mall Room 

Yes <cost recoverable fee 

required by Commissioner 

enclosed? 1S6(W 

- W defect noted 

1 Finance Branch 
processes fee 

Patent Term 
Examination Section 

Y e s / was the application for extension received by the PTO 

within 60 days of the date applicant indicated the product 

received permission for commercial marketing and use? 156fiffl) 
Defect noted 

1 
Yes Does the patent claim a drug product \ 

or method of using or manufacturing it \ ™° 
and Is It subject to the vtrus-Serum-Toxln / 

Act? issimpw / 

1 
Commissioner notifies ana provides copy or tne 

application to Secretary of Agriculture within 

60 days of submission of application. jssfi#ZWV 
P a g e l , . 
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Yes 

Dees the patent claim any other drug product? 
- e medical device? 
- a food or color additive? 
- a method of using or manufacturing It? 

and such product, device and additive are subject to the 
Federal Food, Drug, and CosmeUc Act. 156fijpPVP0 

Defect 
noted 

Commissioner notifies and provides a 
copy of the application to Secretary of 
Health and Human Services within 60 days 
of submission of application 156fi(pJWUJ 

PATENT TERM EXAMINATION SECTION 
DETERMINATIONS 

Patent claims: 
a product? 
method of using product? 
or method of manufacturing product? 

1S6W 

No 

Defect 
noted 

Has term of patent expired before 
application for extension under 156(d) 
submitted ? 2&&0J 

Yes 
Defect 
noted 

'I Has term of patent been extended? J56M3 yi. Defect 
noted 

Yes / ~ * 

" \ by 

application for extension 
owner of record? !56(aXJ) 

^G 

\ NO 

application by agent 
owner of record? lsefaXV 

Defect 
Noted 

3 9 - 7 0 9 O - 85 - 22 
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Yes Has product been suDJect to 

regulatory review period before Its 

commercial marketing or use? JSSfaffl 

Patent claims another product or a 

method of using or manufacturing another 

product which received permission for 

commercial marketing or use under such 

provision of law before the filing of an 

application for extension? lsefyffl 

Yes J Does patent claim 

product? lStfaXtXA) > 
No 

Product Identically disclosed In another \ 

patent having earlier issuance date 

or which was previously extended? lStfaXtXMU) , 

Yes 
-W Defect noted 

product claimed in other patent 

with earlier Issuance date or which was 

previously extended? ]56fyf4J(B) 

Holder of patent to be extended 

has been or will become holder 

.o f the other patent? 156fy)ft)tBJtV 

Yes 
-*\ Defect noted 

No Holder of the other patent has 

been or will become holder 

of the patent to be extended? 

lSWWXlQ 

- * | Defect noted 



663 

1 I 

K Ooes patent claim a 
method of using product? y 

No / Identically disclosed or described In another \ 
\ patent having an earlier issuance date or which 
\ was previously extended? JUWWVUJ / 

Yes 
Defect noted 

No _ 
Product claimed In other patent with an earlier Issuance 

date or which was previously extended? IsefiUHfW y 
i / Is permission for the commercial marketing or use 

y e i / of tne product after such Regulatory Review Period 
I tne first permuted commercial marketing or use 
\ of the product under tne provision or law under 
\ widen such Regulatory Review Period occurred? 
\ i56(aXW 

Yes f 

[v 
_£ 

NO A 

No I 

A 

Ooes patent claim a method 
of manufacturing product? 156(a) , 

* 
Does method of manufacturing 
primarily use recombinant 
DMA technology 156(rtf5p\) & 0J 

NO 

, Yes 

Have other patents 
Been Issued widen 

— V claim the product? 
\ JS6MS//V 

Yes 

Hove other patents been 
Issued which claim tne 
method of using the product? 

Yes 

- H Defect noted | 

- H Defect noted | 

-*\ Defect noted | 

- H Defect noted 

- H Defect noted | 
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* 
Other patent may be issued 

which claims method of using the 

product for any known therapeutic 

purposes? J5&U&V 

kYes 

Is permission for the commercial marketing 

or use of theproduct after such Regulatory 

Review Period the first permitted commercial 

marketing or use of the product under the 

provision of law under which such Regulatory 

Review Period occurred? 156&X7W 

No 

•["Defect noted 

- W Defect noted 

No Is another method of manufacturing the product primarily 

using recombinant DNA technology claimed In a patent 

having an earlier issuance? 15e&tSJBXW 

Defect noted 

NO / i s 

<1 
there a patent for the product 
for a method of using the product? 

\ Yes 

A 
NO Is that patent held by the holder 

of the patent for the method of 
manufacturing? 156(aJ(5JpXV 

Yes 
Defect noted 

No, Is holder or person who controls the holder 
of that patent owned or controlled by the 
holder of the patent for method of manufacturing 

the produce or vice versa? JSifaEKtV 

Yes 
Defect noted 

Is permission for commercial marketing or use of the 
product after such Regulatory Review Period the first 
permitted commercial marketing or use of a product 
manufactured under the process claimed in the patent? 

JSStWW 

No Defect noted 
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Yet 

Yes 

Yes K 

the Approved product 

Identified? lStfiffUfy > 
NO 

» | Defect noted | 

Is the patent to be 

extended identified? J56fiOUB> T - * | Defect noted | 

Yes / Is each patent claim for the approved 
~~~\ product'or method of using or 

\ manufacturing it Identified? 156flfpX$) 

No 
- H Defect noted | 

Yes 

Does the application comply \ 
with the disclosure requirements 
of the Commissioner? I S W W / 

NO 

-*\ Defect noted 

Does the patent owner state that each other 
patent known wrdcrc 

L claims, or 
2. Identically discloses or 
3. describes 

the approved product or metnoa or using or 
manufacturing It is identified? 156fiffUP0) 

-*\ Defect noted I 

Does the patent owner state that all other 
products which nave received permission for 
commercial marketing or use and which are 

claimed In patenu noted In the previous toe 
are identified? 156(0X1X0) 

No 
- H Defect 

Does tne patent owner provide Information 
under 156(a) and (p) to enable determination of 
— eligibility for extension and 
— rights derived therefrom? 154)fflJ& 

*\ Defect noted] 
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Does tne patent owner provide information 
to enaoie tne Secretary of Agriculture or HHS 
to determine period of extension under 156(g)? Defect noted 

Yes , 
Is a Drlef description of activities undertaken 

during Regulatory Review Period with respect 
to approved product and significant dates given? 

lsefittWO 
Defect noted] 

Yes Is all patent and other information 
required by Commissioner provided? 

wxwv 
\ No 

Defect noted 

Walt for response from Secretory 
of Agriculture or H H S or 
expiration of patent. 

Yes 
Does the patent expire before 

a determination by the Secretary 

of Agriculture or HHS? 156(eX2) 

Commissioner extends term for 

periods up to one year If he determines 

patent Is eligible. 156(eXZ) 

_£. 

Letter containing 

all defects noted 

sent to applicant 

and Secretary. 

Corrections received 

from applicant 

| Date stamped | 

Forwarded to Patent Term 
Examination Section 

No special processing 

Does correction correct \ * * 

all noted defects? 

Copy of corrections 
prepared and sent 
to Secretary of HHS 
or Agriculture 

A 
Letter sent 

noting uncorrected 
defects. 
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SECRETARY'S REVIEW 

Within 30 days of receipt by Secretary 
Secretary must: 

Yes f 

11 
Has information been proviaeo to enaoie secretary or m s or 
Agriculture to determine tne perioa of tne extension? 156(qXlXE) 

Deteimlne applicable Regulatory Review Period 

* 

lS6(g> 

Notice to 
Commissioner 

X 

\ NO a 
Oefect noted 

Publication In 
Federal Register 

156fitt2X<Wl) 

Yes 

Within 90 days 
of receipt of 
peUUoa 

Is a petition submitted by 
anyone within 180 days of 
Federal Register publication 
snowing lack of due diligence 

during Regulatory Review Period? 

Yes 

Did applicant act wltn 
due diligence? 

Criteria; Was tne degree of attention, 
continuous directed effort and timeliness 
such as may be reasonably expected and 
ordinarily exercised during a Regulatory 
Review Period? 156(4X3) 

No further 
proceedings 

Applicable Regulatory 
Review Period adjusted 

is6(c«2x^D & mo 
snaisefcXi) 

L Notify Commissioner of determination 
2. Publish notice in Federal 

Register wltn basis for determination. 
i5t#amw) 

Is a request filed within 60 days of 
the Federal Register publication date by 
an interested person for an informal hearing? 

maxzxBxw 
No hearing | 
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Secretary notifies applicant 
and interested person. 156fif(2IBXlO 

Yes 
/ Old requester ask \ 
\ for late hearing? / 

\ jswmw I 

No 

Hearing new oy secretary within 
60 days of request Parties can 
participate. lStfaXZXBXll) 

Hearing held try secretary 
within 30 days of request 
Parties can participate. 

within 30 days of hearing 
Secretary affirms or revises 
determination. isetQRffiW 

± < What Is length of extension of term? 156(c) &i 

I > 

Extension of term is equal to the Regulatory Review Period for the approved 
' product which period occurs after the date the patent is issued: 

Except: 
1. The extension Is reduced by any period during which applicant for extension 

did not act with due diligence as determined under 156(d)(zXB). 

2. After reduction under (14 tne extension snail Include l/Z of the time In periods In 

- 156(oJ(lXBXi) 
-156(g)(2XB») 
-15fteX3XBXl) mcXtHD 

Commissioner notified Published in Federal Register 

Yes <z 
Forvaroea to Patent 

Term Examination 
Section 

I 
patent eligible for extension 

under 156(a)? > 
No 

- » | Letter denying extension | 
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Does period remaining In term 
Yes / after date of approval of the approved 

product when added to the Regulatory 
Review Period as revised under 156(CX1) 
and 156(cXZ) exceed 11 years? 156(0X3) 

Extension Is reduced 
to not exceed U years. 

1S6(CJM 

Commissioner determines 
rlgms derived from tne 

extension. 156(b) ana ISSfaXIXe) 

Period of extension 

as calculated above. 

Commissioner Issues Certificate of Extension 
for term under 156(cX l56(eXl) 

Certificate of Extension pieuaied under! 

1S&XV 

Certificate recorded In 
Official file of tne patent 

l5t(eXV 
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Rights derived from extension 

i 
Extension to Oe granted 

Yes <' Does patent \ 
claim a product? f 

NO 

Extended term limited to any 

use approved for approved 

product Before expiration 

of term. 1560XV 

Yes 
Does patent claim a 

' method of using a product? ' 

Extended term limited to any use 

claimed by the patent and approved 

for the approved product before 

expiration of term, !S6(bXZ) 

Does the patent claim a 

method of manufacturing 

a product? 156(bX3) 

Extended term limited to method 

of manufacturing the approved product 

156W) 

| No extension 
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The Regulatory Review Period 156(g) 
| For a drug product Is the sun of | 

Period beginning on date an exemption under 
subsections 50501507(d) or 5l2(p became 
effective for drug and ending on date an application 
as Initially submitted for drug under sections 351* 
505, 507, or 512, or the Vbus-Serum-Toxln Act 

or 

period beginning on date authority to prepare an 
experimental drug product under Vbus-Serum-Toxln Act 
became effective for the drug and ending on date an 
application was initially submitted for drug under section 351, I 

505,507, 512 or the Virus-Serum-Toxin Act 

lsegXlXBXUW 

I 
and and 

period beginning on date application was 
Initially submitted for tne approved product under 
section 351, section 505(b), section 507 or section 512 
or Vbus-Serum-Toxln Act and ending on date application 
was approved under applicable section of Act. lStfgXlXBXW 
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For a food or color additive Is trie sum of 

156QPXB) 

period beginning on date a major health or environmental effects test 

initiated and ending on date petition initially submitted on the product 

under the Federal Food, Drug, and Cosmetic Act requesting issuance of 

a regulation for use of the product JS6&tZWJV 

1 

and 

I 

period beginning on date petition Initially submitted on the product under Federal 

Food, Drug, and Cosmetic Act requesting Issuance of a regulation for use of the product 

and ending on date regulation became effective or If objections were filed, on date 

objections resolved and commercial marketing permitted, or I f marketing permitted 

end later revoked pending further proceedings, ending on the date proceedings 

resolved and commercial marketing permitted. 156(gJ(?XBXty 

For a medical device is the sum of: 

isewm 

period beginning on date a clinical Investigation on humans involving tne device 

was begun and ending on date application initially submitted with respect to the 

device under section 515 lSeQXXBXD 
I 

and 

I 

period beginning on date application initially submitted with respect to device under 

section 515 and ending on date application approved under Act or period beginning 

on date notice of completion of product development protocol was Initially submitted 

under section 515(0(5) and ending on date protocol declared completed under section 515(fX6X 

mama 
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Limitations of the periods for a drug product, food or color additive or medical device are 
1560(4) 

I 
i f patent issued after date of enactment, the period of extension may not exceed S yean 

If patent issued Derore date of enactment ana 

1-no exemption request submittal; 

11-no experimental drug product request submitted 

111-no major nealtn or environmental effects test 

Initiated ana no petition for a regulation or application 

for registration submitted; 

lv- no clinical Investigation oagun or product development 

protocol submitted before date for approved product, 

tne period or extension may not exceed s years 

1560PHB) 

I 
if patent issued before date of enactment and action in box immediately above 

was taken before enactment of section on approved product and commercial 

marketing or use has not been approved before date of enactment,, period of 

extension may not exceed 2 years. 156(gXsXC) 
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84-50 

STATEMENT BY THE 
AMERICAN nEOERATION OF LABOR AND CONGRESS OF INDUSTRIAL ORGANIZATIONS 

TO THE HOUSE SUBCOMMITTEE ON COURTS, CIVIL LIBERTIES, AND THE 
ADMINISTRATION ON JUSTICE, COMMITTEE ON JUDICIARY ON 

l-LR. 3605, GENERIC DRUG - PATENT TERM RESTORATION 

June 27,1984 

The AFL-CIO would like to take this opportunity to commend you for holding hearings 

on the Abbreviated New Drug Application (ANDA) - Patent Term Extension legislation. 

Organized labor urges the members of the Subcommittee to support this legislation which 

would resolve the long-standmg problem of making generic drugs available to all Americans 

at low cost while dealing fairly with the patent rights of drug manufacturers. 

The AFL-CIO strongly supports this legislation which, if passed, will make as many as 

125 prescription drugs available to consumers in generic form and save purchasers $1 billion 

over the next 12 years. Although the AFL-CIO has had deep reservations about the issue of 

patent extension, we are pleased that the sponsors of this legislation were able to develop a 

compromise that would expedite the approval of generic drugs and allow manufacturers to 

make up time lost on their patents as a result of pre-market approval, without extending the 

current 17 year time limit. 

As a nation, we now spend $350 billion on health care services. Over $20 billion is 

spent on drugs and 80 percent of this amount is paid for out-of-pocket by health care 

consumers who are extremely vulnerable to increases in the cost of prescriptions. Since 

1980, drug prices have risen by a total of 37 percent, compared to a 13 percent increase for 

other commodities in the Consumer Price Index (CPI). According to the U.S. Bureau of 

Labor Statistics, In 1983 the price of cardiovascular medicines rose by 12.5%, sedatives 

increased by 22% and the price of cancer therapy drugs rose by a whopping 24%. 

Employers who are faced with health insurance premiums rising at annual rates of 25 

to 40 percent are pressuring organized labor to accept reductions In collectively bargained 

health care benefits. There has been pressure on labor at the bargaining table to drop drug 

coverage, discontinue payment for eyeglasses and cut back on preventive care services. The 

AFL-CIO has been working with its affiliated local and international unions to develop 
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initiatives which will reduce health care costs without reducing benefits. These initiatives 

Include providing coverage In contracts for preadmission testing, preadmission certification, 

mandatory second surgical opinion, preventive care and early diagnosis and treatment. 

Unions which have made, or are in the process of making, provision in their contracts to 

cover the cost of generic drugs, often find that many of the most frequently prescribed 

drugs do not yet have on the market approved generic substitutes. 

By allowing manufacturers of generic drugs to file a scaled-down drug application, 

called an ANOA, this legislation would remove the duplicative testing requirements that 

prevent a generic drug from coming on the market for up to 3-5 years after the patent of an 

equivalent brand name drug expires. This delay works to the disadvantage of the consumer 

by perpetuating the monopoly the original manufacturer has had on a brand name drug and 

giving the manufacturer leeway to keep prices high. 

The AFL-CIO believes that if the Food and Drug Administration certifies that generics 

are chemically and therapeutically equivalent to brand name drugs, which have already been 

approved, they ought not to be required to perform additional and costly tests before being 

allowed to penetrate the market. Consumers have been waiting far too long for legislation 

to be passed which would expedite the approval process of generic drugs. 

We are encouraged that the majority of the Pharmaceutical Manufacturers Association 

(PMA) has endorsed this bill. In the past, organized labor has taken the position that patent 

term extension legislation is anti-competitive, forces consumers to pay top dollar for 

prescription drugs and prevents lower cost substitutes from coming on the market. We are 

prepared, however, to support the provisions of this bill which would allow manufacturers 

whose drugs were approved prior to their product coming onto the market to make up for 

t ime lost on their patent, in exchange for shortening the approval process for generic drugs. 

However, if the patent term provisions are expanded in any way, we would be forced to 

reevaluate our support for this legislation. 

Thank you for giving us the opportunity to share our views on this issue with the 

Subcommittee and we urge you to contact us if we can be of further assistance on this Issue. 
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CABLE: A I » F O P « " 

TCLCCO^ICn: (Z02) A7Z-6710 

TELEX: « » - I T J » 

JAMES F. FITZPATR1CK 

CI9ECT LINE: (202; B72-eB7S 

A R N O L D & P O R T E R 
1200 NEW HAMPSHIRE AVENUE, N. W. 

WASHINGTON, O. C. 2 0 0 3 G 

(202) 872-6700 

J u l y 2 3 , 1984 

1700 UMCOLM STNCCT 

OCNVCR, COLORADO S 0 2 0 3 

( 3 0 3 ) S S 3 - I O O O 

The Honorable Robert w. Kastenmeier 
Chairman 
Subcommittee on Courts, Civil 
Liberties and the Administration 
of Justice 

2232 Rayburn House Office Building 
Washington, D. C. 20515 

Dear Chairman Kastenmeier: 

In response to your request of July 6, 1984, we 
are enclosing answers to those questions which were 
addressed to the "second panel," i..£., the coalition 
of research-based pharmaceutical companies. If you 
wish, we are prepared to provide additional informa
tion in response to the questions that were propounded 
or to discuss them in person with members of the Com
mittee or its staff. We would of course be pleased to. 
answer any other inquiries. 

\\ 
Sincerely, 

James F. Fitzpatrick_, 

Enclosures 

Members, Subcommittee on 
Courts/ Civil Liberties 
and the Administration of Justice 

David Beier, Assistant Counsel 
Thomas Mooney, Minority Counsel 
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Question 1(a): 

Doesn't the bill really amount to a clarification 
of the case law — pre-Bolar — that parties could experi
ment with patented products? By analogy, didn't the 
Supreme Court do the same type of thing when it read 
the concept of "fair use" in copyright law to include 
some types of home taping? 

Answer: 

First: H.R. 3605, which would reverse Bolar, does 

not represent a "clarification of the case law" — as the 

question states, rather it totally reverses the doctrine 

of "experimental use" as that body of law has developed 

over the last 200 years. In Bolar, the District Court 

found that "[Bolar's] experimentation is commercial 

preparation . . . for post-expiration competition." 

Roche Products, Inc. v. Bolar Pharmaceuticals Co., Inc., 

572 F.. Supp. 255, 257 (E.D.N.Y. 1983), rev'd, 733 F.2d 

858 (Fed. Cir. 1984) (emphasis supplied). When the Court 

of Appeals analyzed the doctrine of "experimental use" 

in light of that finding, it concluded that the "experi

mental use" exception was never intended to encompass 

experiments conducted with a business purpose in view. 

Roche Products, Inc. v. Bolar Pharmaceuticals Co., Inc., 

7.33 F.2d 858 at 862-63 (Fed. Cir. 1984). The fact is 

that Bolar did not create new law, but reaffirmed a 

long standing rule. 
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Second: the question also implies that there is an 

analogy between the "fair use" doctrine in copyright law 

as described in Sony Corp. v. Universal City Studios, 

104 S. Ct. 774 (1984) and the infringing activities 

involved in the Bolar case. However, there is an over

riding difference between the two. The activity in Sony 

involved noncommercial home recording television broad

casts for later viewing at home (i-e_. , "time shifting") . 

By contrast, the patent infringement in Bolar (which 

would be legalized under Section 202 of H.R. 3605) was 

done for strictly commercial purposes. 

When the Supreme Court in Sony decided that home 

recording was within the "fair use" exception to copyright 

protection, it laid great stress on the noncommercial 

nature of that "time shifting." In evaluating the defense 

that a copyright infringement is within the "fair use" 

exception, the Court said that -the very first factor to 

be considered is, 

" . . . that'the commercial or nonprofit 
character of an activity' be weighed in 
any fair use decision. If the Betamax 
were used to make copies for a commercial 
or profit-making purpose, such use would 
presumptively be unfair." Sony Corp. v. 
Universal City Studios, supra, 104 S. Ct. 
at 792. 

would be taken away and transferred to a competitor for 

use in securing a business advantage over the patentee. 
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After observing that, "time shifting for private 

home use must be characterized as a noncommercial, non

profit activity," ^d-, the Court laid down the following 

"[E]very commercial use of copyrighted 
material is presumptively an unfair 
exploitation of the monopoly privilege 
that belongs to the owner of the copy
right, [but] noncommercial uses are a 
different matter." Id. at 793 (emphasis 
supplied). 

The contrast could not be sharper between the 

private, noncommercial use of the copyrighted works in 

Sony and the plainly "commercial purposes" of the in

fringement in Bolar. Bolar, supra, 733 F.2d at 863. 

As the Bolar Court of Appeals declared: 

"Bolar's intended 'experimental* use is 
solely for business reasons and not for 
amusement, to satisfy idle curiosity, or 
for strictly philosophical inquiry. 
Bolar's intended use of flurazepam hcl 
to derive FDA required test data is thus 
an infringement of the '053 patent. 
Bolar may intend to perform 'experiments,' 
but unlicensed experiments conducted with 
a view to the adaptation of the patented 
invention to the experimentor*s business 
is a violation of the rights of the 
patentee to exclude others from using 
his patented invention." Id. 

•No doubt exists as to the commercial nature of the 

activities that would be sanctioned under Section 202 of 

the bill. Rights that are now the property of the patentee 
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Question 1(b): 

Assuming for the sake of argument that H.R. 3605 
does constitute a taking, couldn't we easily resolve this 
problem by providing a compulsory license (wherein the 
pioneer company would receive payment for this limited 
use by the generic)? 

Answer: 

Where there has been a taking of property, the 

Fifth Amendment requires payment of "just compensation." 

As the Supreme Court has held, "just compensation" means 

that the payment "must be a full and perfect equivalent 

for the property taken" Monongahela Navigation Co. v. 

United States, 148 U.S. 312, 326 (1893). The owner must 

be put in as good a postion monetarily as if his property 

had not been taken. United States v. Reynolds, 397 U.S. 

14, 16 (1970); United States v. Miller, 317 U.S. 369, 373 

(1943) . 

Under those controlling standards, it would be 

unrealistic to assume that compulsory licensing at some 

arbitrarily designated rate would suffice as "just com

pensation," because the perfect equivalent of what is 

taken is the full value of the exclusive use of that 

property, not its mere value for licensing purposes. 

Payment of a nominal amount would not meet the consti

tutional requirement. Loretto v. Teleprompter Manhattan 
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CATV Corp., 458 U.S. 419 {1982). Indeed, the Court'of 

Appeals in Bolar was "skeptical" to the suggestion that 

Roche's damages might have been nominal, and it observed 

that "the economic injury to Roche is, or is threatened 

to be, substantial, even though the amount of material used 

in the tests was small." Roche Products, Inc. v. Bolar 

Pharmaceutical Co., supra. 733 F.2d at 866. 

The problem of calculating the perfect equivalent 

in monetary terms of valuable patent property which generic 

competitors are seeking to obtain and exploit commercially, 

would be bound to generate substantial claims litigation. 

The potential cannot be ignored that the government would 

have to pay very large sums for each such "taking." under 

the statute. Even if some independent procedures were 

devised to relieve the burden on the courts, the admini

strative process would still be complex and costly given 

the likelihood of numerous and substantial claims. See 

Hawaii Housing Authority v. Midkiff, 104 S. Ct. 2321, 

2326 (1984). Unlike the usual eminent domain case, here 

the government would lose control over the number and size 

of the claims to which it would become subject, since it 

will, in effect, have delegated to the generic companies 

the decisions as to the identities and numbers of patents 

to be subjected to a Section 202 taking. 
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Furthermore, the suggestion of "compulsory 

licensing" of patents is bound to raise profound ques

tions of patent policy. Not the least of them concerns 

the impact on, and credibility of this country's posi

tion in negotiating international protection of in

tellectual property with Third.World nations. As 

declared in the New Jersey Patent Law Association's 

Statement dated June 26, 1984 on H.R. 3605: 

"Government and industry representa
tives of this country have for years 
preached throughout the world the evils 
of laws which deny or disregard deserved 
and necessary property rights in any form 
related to intellectual property. A 
recent example is the long and frustrating 
debate surrounding the revision of the 
Paris Convention and our leadership role 
in trying to dissuade the Third World 
developing countries from authorizing 
certain forfeiture and compulsory li
censing provisions, a number of which 
would have less economic impact on 
patent holders and research companies 
than the proposed legislation. In 
denying recognition of an independent 
right in the valuable asset constituting 
the data base of an approved NDA, and 
in providing for a forfeiture and com
pulsory licensing result, the legislation 
in considerable measure adopts the atti
tudes of many Third World and Eastern 
Bloc countries. If this legislation 
passes in its current form, our political 
credibility in the world intellectual 
property community will be severely 
damaged." 
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Finally, it should be kept in mind that the gran-. 

to a competitor of a compulsory license is a concept 

usually reserved to remedy serious violations of law 

— a remedy used against those who have abused their 

patent rights. Hartford-Empire Co. v. United States, 

323 U.S. 386, clarified, 324 U.S. 570 (1945). It would 

be fundamentally unfair to apply this essentially puni

tive concept against those who have acted lawfully and 

in reliance on the provisions and intent of the patent 

laws. 

We need only recall the unfortunate experience of 

Canada which followed the advent of compulsory licensing 

of pharmaceutical patents in that country in order to 

realize the serious effects on research and development 

to which compulsory licensing can lead. Canada had an 

active pharmaceutical research industry before compulsory 

licensing was introduced. Now, that industry is substan

tially diminished. As Mr. Stafford testified at the hearing, 

compulsory licensing "undermin[ed] the incentives for 

research . . . in Canada where it virtually destroyed the 

system." Testimony of John R. Stafford, June 27, 1984, 

Transcript, p. 108. Indeed, as we understand it, the 

Canadian authorities are actively engaged in seeking to 

undo that legislative experiment in compulsory patent 

licensing. 
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Question 1 (c) : 

With respect to the Klein claims, isn't it true 
that the cases cited stand for the proposition that 
Congress may not reverse a pending court decision by 
totally depriving all Federal courts of jurisdiction 
to hear cases? For-example, in Klein the Congress had 
attempted to deprive the Supreme Court and the Court of 
Claims of jurisdiction over claims against the.government 
by former supporters of the Confederacy who had received 
a Presidential pardon. Thus, isn't that case distinguish
able as involving both court stripping and an infringement 
on the Executive's authority to issue pardons? 

Answer: 

This question calls for an interpretation of United 

States v. Klein, 80 U.S. 128 (1872) on the assumption that 

it is the basis of the coalition's constitutional argument. 

It is not. The analyses presented by Professors Dorsen and 

Monaghan are based on the demonstrated proposition that 

Section 202 of H.R. 3605 would constitute a taking of 

property within the meaning of the Fifth Amendment. In 

light of the Supreme Court decision in Ruckelshaus v. 

Monsanto, 52 U.S.L.W. 4886 (1984), that point cannot 

seriously be disputed. 

Klein would of course provide a wholly independent 

basis for challenging the legislation insofar as the bill 

reverses the rule of decision in the ongoing Bolar litiga

tion itself. To do so would, as the Supreme Court indicated 

in Klein, allow the legislative branch to prescribe rules 
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of decision to the judicial branch in cases pending before 

the courts. Such action would "(pass) the limit which 

separates the .legislative from the judicial power." 

United States v. Klein. 80 U.S. 128, 147 (1872). However, 

the issues raised by Section 202 go far beyond the sepa

ration of the judicial and legislative powers in a single 

case. Our more fundamental concern is the impact which 

Section 202 would have on all existing drug patents — 

and the constitutional Implications that would be raised 

under the taking clause of the Fifth Amendment. 
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Question 2: 

If we accept your arguments on Roche v. IJoljir, 
doesn't it necessarily follow that Congress can never 
diminish the intellectual property rights of a person 
once they have been granted? If this is so, how could 
the Supreme Court so easily deprive the movie industry 
of copyright interests in Sony v. Betamax? 

Answer: 

This question is answered in large part by our 

response to the first question of the series, but allow 

us a slight elaboration at the risk of repetition. 

First, the Supreme Court did not "deprive" anyone 

of copyright interests in Sony Corp. v. Univeral City 

Studios, supra. All that was involved in that case was 

noncommercial private home viewing by individuals. Had 

the Supreme Court been faced in that case with commercial 

use of copyrights for competitive purposes, there can be 

little question that the basis for the 5:4 raajority holding 

that private viewing was "fair use" would have disappeared. 

As the majority opinion declared, 

"If the Betamax were used to make copies 
for a commercial or profit-making purpose, 
such use would presumptively be unfair." 
Sony Corp. v. Universal City Studios, 
supra at 792. 

Second, the Fifth Amendment does in fact prohibit 

Congress from taking property from any person without 

compensation. In this respect there is no distinction 
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between tangible property or intellectual property. Both 

categories share the same constitutional protections. 

Just a few weeks ago the Supreme Court decided in 

Ruckelshaus v. Monsanto, supra, that Monsanto's trade 

secrets were a form of intellectual property whose taking 

was subject to the protections of the Fifth Amendment. 

As to patent rights, the Supreme Court's earlier admoni

tion in William Cramp & Sons Ship & Engine Building Co. v. 

International Curtis Marine Turbine Co., 246 U.S. 28, 

39-40 (1918) bears repeating: 

"rights secured under the grant of letters 
patent by the United States were property 
and protected by the guarantees of the 
Constitution and not subject therefore to 
be appropriated even for public use without 
adequate compensation.n 
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Question 3; 

Do the members of the Research Coalition uniformly 
oppose any changes in the Abbreviated New Drug Approval * 
process? Isn't that the reason for your opposition to 
the bill? 

Answer: 

The members of our coalition strongly endorse the 

objectives of H.R. 3605, which of course include accelerat

ing the availability of safe and effective generic drug 

products. We believe, however, that the legislation as 

introduced contains a number of provisions that are un

necessary to accomplish its objectives, and create serious 

disincentives to research that will adversely affect the 

development of new drug therapies. Our coalition has 

proposed a limited number of amendments that address the 

problems we have identified. If these amendments are 

adopted, our coalition would strongly support H.R. 3605, 

including the provisions that establish a process for 

Abbreviated New Drug Applications. 

It is important to note that our coalition is not 

alone in identifying problems with the current version of 

H.R. 3605. In testimony on H.R. 3605 and its Senate 

equivalent, S. 2748, the Patent and Trademark Office and 

the Food and Drug Administration -- the agencies charged 

with implementing the legislation — both expressed serious 

reservations of their own. Indeed, it is interesting to 

note that the concerns expressed by the two agencies, when 

taken together, are nearly identical to concerns that have 

been consistently expressed by this coalition. 
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Question 4: 

H.R. 36.05 provides for limited patent extension 
for drugs which have been patented and which were approved 
by FDA after 1982. Do you support this coverage of drugs 
in the pipeline? Is it fair to provide an extension for 
these drugs when the basic investment decisions have already 
been made li..e_-« isn't coverage of pipeline drugs a 
windfall to some companies) ? 

Answer: 

There are several sections of H.R. 3605 that provide 

an extension of market exclusivity- One set of provisions 

authorizes up to two years of patent restoration for pipeline 

drugs not yet approved by FDA, while another section — the 

so-called "transition provision" — prohibits FDA from grant

ing ANDAs for a period of 10 years for a limited category 

of drugs first approved by FDA after January 1, 1982. 

Drugs approved by FDA prior to the passage of the 

bill, as well as drugs currently in the pipeline, were 

developed with the expectation that prospective competitors 

would have to file full NDAs to receive FDA approval, and 

our'investment decisions were made on that basis. This 

bill, of course, substantially changes the rules for FDA 

approval, and it is entirely possible that some of these 

drugs will never recover their investment. We therefore 

support both the pipeline provision and transition pro

visions in principle, since they are intended to compensate 

for these changes. 
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As we have consistently noted, however, we do have 

a problem with the language of the bill's transition pro

visions, which we believe is too narrow. As drafted, the 

bill only protects new active ingredients, thus benefiting 

a handful of products. It discriminates against those 

companies that invested in research in areas such as new 

indications, new dosage forms, new delivery systems and 

innovative formulations by excluding such products from 

the transition provisions. 
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Washington, D. C. 20515 

Dear Mr. Chairman: 

In response to your request, enclosed are PMA's 
answers to your additional questions for the hearing record on 
patent term res torat ion. 

Please contact roe if you have any further questions 
or need additional information with respect to this legis la t ion. 
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1. Question: Does this bill in effect create a disincentive 
for pursuit of subsequent use patents by not providing for 
patent term extension once a prior product patent has been 
granted an extension? 

For example, if drug Beta has been granted a product 
patent and is used for the treatment of heart failure 
and granted an extension, there would be less incentive 
to try to invent a new patented use for Beta (such as 
for infant diabetes) because the regulatory review period 
for the second use would not produce any patent term 
extension. Therefore, some will argue that research 
projects will be inappropriately oriented towards new 
product patents and not enough to subsequent use patents. 

Answer: We do not believe the bill creates a disincentive 
for pursuit of subsequent use patents; but it is also true that 
the bill does not create the same kind of incentive for later 
use patents as it creates for the first patent relating to the 
product. We would have preferred fewer restrictions on patent -
term restoration but, because the bill represents a compromise 
between various interests, we were not able to achieve all of 
our preferences. Overall, the bill will increase incentives 
for R&D across the board. 

2. Question: The bill provides the Commissioner of 
the FDA with authority to exclude others from the marketplace 
for certain unpatentable substances (such as lithium) if a 
new drug application has been approved. What is the purpose 
of this provision? Who will benefit from it? . What are the 
antitrust implications of such a grant of market exclusivity? 
Doesn't this provision create a new second class four year 
patent administered by a Federal agency outside of either 
PTO or the Department of Justice? 

Answer: The bill provides that abbreviated new drug 
applications for unpatentable products cannot be approved for 4 
years from the date of approval of the pioneer NDA. A company 
wishing to market a competing product within that four years 
would have to obtain a full NDA. 

This provision is in the bill to provide patent-type 
incentives to develop new drugs that are unpatentable for whatever 
reason. Beneficiaries will include those patients who will 
benefit from unpatentable medicines that otherwise might not 
have been developed and marketed. The orphan drug legislation 
enacted in the last Congress included a similar provision for 
unpatentable compounds which are used to treat certain diseases 
that do not affect large populations. No antitrust or other 
problems have been raised with respect to that legislation. 
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3. Question: Please explain the derivation of the 14-year 
rule and the five-year cap and how they will work? 

Answer: The 14-year rule and the 5-year cap were 
compromises reached in the negotiations that resulted in the 
combined ANDA/Patent Term Restoration bill. The 5 year cap 
means that the amount of patent term restoration can never 
exceed 5 years. In earlier versions of the bill, the cap was 
seven years. The 14 year rule means that no patent term restoration 
can result in an effective patent life of more than 14 years. 
If a product's effective patent life would be 14 years or more 
without any restoration, it would not receive any restoration. 

4. Question: What is the nature and extent of the problem 
we heard so much about last Congress — "evergreening"? 

Answer: We agree with the Commissioner of Patents 
and Trademarks that concerns over "evergreening" — obtaining 
subsequent patents on a product in order to perpetuate market 
exclusivity — are exaggerated. Subsequent patents for new 
uses, for example, are quite legitimate and should be encouraged. 
Therefore, we have argued that the limitations in the bill 
designed to deal with the perceived problem of evergreening are 
unnecessary and excessive. We agreed to their ultimate inclusion 
as part of the compromise which produced a bill which overall 
will produce net incentives for innovation. 

39-709 O - 85 - 23 
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5. Question: This bill provides for patent expansion 
for some drugs whose patents have already been granted. As to 
these drugs the bill differs from my bill last Congress; can 
you explain how this coverage will serve as an incentive for 
innovation when the invention has already occurred? How did 
you reach the 1982 to date of enactment cut off date? 

Answer: For patented products which have not been 
marketed at the time of enactment, up to two years of extension 
is available if the regulatory review period has begun. If the 
regulatory review period has not begun, up to 5 years is possible. 
For these products that are patented as of the date of enactment, 
the "invention" may have occurred, but the very substantial and 
costly task of developing the patented compound into an FDA 
approved product will not have been completed. Reevaluations 
and decisions regarding the wisdom of continued investment 
occur throughout the preclinical and regulatory review periods. 
For every 10 products that enter phase I testing, only one 
results in an NDA being filed. 

The second question addresses a different provision in 
the bill that would provide that abbreviated applications may 
not be approved for 10 years after NDA approval for drugs first 
marketed between January 1, 1982 and the date of enactment. 
This is a relatively short transition provision to assure that 
generic applications will not be approved the day after enactment 
of the legislation for pioneer drugs that have been marketed 
for a relatively short time. While any date delimiting such a 
transition period is admittedly arbitrary, the bill's sponsors 
decided upon 1982, the year in which the patent term restoration 
concept first received serious consideration in the U.S. Congress. 
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6. Question: The bill seems to hold in abeyance the 
approval of an ANDA for up to 18 months when a valid patent is 
in question. See page 26, lines 2-3. Why shouldn't we merely 
provide that the pioneer drug company may seek a preliminary 
injunction against a company seeking an ANDA for a product 
covered by an existing patent? 

NOTE: Any such provision would have to clarify that 
Congress intends that the regular civil law standards 
apply to such injunction applications (e.g. irreparable 
harm and likelihood of success on the merits). Under 
current case law patent holders must prove "beyond 
question" that their patent is valid before they can 
obtain relief. 

Answer: Experience has shown that a preliminary 
injunction in a patent infringement action is virtually 
impossible to obtain. Even with a revised judicial standard 
for preliminary relief, PMA companies remain doubtful that the 
courts would enjoin infringers prior to a final court determination 
on the merits. 

In view of the tremendous risks and costs inherent in new 
drug development and the relatively limited costs facing a 
generic company wishing to challenge a patent, it is important 
that the legislation include a mechanism to prevent the generic 
company from funding an infringement lawsuit out of sales of 
the product during the litigation. The compromise reached in 
the bill provides that if a generic company intends to challenge 
the validity of a patent, it cannot market its product prior to 
the expiration of an 18-month period beginning with ANDA 
submission if the pioneer company brings a lawsuit which is not 
decided during that 18-month period. 

7. Question: Is the basic purpose of this legislation 
to spur increased research and development? If so, couldn't we 
get more bang for the buck through tax credits, etc.? 

Answer: The principal purpose of Title II of the 
legislation is to spur increased research and development of 
new drugs by providing for limited patent restoration. Existing 
tax credits and other incentives apply across-the-board to all 
industries. Pharmaceutical products as a class are unique in 
having less than half their patent life remaining after government 
approval for marketing. This legislation would cure some of 
that inequity by restoring a part of that lost patent life and, 
along with it, some of the incentive for pharmaceutical R&D 
that has been eroded over the past two decades. 
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8. Question: The bill has the net effect of overruling 
the recent Court of Appeals decision in Roche v. Bolar. Please 
explain why this change is necessary. Second, if the goal is 
to permit generics to commence limited testing shortly before a 
drug goes off patent — shouldn't we limit this type of "experimental 
use" to 2 years? 

Answer: The sponsors and supporters of the legislation 
have agreed from the beginning that generic products should not 
be approved for marketing prior to the expiration of a valid 
patent as extended under the legislation. In return, there has 
been a compromise agreement that preapproval testing could be 
conducted prior to the expiration of the patent, as extended, 
so that marketing could begin immediately thereafter. Therefore, 
the bill reverses the Roche v. Bolar decision to permit a generic 
company to "use" a patented product for the limited purpose of 
completing the testing necessary for FDA approval. 

Since bioequivalence testing typically takes less than, 
two years, a limitation on testing to the last two years of a 
valid patent should not be objectionable in principle, except 
for the difficult question of determining the validity of a 
challenged patent. 
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9.- Question: The PMA testified before Congressman Waxman 
that there were 6 prerequisites to an acceptable ANDA bill." 
Have these conditions been met? Second, the bill provides a 
period of market exclusivity of 10 years for drugs approved 
between .1982 and date of enactment, how were these dates chosen? 
Why was 10 years used when in 1979 the Senate approved 7 years, 
and the Carter Administration urged 5 years? 

Answer: In July of 1983, PMA testified before the 
Health Subcommittee on a brief one page bill that would have 
permitted ANDAs for post-1962 new drugs without any standards,, 
restrictions, or transition period. Although the new 30 page 
proposal contained in Title I of H.R. 3605, as amended, does 
not meet all of the specific prerequisites noted in our earlier 
testimony, it is an acceptable compromise, especially considering 
that it is balanced by the salutory provisions of Title II, 
which of course was not part of Congressman Waxman's original 
proposal. 

The ten-year marketing exclusivity provision is a transition 
period designed to assure that generic applications will not be 
approved immediately after enactment for pioneer drugs that 
have been marketed for a relatively short period of time. It 
will not apply at all to post-enactment approvals, but patent 
term restoration will become effective at that time, lessening 
the need for a continuing phase-in cushion. While any date 
delimiting such a transition period is admittedly arbitrary, 
the bill's sponsors decided upon 1982, the year in which the 
patent term restoration concept first received serious consideration 
in the U.S. Congress. Obviously, PMA's preference would have 
been a broader transition period. 

The ten years is no more arbitrary than the 5 or 7 year 
periods mentioned in the question or the 15-year period suggested 
by an FDA executive several years ago. The principal differences 
between the earlier suggestions and the 10 year provision in 
the bill are that (a) the 10 years is limited to drugs approved 
during a discrete period of less than three years and (b) the 
Waxman ANDA provisions must be considered and evaluated along 
with the patent term restoration provisions of Title II, which 
of course were not part of the earlier proposals. 
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10. Question: The ANDA part of the bill will apparently 
open up a large market for generic manufacturers (e.g., 10 
of the top 51 drugs which are to go off patent before 1986 
have sales of over 1.34 billion dollars). Given that the 
major pharmaceuticals already control a large portion of the 
generic market in their own right, who will be the major bene
ficiaries of this legislation in the corporate world? 

Answer: Beneficiaries will include research-based 
manufacturers who will have increased incentives for R&D resulting 
from patent term restoration, and companies marketing follow-on 
products who will be able to obtain ANDA approval more quickly 
from the FDA. Although research-based companies who decide to 
market products under ANDAs will benefit from the ANDA aspects 
of this legislation, this fact has had no apparent impact on 
the support of generic companies for the legislation. 

The most important beneficiary of this bill is the consuming 
public who will benefit both from increased incentives for new 
medicines and from increased competition among manufacturers of 
established medicines. 

11. Question: Section 101(b) of the bill provides that 
venue will lie only where the defendant resides or has his 
principal place of business. Why was this approach to venue 
taken in contravention of the general venue statute? Under 
the bill could a court transfer venue to a more convenient 
court? 

Answer: The bill stipulates that any declaratory 
judgment action by the infringer is to be brought in the judicial 
district where the patent holder defendant has its principal 
place of business or a regular and established place of business. 
Thus the patent owner would not be subject to suit in every 
judicial district in which it is doing business as provided in 
the general venue statute. This limitation is balanced by the 
limited venue choices of a patent holder who elects to bring an 
infringement action under the bill. The bill is not intended 
to preclude a court from transferring venue to a more convenient 
court. 
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12. Question: The bill provides for a reduction of 
the possible patent terra extension if the application failed 
to exercise due diligence (meaning the degree of attention, 
continuous directed effort, and timeliness as may be reasonably 
expected from, and are ordinarily exercised by, person during 
a regulatory review period). Can you provide some examples 
of what would and would not constitute due diligence? 

Answer: The Report of the House Energy and Commerce 
Committee states: 

The Committee established a system for review of due 
diligence that requires the minimal amount of federal 
agency personnel time. The goal of the system is to 
assure that obvious delays during regulatory review, 
such as a prolonged period when human clinical trials 
on a drug product are not being conducted, are not 
counted towards patent extension. The system is not 
intended to cause a review of every action, but to 
identify significant periods of time when the loss of 
patent term resulted solely from the applicant's 
failure to pursue approval. Delays caused by the 
temporary unavailability of necessary testing 
facilities, or a scientific dispute involving tests 
required for approval or the interpretation of those 
tests, are examples of delays which can reasonably be 
expected to occur and would not be a basis for 
finding a lack of due diligence. 
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PREPARED STATBMBNT OF 
WTLLTAM R. SOanYLKR. JR. 

My name Is William E. Schuyler, Jr. For more than 40 

years, I have been extensively involved in the patent profession 

in both the public and private sectors. During the period 1969-

71, I served as the Commissioner of Patents and during that term 

represented the D.S. in negotiating the Patent Co-operation 

Treaty. I was appointed Ambassador and Head of the U.S. 

Delegation to the 1981 session of the Diplomatic Conference for 

Revision of the Paris Convention for the Protection of Industrial ! 

Property. 

I am appearing today at the request of a coalition of 

many of our nation's leading research based pharmaceutical 

companies who asked me to review E.R. 3605 and provide the 

Committee with mjt views on the content and practical application 

of the bill in light of my experience in patent prosecution, 

litigation, international negotiation, and as a former 

Commissioner of Patents. 

At the outset, let me make three key points: 

o Provisions of this bill encourage premature litigation by 

patent owners in many situations where substantive commercial 

controversies will not later materialize. 

o By denying extension to many patents on worthy inventions, 

the bill in its present form is a very real disincentive to 

research in those areas. 

o By compelling the Executive Branch to disclose trade 

secrets of U.S. manufacturers to. foreign competitors, that Indus-
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try and our economy will be adversely affected by a loss of jobs 

and by an unfavorable change in the balance of trade. 

Patent Litigation 

I would first like to focus on the provisions of Title I 

relating to patent infringement and validity issues. Provision 

is made for an Abbreviated New Drug applicant to notify a patent 

owner that an application has been submitted to obtain approval 

to engage in commercial manufacturing of a patented drug before 

the applicable patent expires. For forty-five days after such 

notice, the applicant is precluded from seeking a declaratory 

judgment that the patent is invalid or not infringed. If the 

patent owner sues the applicant for patent Infringement within 

the forty-five day period, then approval of the ANDA will be 

delayed until the litigation is decided, but in no event more 

than 18 months. As the Committee is well aware, trial of complex 

civil suits, like patent suits, is almost never completed within 

18 months. An average pendancy of four years would be a better 

estimate, due primarily to congestion in the courts. 

Because the applicant may serve such notice at the time 

of first submitting an ANDA to the Pood and Drug Administration, 

applicants will, at minimal expense, have the opportunity to 

serve the notice with respect to inumerable drug products. 

Patent owners will likely respond to virtually every notice by 

filing suits for patent infringement — for a couple of 

reasons: First, failure of the patent owner to respond may 
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support an estoppel or laches defense in subsequent litigation. 

Second, the eighteen-month delay in approval of the.infringing 

product will afford short term protection to the patent owner. 

As a result, it is likely that the courts will be inun

dated with patent litigation of issues that will not necessarily 

result in commercial controversies. That will certainly 

complicate the current congestion in the Federal Courts, and 

cause even longer delays in civil litigation. 

This bill is saving generic manufacturers a number of 

years and tens of millions of dollars now required to obtain 

approval of a new drug application by permitting them use of the 

data generated by the innovator. Even a two year delay of 

approval of an ANDA from the submission of a completed ANDA, as 

proposed in an earlier draft of the bill, leaves the scales 

balanced heavily in favor of the generic manufacturers. 

To limit the litigation triggered by this bill to those 

situations involving bona fide commercial controversies, I 

suggest that the timing of the notices to the patent owner be 

made coincident with filing of a completed ANDA. At that point 

the infringer will have invested sufficiently in his application 

to show his true intent to reach the commercial market, and the 

numbers of law suits will be dramatically reduced by weeding out 

some of the notices of invalidity which border on the 

frivolous. Also, the abitrary and unrealistic eighteen month 

period for litigation should be eliminated, with the Court having 

discretion to make effective the ANDA before final adjudication 

if the patent owner fails to reasonably cooperate in expediting 
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the action. 

Patents Tnellgihlc for Extension 

: . ; i # ,' • ' . ' • ' 

• ' '. - i 

Title II excludes various types of patents from \ * 
i . . •• . '-• 

eligiblity for restoration and places substantial limitations on >:, 

the length of restoration. Reportedly, the drafters of this '• !•! 

legislation have chosen to do this because they believe certain U; 

types of patents are amenable to manipulation of patent 'issuance,1 

and therefore expiration dates and because they believe Congress ;j-

has not received data on significant regulatory review delays on .' 

other than new chemical entity products. (See Bouse Energy and '•"., 
iji 

Commerce Committee Report on B.R. 3605, page 30.) The first ,lj 

rationale has been addressed by provisions in the bill that limit]::; 

the term of an extended patent to no more than 14 years after 

regulatory approval of the covered product. Moreover, there is a'<i 

provision that limits restorable time to that occuring after the 

patent issues but before regulatory approval. In light of these ;.j 

two very substantial limitations, the patent exclusions set forth ' 

in Section 156(a) are excessive and unnecessary. If the second 

rationale is true, it is irrelevant because the bill does not 

grant restoration in the absence of regulatory delay.. More -

importantly, any arbitrary exclusion of patents eligible for 

restoration may unwittingly skew research to less than optimal _,, 

therapies. '•'[ 

Exclusion 4 produces the greatest deleterious effect by 

providing that a patent claiming a product (or a method of using 
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the product) may be extended only if the product is not claimed 

and the product and approved use are not identically disclosed or 

described in another patent having an earlier issuance date or 

which was previously extended. 

To appreciate the mischief generated by this provision, / 

one must have some understanding of pharmaceutical research and < ' 

patent practice. J' 

Pharmaceutical research is normally conducted on families.: 

of compounds sharing similar structural features and (it is 
" i 

hoped) similar biological characteristics. The object is to 

.study a sufficient number of compounds in the family so that 

enough commercial candidates will appear to provide a likelihood ! 
'H 

of generating at least one commercial compound. I should note in 

passing that the research and development expenses to bring one 

commercial compound from discovery to commercialization have been; 

estimated to be on the order of $70-85 million dollars. 

The practice of pharmaceutical research to concentrate on .. 

families of compounds leads inevitably to the filing of patent 

applications on these families of compounds which were 

discovered. Since a patent application must be filed at an early 

stage of research to avoid potential loss of patent rights, only 

preliminary screens of the compounds will have been conducted. 

There is generally no suggestion at the time the patent !: 

application is filed as to which members of the family (if any) :' 

will be commercially successful. As previously noted, such 

restriction does not accomplish the stated, objectives of the bill 

and Is unnecessary. It should be eliminated. 
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Pivlfitonal Applications 

In the normal course of examining a pharmaceutical patent 
* i 

application, the Patent Office frequently requires that the 

claims in the application be divided into several applications j'1 

for "subfamilies", depending on the classification system 

employed by the Patent Office and on the Examiner's decision as ,..' 

to the appropriate scope of protection for a single 

application. The patent owner must then select one of the 

subfamilies for examination in the originally-filed ("parent") 

application and file additional applications (called "divisional!'' 

applications") claiming each of the other promising subfamilies •' 

of compounds. These divisional applications would contain the 

same disclosure as the parent application but each would contain 

claims directed to a different subfamily. The decision to divide 

the application into a number of subfamilies is made solely by 

the Patent and Trademark Office. 

With this as background, it will be apparent to the 

Committee that the later-issued divisional applications would be 

precluded from extension by exclusion number 4 because of the 

earlier-issued parent application disclosing the entire family of, 

compounds and their intended use. Since the patent owner 

generally has no idea at the time of filing the "divisional 

application" which member of the family of compounds (if any) 

will be commercially successful, he is unable to insure that the 

commercial compound is claimed in the parent application. 



706 

Exclusion 4 would therefore arbitrarily deny extension to patents 

covering approved products merely because an earlier issued 

patent discloses the product. Again, it is unnecessary and j 

should be eliminated. 

First filed, later Issued applications 

The committee should also appreciate that patents do not 

always issue in the order in which they are filed. Some 'r 

applications encounter difficulties and problems in the Patent 

Office, while others are allowed quickly. By making the issue ; 

date the operative criterion, this provision of,the bill could \ 

injure a party whose earlier-filed patent issues later. For 

example, a research-based pharmaceutical company might discover a 

family of compounds which appear, in preliminary screens, to have 

utility for treatment of certain forms of cancer. If this 

company files an application directed to these compounds, it is 

certain to face a rigorous examination by the Patent Office 

because of the general skepticism with regard to cancer 

treatment. Continuing along with the example, suppose that other 

researchers at this company develop a new and patentable process 

for preparing these compounds and that a second patent 

application is filed claiming the process. Because of the ;. 

requirements of patent law that a patent application claim useful 

invention, the second patent application would necessarily have 

to disclose the compounds which are made by the new process and:';:• 

their therapeutic utility. If the second-filed application 
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issues first (as well it might), the first-filed application . 

directed to the compounds would be ineligible for extension under 

exclusion 4. • > • •> • 

Interference!! 

The United States Patent System awards a patent to the . 

first inventor, not necessarily to the first person to file an ' 

application. If two applications are filed claiming the same 

invention, a contest occurs (called an "interference") to 

determine priority of invention and thus ownership of the 

resulting patent. This contest can occur not only between two or 

more applications, but also between one or more applications and 

an issued patent. If in such a situation the owner of the patent 

application were determined to have priority over an issued 

patent, his patent would nevertheless be barred from extension 

because his invention bad been claimed in an earlier-issued 

patent. As a result of winning the interference he loses his 

right to an extension. This is but another example of the 

injustice created by exclusion 4. It should be eliminated for it 

serves no useful purpose. 

Genus/Species 

Moreover, a certain type of patent, known as a "species 

patent" would be ineligible for extension under exclusion 4 if • 

the owner also owns a "genus" patent. 
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Because pharmaceutical research requires a continual 

: exploratory and refining process along parallel pathways, new 

:' candidates for commercialization are, not uncommonly, chemical 

. "species" falling within a broad class ("genus") of chemical 

, compounds claimed in a patent. 
• i • 

Frequently, the compound approved by FDA is not even 

specifically mentioned in the original patent, but is identified 

' only after years of additional expensive research. An early 

;'; promising compound may later be found to exhibit a problem such 

as an undesirable side effect, requiring the inventor to abandon 

','; it in favor of other "species" compounds falling under the same 

'; genus patent. Species patents can be obtained on later 

,.. developments that are not specifically disclosed In the original 

. genus patent if they meet the statutory requirements of novelty, 

•'; usefulness, and unobviousness. Such patents are more important 

today than ever, because, with the advent of new drug delivery 

!>! systems and the new biotechnologies, substantial new health care 

! advances frequently occur many years following the original grant 

: of the genus patent. But, the existences of a generic claim in 

•• the earlier patent will preclude extension of the later patent to 
: a commercially viable "species." 

Denial of extension of the term of species patents acts 

,1 as a research disincentive and serves to curb and Impair 

. •• scientific research in this fruitful area, denies the public the 

'• benefit of important medical advances, and reduces jobs in the 

' research-based pharmaceutical industry. 

,/ Because of its inherent faults, I recommend the removal 
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of exclusion 4 from the bill. '; 

Other Restraints on extension 

The effects of exclusions 2 and 8 are well considered 

together; Exclusion 2 would deny extension to a patent which, has 

been previously extended, while exclusion 8 would deny extension 

to a patent claiming another product (other than the one with 

respect to which extension is now sought) or method of using or 

manufacturing another product, wbicb product has been previously 

approved by the FDA. 

Bearing in mind that the extension of a patent is limited 

by the bill to the particular compound and the use approved, the 

fact that a patent covers one compound which has already been 

approved (and with regard to which the patent may have been 

extended) should not prevent an extension with respect to an 

additional compound claimed by that same patent. Please let me 

emphasize that I am not recommending serial extensions, but 

simply the applicable extension of the original term with regard 

to a second compound claimed by the patent. If the two products 

under consideration were claimed by separate patents, each patent 

would be eligible for extension with respect to the applicable 

product and the approved use. No different outcome should result 

because the two products happen to be claimed in the same 

patent. Exclusion 2 should be deleted to rectify this inequity. 

Bxclusion 8 is much the same, except that it would deny 

extension to a patent with respect to a particular product merely 
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because it also claims a previously-approved product (even though 

the patent was not extended with respect to this previously-T!; 

approved product). As an example of the reach of this.exclusion, 

it is easy to conceive of a patent covering a'family of 

compounds, one of which is rapidly approved as (e.g.) a, topical 

antifungal. Because of the timely approval of this, antifungal 

compound, the patent is not eligible for extension with regard to 

that compound. Included in the same family !of compounds, -

however, is a compound which is useful for treatment of a more 

life-threatening disease, such as cancer. The approval process 

for this compound, both in the clinical testing and in the ::; 

registration process, could be lengthy indeed and it might be' 

many years after the issuance of the patent that this cancer-

treatment compound is approved for commercial sale. To deny: 

extension to the patent with respect to the cancer-treatment : 

compound because of the previous approval of'the antifungal >', 

compound would appear unjust. For this reason, exclusion 8 

should be deleted. 

It appears that the criteria for extension are designed 

to prevent supposed abuses in the patent system by which patent 

owners might to extend their period of exclusivity. I 

respectfully submit, however, that any such abuses of the patent 

prosecution process are adequately addressed by the provisions of 

the bill limiting the maximum extension of five years, and . 

limiting any extended patent life to 14 years from the date of 

regulatory approval. Alleged abuses of the patent prosecution 

process cannot result in prolonging a patent beyond the term of 
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14 years after the date of regulatory approval. 

rUnclonure of Proprietary Data -. 

. . * ' '*' 

Allow me to focus a moment on section 104, which would 

hurt American companies trying to compete overseas by forcing 

disclosure of confidential data, including trade secrets. It 

gives unfair advantage to foreign companies seeking health '"; 

registrations in their own countries. Most foreign countries 

give preference to their own nationals, making it easier for them 

to obtain approval to market drug products. At present, a number 

of countries do not even recognize drug product patents. Of 

these, more than half require submission of a substantial amount 

of technical information to obtain drug marketing approvals! and 

the number is increasing. These countries account for some $ 585 

million dollars of total pharmaceutical exports from the O.S. 

The point is that if confidential data are disclosed to the 

public, we make it much easier for foreign companies to use those 

data to obtain approval and a bead start in their countriesr-

The bill strikes two blows against American companies. 

Pirst, it deprives American companies of trade secrets obtained 

at great cost (often measured in tens of millions of dollars). 

Second, it deprives American companies of the ability to' make 

first use of these costly data to obtain approval overseas, 

thereby hurting their ability to compete effectively in those 

foreign markets, with adverse side effects on the balance of 

trade and domestic employment. To avoid this disaster, I believe 
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it is essential that this valuable proprietary data be protected. 

Conclusion . > ' 

For reasons stated, I recommend removal of exclusions 2, 

4 and 8 from the bill, while revisions I have suggested will 

resolve some basic problems, there are many additional technical 

points requiring careful attention. Also, I should point out 

that there are serious constitutional questions raised in the 

bill, one being the legislative overruling of the Roche v. Bolar 

decision as to patents issued prior to the effective date of the 

legislation. These questions also deserve careful attention in 

order to avoid future successful legal attack on the.legislation. 
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MEMORANDUM 

TO: Members Of The House Subcommittee 
On Courts, Civil Liberties And The 
Administration of Justice 

The Honorable Jack Brooks 
The Honorable Romano L. Mazzoli 
The Honorable Mike Synar 
The Honorable Patricia Schroeder 
The Honorable Dan Glickman 
The Honorable Barney Frank 
The Honorable Bruce A. Morrison 
The Honorable Howard L. Berman 
The Honorable Carlos J. Moorhead 
The Honorable Henry J. Hyde 
The Honorable Michael OeWine 
The Honorable Thomas N. Kindness 
The Honorable Harold S. Sawyer 
David W. Beier III, Assistant Counsel 

Enclosed is a response to Chairman Kastenmeier 
from Professor Dorsen of New York University School of 
Law to the questions raised at the recent hearing on 
H. R. 3605 with respect to the constitutional issues 
of Section 202 of that bill. 

Enclosure 
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New York University 
A pmau univmity atiae ̂ wofic strriet 

School of Law 
40 Washington Square South 
New York, N.Y. 10012 
Telephone: (212) 598-2355 

Nonnan Dorsen 
Stokes Professor of Law 

J u l y 3 , 1984 

Hon. Robert Kastenmeier 
Chairman, Subcommittee on Courts, Civil 

Liberties and the Administration of Justice 
Room 2232 
Rayburn Office Building 
Washington, D.C. 2051S 

Dear Mr. Chairman: 

In the course of my testimony before the Subcommittee 
on June 27, 1984, concerning the constitutional issues 
raised by Section 202 of H.R. 3605, two matters were raised 
that required a further submission. The first is a discussion 
of the relevance of Ruckelshaus v. Monsanto Co., which 
was handed down by the Supreme Court on June 26, 1984," 
only the day before the hearing. The second concerned 
Mr. Synar's question concerning Supreme Court cases holding 
congressional statutes unconstitutional under the Taking 
Clause of the Fifth Amendment. You were kind enough to 
grant,me permission to address the Monsanto case in this 
letter, and I trust you would not object to my taking 
the opportunity to respond more fully to Mr. Synar at 
the same time. I shall address his question first. 

1. 

The Supreme Court has invalidated at least two federal 
statutes under the Taking Clause. The first case is the 
one I mentioned at the hearing. Lynch v. United States, 
292 U.S. 571 (1934). The Court, in an opinion by Justice 
Brandeis, declared invalid the Act of March 20, 1933, 
which relieved the United States from all liability on 
its War Risk Insurance Policies. While the opinion discussed 
the Due Process clause, it is clear that the decision 
also rested on the Taking Clause. See 292 U.S. at 579. 

The second case is Louisville v. Joint Stock Land 
Bank v. Radford, 295 U.S. 555 (1935). In that decision 
the Frazier-Lemke Act, which transferred valuable mortgage 
rights from one person to another, was held unconstitutional 
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under the Fifth Amendment as applied to a mortgage antedating 
its passage. 

As my prepared statement noted, there are many cases 
in which federal and state regulatory action has been 
declared invalid under the Taking Clause. These cases 
are also precedent for the constitutional question concerning 
Section 202 because the Court has not distinguished in 
the standards it has employed depending on whether the 
taking was effected by a statute or a regulation or whether 
the taking was made by the federal government or a state. 

A recent example is Kaiser-Aetna v. United States, 
444 U.S. 164 (1979). In that case the Court held to be 
an unconstitutional taking certain U.S. Corps of Engineers 
regulations that required owners of a private pond, who 
had invested substantial sums to dredge and improve it 
into a marina, to convert the pond into a public aquatic 
park. In the course of his opinion Justice Rehnquist 
relied on a number of cases, including Pennsylvania Coal 
Co. v. Mahon, 260 U.S. 393 (1922), a case involving a 
state statute that was also-referred to at the hearing. 

Finally, it bears noting that the Supreme Court has 
explicitly included patent rights within the category 
of property protected by the Taking Clause. In William 
Camp & Sons Ship & Engine Building Co. v. International 
Curtis Marine Turbine Co., 246 U.S. 28, 39-40 (1918), 
Chief Justice White, speaking for a unanimous Court, said 
that "rights secured under the grant of letters patent 
by the United States were property and protected by the 
Constitution and not subject therefore to be appropriated 
even for public use without adequate compensation.". 

A number of other cases could be cited, but I hope 
I have allayed any suggestion that the Supreme Court has 
not vigorously enforced the Taking Clause in a wide variety 
of cases, including those involving congressional statutes. 

2. 

The above discussion leads naturally to the recent 
decision of Ruckelshaus v. Monsanto Co. which contains 
two holdings pertinent to the validity of Section 202. 
The first is that trade secrets constitute "property" 
that is protected by the Fifth Amendment. The second 
is that federal legislation reneging on a federal guarantee 
of exclusive use of trade secrets constitutes a compensable 
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taking under the Fifth Amendment. Inspection of Justice 
Blackmun's opinion reveals that its principles are applicable 
to the proposed taking of exclusive patent rights under 
Section 202 of the Patent Extension bill by the retroactive 
repeal of the Bolar decision. 

The Monsanto decision involved the public disclosure 
provisions of the Federal Insecticide, Fungicide and Rodenticide 
Act ("FIFRA"), 61 Stat. 163 (1947), as amended, 7 U.S.C. 
§ 135 et seq., which establishes a federal regulatory 
scheme governing the use, sale and labeling of pesticides. 
FIFRA requires companies to submit data, including trade 
secrets and other commercial and financial information, 
to the Environmental Protection Agency ("EPA") to obtain 
regulatory approval to market and use pesticides. 

Throughout its history FIFRA has contained provisions . 
governing public disclosure of data submitted by companies 
during the course of the regulatory process. The original 
version of FIFRA prohibited disclosure of "any information 
relative to formulas of products," see 52 U.S.L.W. at 
4887, but was silent with respect to the disclosure of 
other data. In 1972, FIFRA "was amended to provide for 
public disclosure of data submitted in support of a pesticide 
registration application, but the amendments specifically 
prohibited the disclosure of material that both the submitter 
and the EPA agreed was "trade secrets or financial information." 
In the event of disagreement, a federal district court 
was given jurisdiction to determine the issue by declaratory 
judgment. See 52 U.S.L.W. at 4887. 

Congress again amended FIFRA in 1978, limiting registration 
applicants to a 10-year period of exclusive use for data 
on new active ingredients contained in pesticides registered 
after September 30, 1978. See 52 U.S.L.W. at 4888. 

Monsanto had submitted data to EPA at various times 
throughout the period FIFRA was in effect. Subsequently, 
it filed suit in federal court seeking injunctive relief 
and a declaratory judgment that it had a property interest 
in certain of the data it had submitted and that a taking 
in violation of the Fifth Amendment would occur if EPA 
were to disclose such data or consider such data in evaluating 
another application for pesticide registration. 

with respect to the first issue before it, the Court 
held that the commercial data involved, which was cognizable 
as trade secrets under state law, was property protected 
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by the Taking-Clause of the Fifth Amendment. 52 U.S.L.W. 
at 4890. In so ruling, the Court noted that "[tlhis general 
perception of trade secrets as property is consonant with 
the notion of 'property' that extends beyond land and 
tangible goods and includes the products of an individual's 
'labor and invention'." 52 U.S.L.W. at 4890, citing 2 
Blackstone, Commentaries, 405. 

This holding is significant for purposes of analyzing 
Section 202 because it reaffirms that intangible property 
is protected by the Fifth Amendment. Like trade secrets, 
patents are'also "products of an individual's labor and 
invention." In this light, and in view of the express 
language of the Patent Statute itself, it is now beyond 
question that patent rights are property rights. 

The Monsanto Court next addressed the issue whether 
the public disclosure provisions of FIFRA effected a taking 
within the meaning of the Fifth Amendment. Its ruling 
on this point was in two parts. Prior to 1972, neither 
FIFRA nor any federal statute guaranteed,the confidentiality 
of all data required under FIFRA. Thus, the Court first 
held, Monsanto had no reasonable investment-backed expectatio l 
that information submitted prior to 1972 would not be - -
disclosed, 52 U.S.L.W. at 4892, and Monsanto had no right 
to compensation for such disclosure. 

On the other hand, under the statutory s heme in 
effect from October 1972 through September 1978, the Court 
found that the federal government had explicitly guaranteed 
to Monsanto and other registration applicants an extensive 
measure of confidentiality and exclusive use. Thus, the 
Court's second ruling was that if EPA, consistent with 
the authority granted it by the 1978 FIFRA amendments, 
were to disclose trade secret data in a manner not authorized 
by the version of FIFRA in effect between 1972 and 1978, 
such conduct would frustrate Monsanto's reasonable investment-
backed expectations concerning that data and thus constitute 
a taking of its property. 52 U.S.L.W. at 4892-4893. 

The Court ultimately found that because the Tucker 
Act was available to Monsanto as a remedy for any uncompensated 
taking, Monsanto's challenge to the constitutionality 
of the statute was not ripe for resolution. But there 
was no ambiguity in the Court's conclusion that "EPA considera
tion or disclosure of health, safety, and environmental 
data will constitute a taking if Monsanto sumbitted the 
data to EPA between October 22, 1972, and September 30, 
1978. . . . " 52 U.S.L.W. at 4893 (emphasis supplied). 
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The Court's analysis is of the utmost significance 
in analyzing the constitutional problem presented by Section 
202. While the Court observed that the factors to be 
taken into account in determining whether governmental 
action has gone beyond "regulation" and effects a "taking" 
include the character of the governmental action, its 
economic impact, and its interference with reasonable 
investment-backed expectations, the Court concluded that 
the force of the last factor was so overwhelming with 
respect to certain of the data submitted by Monsanto that 
it disposed of the taking question entirely. 52 U.S.L.W. 
at 4891. 

This conclusion is obviously of direct applicability 
to analysis of Section 202, more particularly, in determining 
that public disclosure would frustrate Monsanto's reasonable 
investment-backed expectations with respect to trade secret 
data submitted between 1972 and 1978, the Court relied 
upon an observation common to both trade secrets and patents 
— that the economic value of the property interest involved 
derives from the right to exclude others. The Court wrote 
as follows: 

The right to exclude others is generally 
"one of the most essential sticks in the bundle 
of rights that are commonly characterized as 
"property." Kaiser Aetna, 444 U.S. at 176. 
With respect to a trade secret, the right to 
exclude others is central to the very definition 
of the property interest. Once the data 
that constitutes a trade secret is disclosed to 
others, or others are allowed to use that data, 
the holder of the trade secret has lost his 
property interest in the data. That the data 
retain usefulness for Monsanto even after they 
are disclosed . . . is irrelevant to the determination 
of the economic impact of the EPA action 
on Monsanto's property right. The economic value 
of that property right lies in the competitive 
advantage over others that Monsanto enjoys by 
virtue of its exclusive access to the data, and 
disclosure or use by. others of the data would 
destroy that competitive edge. 52 U.S.L.W. 
at 4892-4893. 

The taking involved in Monsanto is directly analogous 
to the taking involved in Section 202. Both FIFRA (in 
the period 1972 through 1978).and the Patent Act (as it 
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currently exists) have created reasonable investment-backed 
expectations in the trade secret owner and patent owner, 
respectively, that such owners would be able to exclude 
all others from use of their property. Indeed, the case 
for the patent owner is stronger because the patent property 
right is grounded explicitly in Article I, Section 8 of 
the Constitution. As Monsanto makes clear, once the federal 
government, through a statutory amendment, destroys exclusivity 
rights that it has previously conferred, a compensable 
taking has occurred. 

I appreciate the opportunity to supplement my testimony 
in this letter and would, of course, be pleased to respond 
to any further questions. 

i Sincerely, 

r 
L*7L IV-p^ 

Norman Dorsen 

ND:bk 
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David W. Beier III 
Assistant Counsel 
Subcommittee on Courts, 
Civil Liberties and the 
Administration of Justice 

2137 Rayburn House Office Building 
Washington, D. C. 20515 

Dear Mr. Beier: 

In connection with the Subcommittee's consideration 
of H. R. 3605, we enclose copies of a Statement prepared 
by Henry Paul Monaghan, Professor of Law at Columbia Uni
versity. 

The Statement addresses the constitutional problems 
that are presented by Section 202 of H. R. 3605 under the 
taking clause of the Fifth Amendment. As you will observe, 
his Statement also analyzes this week's decision by the 
Supreme Court in Ruckelshaus v. Monsanto Co., 52 U.S.L.W. 
4886 (June 26, 1984). 

Enclosures 
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June 28, 1984 

HOUSE COMMITTEE ON THE JUDICIARY 
SUBCOMMITTEE ON 

COURTS, CIVIL LIBERTIES AND 
THE ADMINISTRATION OF JUSTICE 

ON H.R. 3605, THE PROPOSED AMENDMENTS 
TO THE FOOD, DRUG, AND COSMETICS ACT 

AND THE PATENT ACT 

Statement of Henry Paul Monaghan 
Thomas M. Macioce Professor of Law, 

Columbia University 

H.R. 3605, if enacted, would amend both the Food, 

Drug and Cosmetics Act and, more importantly here, the 

Patent Act.' This testimony is addressed to a single 

provision of the proposed legislation: section 202. 

Simply put, that section would permit any person to 

"make, use, or sell" a patented drug for the purpose 

of developing data for obtaining FDA approval of new 

drug applications. As applied to future drug patents, 

section 202 raises important policy issues for Congress. 

My concern is with section 202 insofar as it would apply 

to existing patents. 

Section 202 radically alters existing law. 

Section 271(a) of the Patent Act, 35 U.S.C. § 271(a), 

presently provides that: 

1 This statement has been prepared at the request of 
a group of research-based pharmaceutical manufacturers. 
But the views expressed are entirely those of the author. 
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[W]hoever without authority makes, uses . 
or sells any patented invention, within 
the United States during the term of 
the patent therefore, infringes the patent. 

There is no doubt that, during the life of an existing 

patent, section 271(a) presently bars any drug 

manufacturer from making, using or selling a patented 

drug for the purpose of taking the statutory and 

regulatory steps necessary to market a drug equivalent 

to the patented drug. Roche Products, Inc. v.-Bolar 

Pharmaceutical Co., F.2d (Fed. Cir. 1984). 

This is but an aspect of the central prohibition accorded 

by the patent during its lifetime: the patent holder's 

right to exclude any use of the patent hostile to his 

economic interest. Thus, a generic drug manufacturer 

may not manufacture, use or sell a patented drug for 

federally mandated pre-marketing tests. Roche, supra. 

Section 202 would reverse that result. But, if applied 

to existing patents, section 202 is in my opinion a 

taking of property without just compensation, contrary 

to the fifth amendment to the Constitution of-the united 

States. 
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I. 

The Constitution grants Congress power "to promote 

the Progress of Science and useful Arts by securing 

for limited times to Authors and Inventors the exclusive 

Right to their respective Writings and Discoveries." 

U.S. Const, art. 1, § 8, cl. 8. This power was designed 

to benefit the public by encouraging inventions and 

useful writings. But, equally plainly, these benefits 

are to be generated through "encouragement of individual 

effort by personal gain." Mazer v. Stein, 347 U.S. 

201, 219 (1954). As the Framers understood, "the public 

good fully coincides . . . with the claims of 

individuals." The Federalist, No. 18 (Madison). "The 

patent laws promote . . . progress by offering inventors 

exclusive rights for a limited period as an incentive 

for their inventiveness and research efforts." Diamond v. 

Chakrabarty, 447 U.S. 303, 307 (1980) quoting, Kewanee 

Oil Co. v. Bicron Corp., 416 U.S. 470, 480-81 (1974). 

Thus, as the Supreme Court has observed on recent 

occasion, while the patent and copyright laws 

perhaps regard the 'reward to the owner 
[as] a secondary consideration' . . . 
but they were ' intended definitely to 
grant valuable, enforceable rights' in 
order to afford greater encouragement 
to the production of works of benefit 
to the public. 



724 

Zacchini v. Scripps-Howard Broadcasting Co., 433 U.S. 

562, 577 (1977) (citations omitted). This recognition 

simply confirms the express terms of the Patent Act 

itself, which provides that "patents shall have the 

attributes of personal property." 35 U.S.C. § 261. 

Those attributes include an exclusive right to make, 

use and sell the patented product. More simply, "the 

essence of a patent right is the right to exclude others 

from profiting by a patented invention." Dawson Chemical 

Corp. v. Rohm & Haas Co., 448 U.S. 176, 215 (1980).2 

It is, accordingly, plain that neither the 

government nor private parties are entitled to use the 

patent during its life without the owner's consent. 

"That a patent is property, protected against 

appropriation both by individuals and government, has 

long been settled." Hartford-Empire Company, 323 U.S. 

386, 415 (1945). Indeed, an unbroken line of decisions 

makes plain that "the government cannot, after the patent 

is issued, make use.of the improvement any more than 

"It has been the judgment of Congress 
from the beginning that the sciences 
and the useful arts could be best advanced , 
by giving an exclusive right to the 
inventor . . . . The language of complete 
monopoly has been employed." Continental 
Paper Bag Company v. Eastern Paper Bag 
Company, 210 U.S. 405, 429 (1908). 
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a private individual, without license of the inventor, 

or making him compensation." Cammeyer v. Newton, 94 

U.S. 225, 235 (1876); Solomons v. United States, 137 

U.S. 342, 346 (1890); see also Belknap v. Schild, 161 

U.S. 10, 15-16 (1890). As the Court put it in United 

States v. Burns, 79 U.S. 246, 252 (1871): 

That the government of the United 
States, when it grants letters-patent 
for a new invention or discovery in the 
arts, confers upon the patentee an 
exclusive property in the patented 
invention which cannot be appropriated 
or used by the government itself, without 
just compensation, any more than it can 
appropriate or use without compensation 
land which has been patented to a private 
purchaser, we have no doubt. . . . The 
United States has no such prerogative 
as that which is claimed by the sovereigns 
of England, by which it can reserve to 
itself, either expressly or by implication, 
a superior dominion and use in that which 
it grants by letters-patent to those 
who entitle themselves to such grants. 
The government of the United States, 
as well as the citizen, is subject to 
the Constitution; and when it grants 
a patent the grantee is entitled to it 
as a matter of right, and does not receive 
it, as was originally supposed to be 
the case in England, as a matter of grace 
and favor. 

See also United States v. Palmer, 128 U.S. 262, 271 

(1888). The fact that the government has a need to 

appropriate the patent or deems it desirable to do BO 

is not sufficient. The Constitution requires that there 

39-709 O - 85 - 24 
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be compensation for any appropriation. "The title of 

a patentee is subject to no superior right of the 

Government." United States v. Dubilier Condenser Corp., 

289 U.S. 178, 189 (1937). 

These long settled principles make plain that 

the property secured by the patent is protected by the 

taking clause. Of course, this is not to say that all 

legislation affecting outstanding patents is void. 

McClurg v. Kingsland, 42 U.S. 202, 206 (1844). For 

example, no one supposes that legislation prohibiting 

the sale of goods found to be harmful is invalid simply 

because the goods are manufactured pursuant to an existing 

patent. But it is equally plain that government 

legislation "may not take away the rights of property 

in existing patents." ^d. Thus, retrospective 

legislation "can have no effect to impair the right 

of property then existing in a patentee. . . . " Id. 

That "right of property," it must be emphasized, is 

the patentee's exclusive power to make, use and sell 

the patented invention during the lifetime of the patent. 

35 U.S.C. §§ 154 and 271(a). This right may not be 

appropriated by the government. And, it is, of course, 

clear that if the government cannot take property without 

compensation, it cannot avoid that constitutional bar 



727 

by authorizing private parties to effectuate the taking. 

E.g., Loretto v. Teleprompter Manhattan CATV Corp., 

458 U.S. 419, 427-28, 432-33, n.9 (1958). The Court's 

very recent decision in Ruckelshaus v. Monsanto Co., 

52 U.S.L.W. 4886 (June 26, 1984) confirms this principle 

in strong terms. 

II. 

Section 202's animating premise seems to be a 

dissatisfaction with the length of time that it takes 

a generic drug manufacturer to be able to market his 

drugs because of FDA regulatory requirements. The basis 

for that dissatisfaction is not altogether apparent. 

FDA approval requirements seem to result in about a 

two-year delay in marketing a generic drug, Roche, supra 

at 13, a regulatory delay substantially less than that 

usually experienced by the pioneer drug manufacturer 

whose patented drug is copied. Roche, supra at 12-13. 

How the conflicting interests of pioneer and generic 

drug manufacturers are best accommodated in the future 

is a matter for careful legislative attention. But 

to materially interfere with existing patents works 

a considerable injustice to the holder of the pioneer 

patent who, as has been noted, has himself not only 

undertaken all the development risks, but who has already 

suffered appreciable delay in securing FDA approval. 
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What is more, such a retroactive application 

would appear to raise very considerable problems as 

a taking without compensation. 

The core of the protection secured by the patent 

laws is the right to exclude others from use of the 

patent during the life of the patent. In exchange for 

granting the invention to the public at the expiration 

of the patent, the patent holder is permitted to prohibit • 

any use of the patent that is hostile to his patent 

interests. This includes the right to bar a potential 

competitor from making any use of the patent that would 

move him closer to the competitive starting gate at 

the expiration of the patent. During the period of 

the patent, competitors must keep hands off the patented 

invention. The fact that at the patent's expiration 

date the potential competitor must then clear additional 

hurdles before mounting a competitive challenge, such 

as obtaining regulatory approval, is irrelevant to the 

existing patent right. This additional delay is not 

caused by the patent, nor does it amount to "an extension 

of the patent" in any legal sense. The delay is simply 

a competitive start-up cost imposed by the government 

wholly apart from the patent. 
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In its retroactive aspect, section 202 cuts deeply 

into the protection accorded by the patent. In effect, 

section 202 reallocates part of the patent holder's 

property to his competitors, a reassignment of property 

from the pioneer drug patent holder to his generic drug 

competitors. I assume that this reallocation could 

be justified as serving a plausible public purpose. 

Housing Authority v. Midkiff, 466 U.S. (1984); 

Ruckelshaus v. Monsanto Co•, 52 U.S.L.W. 4886 supra 

at 4893. But if the reallocation amounts to a "taking," 

just compensation must be made. Midkiff and Monsanto 

make that plain. See also Loretto v. Teleprompter 

Manhattan CATV Corp., 458 U.S. 419, 425 (1982) ("It 

is a separate question, however, whether an otherwise 

valid regulation so frustrates property rights that 

compensation must be paid."). However, we cannot minimize 

the complexities of meeting the "just compensation" 

standard. Just compensation "must be a full and perfect 

equivalent of the property taken," Monongahela Navigation 

Co. v. United States, 148 U.S. 312, 326 (1893). The 

owner must be put in as good a position pecuniarily 

as if his property had not been taken. United States v. 

Reynolds, 397 U.S. 14, 16 (1970); United States v. Miller, 

317 U.S. 369, 373 (1943). 
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in. 

Thus, the critical issue is whether application 

of section 202 to existing patents amounts to a taking. 

The law governing whether or not a "taking" has occured 

is complex, often turning on an ad hoc factual appraisal. 

Ruckelshaus v. Monsanto Co., supra at 4891. Nonetheless, 

existing case law strongly suggests that section 202 

would amount to a partial taking of existing patents. 

There can be no pretense that, in its retrospective 

application, section 202 would be a rectifying noxious 

use of the patent, or that the existing patents are 

accorded such additional rights under H.R. 3605 that 

there is an "average reciprocity" between the new benefits 

and burdens. Nor is section 202 simply the destruction 

of one important feature of the property right, Andrus v. 

Allard, 444 U.S. 51, 65-66 (1979), in order to prevent 

illegal use of the property, such as a prohibited trade 

in certain goods, ^d. at 66-67. Rather, section 202 

represents an effort to cut into the core of the 

protection secured by the patent, the right to exclude, 

and to permit use by the patent holder's competitors. 

In Kaiser Aetna v. United States, 444 U.S. 164 

(1979), the Court held that the taking clause precluded 
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the government from creating without compensation a 

public right of access to a former inland pond that 

had been dredged and opened to a bay and ocean for use 

as a private marina. The Court said that "what 

petitioners now have is a body of water that was private 

property under Hawaiian law, . . . " JId. at 179. In 

these circumstances, the Court said, the "'right to 

exclude,' so universally held to be a fundamental element 

of the property right, falls within the category of 

interests that the Government cannot take without 

compensation." "_Id. at 179-80. 

Kaiser Aetna is persuasive here; for there, as 

here, the government would simply take the prior right 

and assign it to others. Indeed, here the reassignment 

is not to the public generally but to the patent holder's 

competitors. Thus, this is not a situation where all 

that would occur is a narrowly focused, limited, temporary 

invasion of the patentee's right without real economic 

consequences to the economic interests secured by the 

patent. See Loretto v. Teleprompter Manhattan CATV 

Corp., supra, 458 U.S. at 433-34. See also Pruneyard 

Shopping Center v. Robbing, 447 U.S. 74 (1980), in which 

Kaiser Aetna was further elaborated and the Court 

emphasized that it was a case where impairment of the 
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right to exclude interfered with the owner's "reasonable 

investment-backed expectations." Id. at 83-84. 

Even if section 202 in its retroactive reach 

could be viewed as other than an outright appropriation 

of the existing right to exclude and somehow characterized 

as a regulation, its impact would have severe consequences 

to the existing patent holders, causing damage to their 

reasonable investment-based expectations. Even purely 

"regulatory" statutes having such an impact raise 

significant issues under the taking clause. Penn Central 

Transportation Co. v. United States, 438 U.S. 104 (1978); 

Robbing, supra. But the crucial point to my eye is 

that section 202 is difficult to characterize fairly 

as a regulation, with an "incidental" impact upon existing 

property. Section 202 simply takes one of the recognized 

incidents of ownership, the right to exclude all use 

until the patent expiries, and partially reassigns it, 

not just to another person or to the public generally 

but to the patent holder's competitors. No one, least 

of all the generic drug manufacturers who would benefit 

so heavily by section 202, disputes that what is 

reassigned has important economic impact on the patent 

holder's "reasonable investment-backed expectations." 

Thus an "examination . . . into such factors as the 
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character of the government action, its economic impact, 

and its interference with reasonable investment-backed 

expectations," Robbins, supra, at 83; Loretto, supra, 

at 432, all point in the direction of a taking.1 

The Supreme Court's decision this week in 

Ruckelshaus v. Monsanto Co., 52 U.S.L.W. 4886 (June 26, 

1984) completely settles the question of whether the 

application of section 202 to existing patents would 

constitute a taking. In that case, the Court held that 

trade secret data which had been submitted by Monsanto 

* In this respect, section 202 seems analogous to a 
physical appropriation of real or personal property. 
Loretto v. Teleprompter Manhattan CATV Corp., 458 U.S. 
419 (1982). "Property rights in a physical thing have 
been described as the rights 'to possess; use and dispose 
of it' . . .to the extent that the government permanently 
occupies physical property, it destroys each of these 
rights." Id. at 435.- So here also. The right secured 
by the patent -- to make, use and sell — are all subject 
to permanent invasion, to what amounts to an easement 
in the patent holder's competitors. Even if not perfect, 
the analogy is suggestive. For it is clear that the 
protection of the clause is not confined to relief against 
physical appropriation, but rather to the "group of 
rights inhering in the citizen's relation to the physical 
thing, as the right to possess, use and dispose of 
it " United States v. General Motors, 323 U.S. 
373, 377-78 (1945), quoted with approval in Pruneyard 
Shopping Center v. Robbins, 447 U.S. 74, 87 n.6, and 
Loretto, 458 U.S. at 435. Thus, in considering whether 
there is an invasion of the patent right, "reference 
to the uses for which the property is suitable, having 
regard to existing business or wants of the community," 
Bloom Co. v. Patterson, 98 U.S. 403, 408 (1908), must 
be made. Section 202's impact on existing patents is 
analogous to the taking of an easement in property, 
for which compensation must be paid. 
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to the Environmental Protection Agency was property 

within the meaning of the Fifth Amendment taking clause. 

Since the applicable statute in that case guaranteed 

Monsanto that the data submitted between the years 1972 

through 1978 would be confidential and exclusive, the 

Court found that this formed "the basis of . . . 

Monsanto's reasonable investment-backed expectation 

with respect to its control over the use and dissemination 

of the data it had submitted." Supra at 4892. 

The Court reiterated that, "The right to exclude 

others is generally 'one of the most essential sticks 

in the bundle of rights that are commonly characterized 

as property.'" (Citation omitted.) It proceeded to 

apply that principle to trade secrets, noting that "the 

right to exclude others is central to the very definition 

of the property interest." Id. It denied the 

government's claim that post-1978 amendments to the 

statute gave the agency a retrospective right to preempt 

Monsanto's property in its trade secrets. The notion 

that the government could "pre-empt" existing property 

rights in trade secrets was flatly rejected as 

inconsistent with the very thing that the taking clause 

of the Fifth Amendment was meant to prevent. Id. at 

4893. No argument is needed to show that an attempt 
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retrospectively to impair patent rights is entitled 

to protection that is at least as great as that which 

the Supreme Court accorded to trade secret property 

in Monsanto. 

IV. 

It bears emphasis that nothing in the Supreme 

Court's recent decision in Pension Benefit Guaranty 

Corp. v. Gray & Co., 467 U.S. , 52 U.S.L.W. 4810 

(June 19, 1984), is inconsistent with the foregoing 

analysis. There the Court upheld retroactive increases 

in the liability of employers participating in multi

employer pension plans. Writing for the Court, Justice 

Brennan rejected a challenge that retroactive application 

of the statute violated the due process clause of the 

fifth amendment, saying that the clause is satisfied 

"simply by showing that the retroactive application 

of the legislation is itself justified by a rational 

legislative purpose." 52 U.S.L.W. 4814. Other 

distinctions aside, it is important to emphasize that 

Pension Benefit did not involve any question under the 

Taking Clause. Not a line in the opinion even adverts 

to that clause. But like the contract clause, see id. 
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at 4814,* the Taking Clause imposes restrictions against 

retroactive legislation beyond those contained in the 

due process clause. Justice Brennan himself made that 

clear in San Diego Gas and Electric Company v. San Diego, 

450 U.S. 621- (1981). At issue was whether a state whose 

regulation amounted to a taking was obligated to pay 

damages for the period during which the regulation 

remained in effect. The Court dismissed the appeal 

as not being properly before it. Justice Brennan authored 

a four-person dissent, id. at 636, which Justice Rehnquist 

indicated he would have had "little difficulty in agreeing 

with much of what is said" if the case were properly 

there, id. at 633-34. Justice Brennan concluded that 

the state must pay compensation. In the course of his 

"Second, it is suggested that we apply 
constitutional principles that have been 
developed under the Contract Clause, 
Art. I, § 10, cl. 1 ("No State shall 
. . . pass any . . . Law impairing the 
Obligation of Contracts. . . . " ) , when 
reviewing this federal legislation. . . . 
We have never held, however, that the 
principles embodied in the Fifth 
Amendment's Due Process Clause are 
coextensive with prohibitions existing 
against state impairments of pre-existing 
contracts. . . . Indeed, to the extent 
that recent decisions of the Court have 
addressed the issue, we have contrasted 
the limitations imposed on States by 
the Contract Clause with the less searching 
standards imposed on economic legislation 
by the Due Process Clauses." 
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opinion, Justice Brennan drew.a clear distinction between 

challenges based on due process and challenges based 

on the taking clause. Id. at 648-50, and n.14. See 

also Justice Black's opinion in Penn Central Trans. 

Co. v. New York City, 438 U.S. 104, 120-22, and n.25 

(1978); and see, e.g., Pruneyard Shopping Center v. 

Robbing, 447 U.S. 74, 82-84 (1980) (distinguishing between 

taking and due process challenges); Loretto v. 

Teleprompter CATV Corp., supra at 425. 

Any conceivable doubt on this point is put to 

rest by the decision in Ruckelshaus v. Monsanto Co., 

52 U.S.L.W. 4886, supra. In holding that retrospective 

application of a statute permitting the disclosure of 

trade secrets would amount to a taking, the Court did 

not even cite Pension Benefit, correctly perceiving 

that the latter case involved only the due process, 

not the taking clause. 

V. 

We have here a situation of gross injustice. 

Existing patent holders have an absolute right to exclude 

hostile use by others. Under section 202 as it now 

stands, part of that right would be taken from them, 

and given to their competitors. This non-compensated 
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transfer is tantamount to a claim, squarely rejected 

in Webb's Fabulous Pharmacies, Inc. v. Beckwith, 449 

U.S. 155, 164 (1980), where the Court held that the 

government, "by ipse dixit, may not transform private 

property into public "property without compensation . 

[even if only] for [a] limited duration." See also ' 

Loretto v. Teleprompter Manhattan CATV Corp., supra, 

458 U.S. at 439. As the Supreme Court said in Beckwith, 

"[t]his is the very kind of thing that the Taking Clause 

of the Fifth Amendment was meant to prevent." 449 U.S. 

at 164; Ruckelshaus v. Monsanto Co., supra, 52 U.S.L.W. 

at 4893. In these circumstances, therefore, it seems 

likely that compensation must be paid if section 202 

is to affect existing patents. Alternatively, of course, 

section 202 could be amended to make plain that it is 

intended to have no impact on the rights secured by 

existing patents. 
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August 7, 1984 

Honorable Peter W. Rodino, Jr., Chairman 
Committee on the Judiciary 
United States House of Representatives 
2462 Rayburn House Office Building 
Washington, D.C. 20515 

Re: S. 2748 and H.R. 3605 To Amend the 
Procedures for New Drug Applications 
and To Authorize the Extension of 
Patents for Certain Regulated Products 

Dear Chairman Rodino: 

As counsel for the coalition of research based 
pharmaceutical companies, we have previously communicated 
with you concerning the Patent Term Restoration legislation 
referenced above. The coalition supports the legislation 
with certain amendments. We are writing to alert you 
to the views of other leading patent lawyers and con
stitutional scholars who share our concerns. 

First, it has been brought to our attention that 
the Patent, Trademark and Copyright Law Section of the 
American Bar Association has just passed a resolution in 
opposition to Title II (the patent extension provisions) 
of H.R. 3605 and S. 2748, as presently drafted. A copy 
of the resolution is enclosed. 

Second, our earlier correspondence argued that 
the current version of S. 2748 and H.R. 3605 raises sub
stantial problems of constitutionality because Section 202 
of the proposed legislation takes property from the patent 
owner without compensation and gives it to generic competi
tors. Recently the Congressional Reference Service ("CRS") 
has circulated a legal opinion which tends to support the 
legislation — although it too concedes that "The con
stitutionality of S 202 is far from a settled question. . . .' 

In response to the CRS opinion, two distinguished 
professors of constitutional law. Professors Henry Paul 

1700 UNCOLM »T«CCT 

OCMVCM, COLORADO BOOS 

(sos) aea-iooe 
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Monaghan of the Columbia Law School and Laurence Tribe of 
the Harvard Law School have, independently, reviewed that 
analysis and have prepared legal opinions. Copies of these 
opinions are enclosed. Both these constitutional scholars 
conclude that the CRS analysis fails to dispel the con
stitutional problems that would be created if Section 202 
were to be enacted in its present form. 

Professor Monaghan states, 

"We have here a situation of gross 
injustice. Existing patent holders have 
an absolute right to exclude hostile 
use by others. Under section 202 as 
it now stands, part of that right would 
be taken from them, and given to their 
competitors. This non-compensated transfer 
is tantamount to a claim, squarely rejected 
in Webb's Fabulous Pharmacies, Inc. v. 
Beckwith, 449 U.S. 155, 164 (1980), where 
the court held that the government, 'by 
ipse dixit, may not transform private 
property into public property without 
compensation . . . [even if only] for 
[a] limited duration.'" 

Professor Tribe states, 

"[T]he means used by Section 202 — 
eliminating the patent holder's rights 
to exclude others during the patent's 
life — entail takings of property in 
the most basic sense. . . . 

Section 202, in its retroactive application, 
therefore squarely fits the Supreme Court's 
criteria for a compensable taking." 

The necessary conclusion is that there is no serious 
basis to doubt that the present bill constitutes a taking of 
property under the Fifth Amendment. It would be possible 
to amend the legislation to cure this defect, e.g_., by 
limiting Section 202 to prospective patents or by limiting 
its application to those periods after an existing patent's 
life is extended under other provisions of the bill. With
out such an amendment, however, the constitutionality of 
Section 202 remains highly uncertain. 

v Sincere^ 

Jacl^ Lipson \J 

Enclosures \ 

cc: Members of the Bouse Committee 
on the Judiciary 
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August 6, 1984 

MEMORANDUM OF LAURENCE H. TRIBE 
REGARDING THE CONSTITUTIONAL ISSUES 

POSED BY SECTION 202 OF THE 
PATENT EXTENSION PROVISIONS OF 

H.R. 3605 AND S. 2748 

Introduction 

I am the Tyler Professor of Constitutional Law 

at Harvard Law School, on whose faculty I have served 

since 1968. Recently, I was asked by representatives 

of a coalition of research-based pharmaceutical firms 

to evaluate the constitutional problems I perceive in 

Section 202, and in particular to assess the adequacy 

of the analysis and conclusions put forth in that regard 

by the American Law Division of the Congressional Research 

Service of the Library of Congress on July 24, 1984 

(referred to hereinafter as the CRS memo). Although 

I have prepared this memorandum in response to that 

request for use by, and under the auspices of, that 

coalition, I wish to stress at the outset that the 

memorandum that follows reflects solely my own 

professional views as a constitutional analyst -- not 

my position as an advocate or my policy preferences 

as a citizen, and certainly not the views of any 

institution or group with which I might be associated. 
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Premises 

Constraints of time — in part my own but also 

and more relevantly, those of Congress and its staff --

require me to be brief. My analysis proceeds from the 

premise that the United States Supreme Court will not 

overturn the holding of the Court of Appeals for the 

Federal Circuit in Roche Products, Inc. v. Bolar 

Pharmaceutical Co., 733 F.2d 858 (Fed. Cir. 1984), which 

interpreted the word "uses" in 35 U.S.C. Section 271(a) 

in such a manner that a drug manufacturer infringes 

a patent when, during the patent term, the manufacturer 

uses the patented substance without the patent holder's 

authority to prepare a submission to FDA for the purpose 

of enabling that manufacturer to market the drug after 

the patent expires. Should the Supreme Court instead 

reverse that ruling (an outcome which, parenthetically, 

seems to me most unlikely), there would obviously be 

no need for Section 202, the thrust of which is to 

overturn Roche v. Bolar legislatively, so as to provide 

that it is not an infringement to make, use, or sell 

a patented invention for purposes "reasonably related" 

to the development and submission of information to 

obtain FDA's premarketing approval to engage in the 

commercial manufacture, use, or sale of the drug after 

patent expiration. 
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Because the constitutional problem addressed 

in this memorandum is Congress1 authority retroactively 

to strip current patent holders of the exclusive user-

control rights that Roche v. Bolar construed 35 U.S.C. 

§§ 154 and 271(a) to confer, arguments that are properly 

addressed to the Supreme Court -- such as the argument 

that Roche v. Bolar improperly made new law and was 

incorrectly decided under current law, whether because 

of alleged customary practice in the drug industry or 

for some other reason -- are irrelevant here. For it 

is only on the assumption that the Supreme Court is 

unmoved by those arguments, and that the law prior to 

enactment of Section 202 is indeed as the Court of Appeals 

for the Federal Circuit authoritatively pronounced it 

to be when it rejected those same arguments in Roche v. 

Bolar itself, that Section 202 matters at all.1 To 

the extent that the CRS memo purports to find 

constitutional solace in the supposed ambiguity of Section 

271(a), in the absence of any fully explicit Congressional 

definition of the word "uses" prior to the Roche v. 

1 I discount as highly implausible, even if theoretically 
conceivable, the prospect that the Supreme Court would 
hold that Roche v. Bolar was correctly decided but that 
a conjectured industry practice of infringement had 
mistakenly but consistently rested on the contrary premise 
to such a degree that patent holders in subjective fact 
had no investment-backed expectations of the sort that 
they were objectively entitled to have. 
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Bolar decision, or in the supposed absence of prior 

judicial decisions going quite as far as Roche v. Bolar, 

that memorandum is therefore beside the point. Obviously, 

if Roche v. Bolar were found by a higher judicial 

authority to have gone too far in light of the statutory 

language or history, in light of relevant precedent, 

or in light of controlling considerations of policy 

or practice, then Section 202 would merely have restated 

the Supreme Court's view of pre-Section. 202 law, and 

no "taking" problem would be posed. On the other hand, 

if the Supreme Court proclaims no such view, either 

leaving Roche v. Bolar undisturbed or expressly affirming 

its holding, then the pre-Section 202 law is as the 

Court of Appeals for the Federal Circuit declared it 

to be, and arguments to the contrary by the CRS or others 

deserve.no further consideration, whether packaged "as 

a correction of a judicial misreading of . . . prior 

law," CRS memo at 4, or otherwise. 

Fixing The Frame of Reference 

The CRS memo is even more deeply misleading --

and indeed betrays a quite shocking lack of constitutional 

sophistication and understanding -- when it describes 

as "the first question that must be asked" the question 

http://deserve.no
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"Whether Section 202 should be analyzed in the 

context whether it constitutes a 'taking' or 

whether it should be evaluated as a regulation 

of property . . . ." CRS memo at 2. (Emphasis 

added). 

But, there is no such threshold question. For any 

regulation must, under the Fifth Amendment, "be analyzed" 

to determine "whether it constitutes a 'taking.'" The 

fact that a legislative measure must also be "evaluated 

as a regulation of property" and may indeed satisfy 

substantive as well as procedural due process constraints 

"as a rational means of pursuing the public goods through 

regulation of existing property rights," CRS memo at 

4, is simply immaterial to the question whether 

compensation is constitutionally required. 

The CRS memo betrays an almost embarrassing failure 

to grasp first principles when it chides the Supreme 

Court for "never [having] clearly established the 

standards for applying a 'taking' analysis or a due 

process analysis to [an economic] regulation. . . . " 

CRS memo at 2. Of course, the Court has established 

no "standards" for choosing between the two sets of 

analyses: in every case, as even a beginning student 

of constitutional law should recognize, both sorts of 
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analysis must be pursued. If a regulation fails even 

to pass substantive due process muster — if, for example, 

it serves no legitimately public purpose, £f., Hawaii 

Housing Authority v. Midkiff, 104 S. Ct. 2321 (1984) --

then no amount of compensation can save it. Conversely, 

if a regulation meets substantive due process 

requirements — and if the criteria laid down by the 

line of cases running from Pennsylvania Coal Co. v. 

Mahon, 260 U.S. 393 (1922), through Kaiser-Aetna v. 

United States, 444 U.S. 164 (1979), and Ruckelshaus v. 

Monsanto Co., 52 U.S.L.W. 4886 (U.S. June 26, 1984), 

establish that the regulation effects a compensable 

"taking" — then no amount of rationality and public 

desirability or indeed necessity can exempt the regulation 

from the Constitution's demand that just compensation 

be provided. In arguing "that, perhaps, a due process 

analysis is the more appropriate one," as though an 

analyst could somehow circumvent the inquiry into 

compensability, the CRS reveals only the shortcoming 

of its own effort at constitutional analysis. 

That distressing conclusion is underscored by 

the CRS's.remarkable suggestion that Congress might 

avoid.the compensability inquiry by basing Section 202 

on a legislative "conclusion that Roche was wrongly 
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decided" and "that Congress did not intend the word 

'uses' in § 271(a) to extend so broadly." CRS memo 

at 3. Inasmuch as "(i]t is emphatically the province 

and duty of the judicial department to say what the 

law is", Marbury v. Madison, 5 U.S. (1 Cranch) 137, 

177-78 (1803), cf.. United States v. Klein, 80 U.S. 

(13 Wall.) 128, 146-47 (1872), it is simply not up to 

Congress, much less its Research Service, to "correct" 

the manner in which courts have interpreted prior 

congressional enactments. See Immigration and 

Naturalization v. Chadha, 103 S. Ct. 2764, 2789-90 (1983) 

(Powell, J., concurring); Buckley v. Valeo, 424 U.S. • 

1, 120-24 (1976) (per curiam). Consumer Product Safety 

Commission v. GTE Sylvania, Inc., 447 U.S. 102, 118 

n.13 (1980); United States v. Southwestern Cable Co., 

392 U.S. 157, 170 (1968). 

Surely a body entrusted by Congress to give it 

legal advice ought to realize that, under our tripartite 

system of separated powers. Congress is wholly without 

jurisdiction to sit as a reviewing tribunal, passing 

judgment, whether case by case or generically, over 

judicial constructions of extant federal legislation. 

The CRS memo confuses Congress' undoubted power to make 

retroactive changes in legislation, always subject to 
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Fifth Amendment limits, with a non-existent power of 

Congress, by wrapping its retroactive laws in 

jurisdictional or corrective garb, to escape otherwise 

controlling Fifth Amendment limits. Indeed, the principal 

case relied on by the CRS to affirm this extraordinary 

power -- Battaglia v. General Motors Corp., 169 F.2d 

254 (2d Cir.) cert, den., 335 U.S. 887 (1948) -- expressly 

states the contrary -- opining 

"[TJhat the exercise by Congress of its control 

over jurisdiction is subject to compliance with 

at least the requirement of the Fifth Amendment. 

That is to say, while Congress has the undoubted • 

power to give, withhold, and restrict the 

jurisdiction of courts other than the Supreme 

Court, it must not so exercise that power as 

to deprive any person of life, liberty or property 

without due process of law, or to take private 

property without just compensation." 169 F.2d 

at 257 (emphasis added). 

That retroactive legislation does not automatically 

or even presumptively offend due process, an entirely 

unremarkable proposition reaffirmed by the Supreme Court 

in Pension Benefit Guaranty Corporation v. R. A. Gray & 

Col, 52 U.S.L.W. 4810 (U.S. June 18, 1984), hardly 
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supports the CRS' bald conclusion that such legislation 

need only be."a rational means of pursuing the public 

good," CRS memo at 4, in order to circumvent the 

compensation requirement where the legislation effects 

a taking of private property. 

The CRS's "Taking" Analysis As Such 

The CRS memo, once stripped of its various reasons 

for avoiding the takings issue, says next to nothing 

about the issue itself. In essence, it argues (1) that 

Section 202 "would modify an advantage that derives 

not from the patent law in and of itself but from the 

operation of law respecting FDA approval of drugs before 

they can be marketed," CRS memo at 4, and (2) that 

Section 202 "does not in the least touch upon the economic 

work of the patents during [their] term" because "[t]hey 

retain all the value the holders had in them." CRS 

memo at 6. Neither observation can withstand analysis. 

As to the first, it is beyond dispute that the 

exclusivity of use that would be cut back by Section 202 

derives solely from the patent law, however much the 

regulatory FDA environment may be responsible for the 

second-order economic consequences, after patent 

expiration, of either enforcing or eliminating this 
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exclusivity. It is this right to exclude others — 

generally "one of the most essential sticks in the bundle 

of rights that are commonly characterized as property," 

Kaiser-Aetna, 444 U.S. at 176 — that is peculiarly 

"central to the very definition of the property interest," 

Monsanto, 52 U.S.L.W. at 4892, no less with respect 

to patents, than with respect to the trade secrets that 

were at issue in Monsanto. Thus, however legitimate 

might be the end of preventing holders of drug patents 

from enjoying the benefits of their patents, beyond 

their expiration dates, the means used by Section 202 — 

eliminating the patent holder's rights to exclude others 

during the patent's life — entail takings of property 

in the most basic sense. 

As to the CRS's second observation, it should 

suffice to quote the Supreme Court's reply in Monsanto: 

"That the data retain usefulness for [the owner] 

even after they are [compromised] . . . is 

irrelevant to the determination of the economic 

impact of the [government] action on [the owner's] 

property right. The economic value of that 

property right lies in the competitive advantage 

over others that [the owner] enjoys by virtue 

of its exclusive access, and disclosure or use 
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by others would destroy that competitive edge." 

52 U.S.L.W. at 4892-93. 

Finally, the CRS memo badly misconceives the 

fundamental law of takings when it opines that no taking 

exists whenever "the regulated entity still has a 

profitable use for his property." CRS memo at 6. On 

the contrary, when government either invades, or 

authorizes uninvited members of the public to share, 

someone's private property, the Supreme Court has 

uniformly found a compensable taking entirely independent 

of whether the non-taken residue retains significant 

economic value to its owner. See, e.g., Kaiser-Aetna, 

supra; Loretto v. Teleprompter Manhattan CATV Corp., 

58 U.S. 419 (1982). It is only when government merely 

restricts the owner's own use of property, as in 

Pennsylvania Coal, supra, or Penn Central Transportation 

Co. v. New York City, 438 U.S. 104 (1978), or Andrus v. 

Allard, 444 U.S. 51 (1979), that a comparative assessment 

of the value destroyed and the value retained has been 

significant in the Supreme Court's analysis: Section 202, 

in its retroactive application, therefore squarely fits 

the Supreme Court's criteria for a compensable taking. 
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The Tucker Act As a Possible Answer 

Although it therefore seems quite clear that 

Section 202 would effect a compensable talcing from the 

holders of existing patents unless the Supreme Court 

were itself to overturn Roche v. Bolar as an 

interpretation of pre-Section 202 law, a strong argument 

may nonetheless be made that even the retroactive 

application of Section 202 would meet Fifth Amendment 

standards inasmuch as a Tucker Act remedy, 28 U.S.C. 

§ 1491, would be available to those whose property would 

thereby be taken for public use by Section 202. As 

the Supreme Court recently held in Monsanto, such a 

remedy remains available unless Congress, in the statute 

that effects a taking of property, clearly withdraws 

the Tucker Act grant of jurisdiction to the Court of 

Claims to hear a suit for compensation. 52 U.S.L.W. 

at 4894. 

To be sure, the history of Section 202 might 

be construed to suggest a congressional desire to make 

current patent holders -- rather than the taxpaying 

public, bear the brunt of the legislative overturning 

of Roche v. Bolar. If that construction were followed, 

then Section 202 would be an unconstitutional taking, 

without compensation, of existing patent rights. But 
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even if, as seems more likely, no exclusion of Tucker 

Act remedies is implied, the upshot is not to render 

compensation irrelevant but to make it an unavoidable 

economic cost of Section 202 — albeit a cost of 

indefinite magnitude — insofar as the Section is extended 

to existing patents, rather than being restricted to 

purely prospective operation. Thus, the Tucker Act 

does not so much provide a constitutional answer as 

pose an extra-constitutional question. Whether Congress 

wishes to preserve Section 202's retroactivity in the 

face of the fairly certain, but uncertainly large, 

budgetary impact of the legislation at issue presents 

choices of policy and priority on which the Constitution 

is silent and as to which I hold out no expertise. 
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TESTIMONY OF 
U.S. REPRESENTATIVE LAWRENCE COUGHLIN 

PATENT LAW REFORM 
SUBMITTED TO THE 

SUBCOMMITTEE ON COURTS, CIVIL LIBERTIES, 
AND THE ADMINISTRATION OF JUSTICE 

June 26, 1984 

Mr. Chairman, as a lawyer and former member of the Judiciary Committee 

as well as a sponsor of a patent term restoration bill (H.R. 3502) providing 

for up to a seven year patent extension for products subject to regulatory 

review, I wish to address one provision of H.R. 3605, the Drug Price 

Competition Act, which causes me particular concern. 

H.R. 3605 would allow generic drug manufacturers submitting Abbreviated 

New Drug Applications to market a drug automatically eighteen months after 

notifying the patent holder of his intention to do so. The present statutory 

presumption of a patent's validity would be undermined by such a provision. 

A patent should continue to be presumed valid unless it is successfully 

challenged in court. Since final adjudication of the validity of a patent is 

a lengthy process usually lasting more than eighteen months, this provision 

of the bill would allow applicants to begin marketing a drug before a court has 

ruled on the patent validity issue. 

While the generic manufacture of drugs should be allowed and encouraged 

once a valid patent has expired or been found invalid by a court, the fundamental 

principle of a patent's validity should not be violated. By allowing a 

reasonable period of marketing exclusivity for pioneer drug manufacturers to 

recover their new drug research and development costs, the basic patent system 

provides an important incentive for drug companies to invest in new 

life-saving and health care-improving drugs. 
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Although the patent laws need to be Improved and updated in some 

respects such as the patent term extension for regulatory reviews, it is 

important that the basic incentives and protections afforded by patent 

statutes not be weakened. The proposal to permit Abbreviated New Drug 

Applicants to market a drug automatically eighteen months after giving notice 

to a patent holder represents a major weakening of the patent law and should 

not be approved by your committee. 

1 would urge that this section of H.R. 3605 be amended to provide that 

a manufacturer submitting an Abbreviated New Drug Application to market a 

drug still under a patent be barred from doing so until a trial court has 

ruled that the patent is not valid or that it has not been infringed. At the 

same time, the court should have discretion to allow a manufacturer's 

Abbreviated New Drug Application (if approved by FDA) in cases where the 

patent holder is not diligent in prosecuting an infringement action. 

Thank you for this opportunity to present my views to the subcommittee. 
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TESTIMONY OF 
U.S. REPRESENTATIVE LAWRENCE COUGHLIN 

PATENT LAW REFORM 
SUBMITTED TO THE 

SUBCOMMITTEE ON COURTS, CIVIL LIBERTIES, 
AND THE ADMINISTRATION OF JUSTICE 

June 26, 1984 

Mr. Chairman, as a lawyer and former member of the Judiciary Committee 

as well as a sponsor of a patent term restoration bill (H.R. 3502) providing 

for up to a seven year patent extension for products subject to regulatory 

review, I wish to address one provision of H.R. 3605, the Drug Price 

Competition Act, which causes me particular concern. 

H.R. 3605 would allow generic drug manufacturers submitting Abbreviated 

New Drug Applications to market a drug automatically eighteen months after 

notifying the patent holder of his intention to do so. The present statutory 

presumption of a patent's validity would be undermined by such a provision. 

A patent should continue to be presumed valid unless it is successfully 

challenged in court. Since final adjudication of the validity of a patent is 

a lengthy process usually lasting more than eighteen months, this provision 

of the bill would allow applicants to begin marketing a drug before a court has 

ruled on the patent validity issue. 

While the generic manufacture of drugs should be allowed and encouraged 

once a valid patent has expired or been found invalid by a court, the fundamental 

principle of a patent's validity should not be violated. By allowing a 

reasonable period of marketing exclusivity for pioneer drug manufacturers to 

recover their new drug research and development costs, the basic patent system 

provides an important incentive for drug companies to invest in new 

life-saving and health care-improving drugs. 
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Although the patent laws need to be improved and updated in some 

respects such as the patent term extension for regulatory reviews, it is 

important that the basic Incentives and protections afforded by patent 

statutes not be weakened. The proposal to permit Abbreviated New Drug 

Applicants to market a drug automatically eighteen months after giving notice 

to a patent holder represents a major weakening of the patent law and should 

not be approved by your committee. 

I would urge that this section of H.R. 3605 be amended to provide that 

a manufacturer submitting an Abbreviated New Drug Application to market a 

drug still under a patent be barred from doing so until a trial court has 

ruled that the patent is not valid or that it has not been infringed. At the 

same time, the court should have discretion to allow a manufacturer's 

Abbreviated New Drug Application (if approved by FDA) in cases where the 

patent holder is not diligent in prosecuting an infringement action. 

Thank you for this opportunity to present my views to the subcommittee. 

39-709 0 - 8 5 - 2 5 
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TESTIMONY OF 
U.S. REPRESENTATIVE LAWRENCE COUGHLIN 

PATENT LAW REFORM 
SUBMITTED TO THE 

SUBCOMMITTEE ON COURTS, CIVIL LIBERTIES, 
AND THE ADMINISTRATION OF JUSTICE 

June 26, 1984 

Mr. Chairman, as a lawyer and former member of the Judiciary Committee 

as well as a sponsor of a patent term restoration bill (H.R. 3502) providing 

for up to a seven year patent extension for products subject to regulatory 

review, I wish to address one provision of H.R. 3605, the Drug Price 

Competition Act, which causes me particular concern. 

H.R. 3605 would allow generic drug manufacturers submitting Abbreviated 

New Drug Applications to market a drug automatically eighteen months after 

notifying the patent holder of his intention to do so. The present statutory 

presumption of a patent's validity would be undermined by such a provision. 

A patent should continue to be presumed valid unless it is successfully 

challenged in court. Since final adjudication of the validity of a patent is 

a lengthy process usually lasting more than eighteen months, this provision 

of the bill would allow applicants to begin marketing a drug before a court has 

ruled on the patent validity issue. 

While the generic manufacture of drugs should be allowed and encouraged 

once a valid patent has expired or been found invalid by a court, the fundamental 

principle of a patent's validity should not be violated. By allowing a 

reasonable period of marketing exclusivity for pioneer drug manufacturers to 

recover their new drug research and development costs, the basic patent system 

provides an important incentive for drug companies to invest in new 

life-saving and health care-improving drugs. 
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Although the patent laws need to be Improved and updated in some 

respects such as the patent term extension for regulatory reviews, it is 

Important that the basic incentives and protections afforded by patent 

statutes not be weakened. The proposal to permit Abbreviated New Drug 

Applicants to market a drug automatically eighteen months after giving notice 

to a patent holder represents a major weakening of the patent law and should 

not be approved by your committee. 

I would urge that this section of H.R. 3605 be amended to provide that 

a manufacturer submitting an Abbreviated New Drug Application to market a 

drug still under a patent be barred from doing so until a trial court has 

ruled that the patent is not valid or that it has not been infringed. At the 

same time, the court should have discretion to allov a manufacturer's 

Abbreviated New Drug Application (if approved by FDA) in cases where the 

patent holder is not diligent in prosecuting an infringement action. 

Thank you for this opportunity to present my views to the subcommittee. 
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TESTIMONY OF 
U.S. REPRESENTATIVE LAWRENCE COUGHLIN 

PATENT LAW REFORM 
SUBMITTED TO THE 

SUBCOMMITTEE ON COURTS, CIVIL LIBERTIES, 
AND THE ADMINISTRATION OF JUSTICE 

June 26, 1984 

Mr. Chairman, as a lawyer and former member of Che Judiciary Committee 

as well as a sponsor of a patent term restoration bill (H.R. 3502) providing 

for up to a seven year patent extension for products subject to regulatory 

review, I wish to address one provision of H.R. 360S, the Drug Price 

Competition Act, which causes me particular concern. 

H.R. 3605 would allow generic drug manufacturers submitting Abbreviated 

New Drug Applications to market a drug automatically eighteen months after 

notifying the patent holder of his intention to do so. The present statutory 

presumption of a patent's validity would be undermined by such a provision. 

A patent should continue to be presumed valid unless it is successfully 

challenged in court. Since final adjudication of the validity of a patent is 

a lengthy process usually lasting more than eighteen months, this provision 

of the bill would allow applicants to begin marketing a drug before a court has 

ruled on the patent validity issue. 

While the generic manufacture of drugs should be allowed and encouraged 

once a valid patent has expired or been found invalid by a court, the fundamental 

principle of a patent's validity should not be violated. By allowing a 

reasonable period of marketing exclusivity for pioneer drug manufacturers to 

recover their new drug research and development costs, the basic patent system 

provides an important incentive for drug companies to invest in new 

life-saving and health care-improving drugs. 
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Although the patent laws need to be Improved and updated In some 

respects such as the patent term extension for regulatory reviews, it Is 

important that the basic incentives and protections afforded by patent 

statutes not be weakened. The proposal to permit Abbreviated New Drug 

Applicants to market a drug automatically eighteen months after giving notice 

to a patent holder represents a major weakening of the patent law and should 

not be approved by your committee. 

I would urge that this section of H.R. 3605 be amended to provide that 

a manufacturer submitting an Abbreviated New Drug Application to market a 

drug still under a patent be barred from doing so until a trial court has 

ruled that the patent is not valid or that it has not been Infringed. At the 

same time, the court should have discretion to allow a manufacturer's 

Abbreviated New Drug Application (if approved by FDA) In cases where the 

patent holder Is not diligent in prosecuting an infringement action. 

Thank you for this opportunity to present my views to the subcommittee. 
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TESTIMONY OF 
U.S. REPRESENTATIVE LAWRENCE COUGHLIN 

PATENT LAW REFORM 
SUBMITTED TO THE 

SUBCOMMITTEE ON COURTS, CIVIL LIBERTIES, 
AND THE ADMINISTRATION OF JUSTICE 

June 26, 1984 

Mr. Chairman, as a lawyer and former member of the Judiciary Committee 

as well as a sponsor of a patent term restoration bill (H.R. 3502) providing 

for up to a seven year patent extension for products subject to regulatory 

review, I wish to address one provision of H.R. 3605, the Drug Price 

Competition Act, which causes me particular concern. 

H.R. 3605 would allow generic drug manufacturers submitting Abbreviated 

New Drug Applications to market a drug automatically eighteen months after 

notifying the patent holder of his intention to do so. The present statutory 

presumption of a patent's validity would be undermined by such a provision. 

A patent should continue to be presumed valid unless it is successfully 

challenged in court. Since final adjudication of the validity of a patent is 

a lengthy process usually lasting more than eighteen months, this provision 

of the bill would allow applicants to begin marketing a drug before a court has 

ruled on the patent validity issue. 

While the generic manufacture of drugs should be allowed and encouraged 

once a valid patent has expired or been found invalid by a court, the fundamental 

principle of a patent's validity should not be violated. By allowing a 

reasonable period of marketing exclusivity for pioneer drug manufacturers to 

recover their new drug research and development costs, the basic patent system 

provides an important incentive for drug companies to invest in new 

life-saving and health care-improving drugs. 
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Although the patent laws need to be Improved and updated in some 

respects such as the patent term extension for regulatory reviews, it is 

important that the basic incentives and protections afforded by patent 

statutes not be weakened. The proposal to permit Abbreviated New Drug 

Applicants to market a drug automatically eighteen months after giving notice 

to a patent holder represents a major weakening of the patent law and should 

not be approved by your committee. 

I would urge that this section of H.R. 3605 be amended to provide that 

a manufacturer submitting an Abbreviated New Drug Application to market a 

drug still under a patent be barred from doing so until a trial court has 

ruled that the patent is not valid or that it has not been infringed. At the 

same time, the court should have discretion to allow a manufacturer's 

Abbreviated New Drug Application (if approved by FDA) in cases where the 

patent holder is not diligent in prosecuting an infringement action. 

Thank you for this opportunity to present my views to the subcommittee. 
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R E C E I V E D 

JUL 2 4 884 
Btaillinsfon, 3B.C 20315 

July 23, 1984 

The Honorable Peter B. Bodlno, Jr. 
Chairman 
Committee on the Judic iary 
2137 Rayburn Building 'JUDICIARV ^ 
Washington, D.C. 20515 r c0MM/7Ti 

R e c e J V E D 

JUL24fi84 

'££ 

Dear Mr. Chairman: 

The Drug Price Competition and Patent Term Restoration Act of 1984 
Is before your Committee, and we believe changes in specific provisions 
should be considered to benefit the public and to insure fairness to 
pharmaceutical manufacturers. 

In urging careful review of this legislation, we emphasize that we 
agree with the overall objectives of the bill—restoring patent life lost to 
regulatory review for innovative drug products and accelerating generic drug 
products to the marketplace. We do suggest, however, that the Congress may 
inadvertently open new fields of prolonged litigation and establish disin
centives for research and development if we do not amend the bill. 

A number of reputable drug manufacturers, several with plants in 
Pennsylvania, are disturbed that the legislation is not as carefully 
crafted as it might be. Their officials have pointed out at least seven 
major areas where judicious changes should be considered. 

Summarized are key sections where modifications are recommended: 

1. The bill would prevent the Food and Drug Administration (FDA) from 
obtaining additional safety and efficacy data before approving an abbreviated 
drug application. The FDA should be granted authority to require safety and 
efficacy data whenever necessary in individual circumstances. 

2. The bill would overturn the principle affirmed in the recent Bolar 
case affecting prescription drugs which prevents a competitor from carrying 
out commercial marketing plans before a patent expires. This principle affects 
all patents. The bill should be modified so reversal of the principle would 
apply only to drug products whose patents have benefitted from extension. 

3. The bill, in its patent restoration section, contains provisions to 
prevent extension of a patent specifically claiming a particular compound if 
that compound had been claimed generically under a prior patent. Provisions 
also apply to prevent extension of a patent on claims covering a second FDA-
approved drug where one patent covers two approved drugs. In both instances, 
patent restoration is denied unfairly. Firms often cannot determine during 
patent application what drug or drugs eventually will be tested successfully 
and marketed. They also can expend considerable resources in developing each 
FDA-approved drug while only one restoration would be allowed for two FDA-
approved drugs. These punitive provisions should be changed. 
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4. The bill technically would allow generic manufacturers to market a 
drug before patent litigation has been resolved.' Marketing should not be 
permitted until at least a lower court judgment has been rendered on patent 
validity. 

5. The bill could force a firm to defend its patent much sooner than 
would be the case under present law. A change is needed to require that the 
generic competitor's required notice to the patent holder take place only 
after the FDA has determined that the generic applicant has filed a complete 
abbreviated application rather than triggering a patent challenge merely on 
submission of a pro forma application to the FDA. 

6. The bill would authorize release of valuable trade secret information 
under.specifled circumstances. This provision should be amended so that re
lease of such data would take place only with concurrence from the holder of 
the original new drug application. 

7. The bill would discriminate against companies which Innovate in 
areas such as new dosage forms, new delivery systems; and creative formula
tions. These products would be unprotected within the legislation's transi
tion provisions which apply only to so-called new chemical identities. For 
instance, an innovative dosage form to lessen side effects would be unpro
tected. Drug product innovations should receive the same protection as new 
chemical identities. 

In working to enact long-overdue legislation in these fields, we must 
be careful that we do not create new and complex problems, adversely affect 
health care, and penalize the initiative and capital investment on which we 
must depend to develop the new products and innovations that serve our people. 
We believe the changes recommended are fair, practical, and prudent modifica
tions, and should be given full consideration by your Committee. 

Sincerely, 

7TER H. KOSTMAYER 

He DADE 
*#Jld%Z__ 
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DANIEL A. MICA FOREIGN AFFAIRS 

W M M . £ r £ . » . " ™ DISTR'CT' F"™°* VETERANS' AFFA.RS 
, M , J = e-« Congc»» of tfje Wlnitth &tate* SEL£CT 'SE™ON 

__ Soti&oti&eprejSeirtatto«S 
TO,c*^™r"BtT Waa&fogtai, 3B.C 20515 

MM __ July 6, 1984 
BSO Noam STATS RCMD 7 J ' 

Honorable Robert Kastenmeier 
Chairman, Subcommittee on Courts, 
Civil Liberties, and the 
Administration of Justice 

2137 Rayburn HOB 
Washington, D.C. 20515 

Dear Mr. Chairman: 

Thank you for taking the time to visit a few 
moments with me regarding my concerns on Section 104 
of H.R. 3605, the Drug Price Competition and Patent 
Terra Extension Act of 1984. 

I do understand your concerns of jurisdiction, 
but I hope that you and the staff of the subcommittee 
will take this matter into consideration as the bill 
progresses. Our U.S. trade balance is really a serious 
problem, and I do believe that only for the most 
compelling of reasons should the Congress suggest 
changes in statute which may cause harm to our export 
opportunities. 

Attached is a copy of ray testimony for the 
record. Please alert the staff to a couple of changes 
on page two of the copy I gave to you earlier. 

Again, thank you both for your courtesy and 
consideration. 

Kind regards^ 

EL A. MICA, M.C . 

D M : j l 

39-709 2685 

THIS STATIONERY PRINTED ON PAPER MADE WITH RECYCLED FIBERS 
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STATEMENT OF THE HONORABLE DANIEL A. MICA, M.C. 

A REPRESENTATIVE IN CONGRESS FROM 

THE STATE OF FLORIDA 

Mr. Chairman and members of the Subcommittee. I thank you 

for the opportunity come before the subcommittee for just 

a few minutes today. < 

First, let me say that- I support the goals of H.R. 3605, 

the Drug Price Competition and Patent Term Extension Act of 

1984. This is important legislation. It provides objectives 

which we all seek—lower cost drugs available to our 

consumers--especially the elderly; and it provides our 

pharmaceutical and manufacturing companies nropoer incentives 

for the necessary research to bring new, effective drugs 

onto the market. 

I do have concerns over one section of the bill, section 

104, and would ask the subcommittee to review this section 

.carefully. I am not an expert in drug or patent law, nor of . 

the intricacies of the Food and Drug Administration, 

However, I have served this year as the ranking Democratic 

member of the Subcommittee on International Economic Policy 

and Trade, and section 104 does raise some questions, I believe, 

regarding the ability of our pharmaceutical firms to compete 

effectively in the international marketplace, and could harm 

our efforts to create jobs for Americans through a strong 

export market. 

As I understand the bill. Section 104 would require the 

FDA to disclose certain confidential data, including trade 

secrets. I fear that mandating the public disclosure of 

safety and effectiveness data in an untimely manner could 
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allow foreign competitors to take this data and submit it 

to their government regulatory agencies to the disadvantage 

of our American firms. This would seem to have at least 

two disadvantages: first, a possible loss of export market 

share by American firms.; and, second, a long term effect of 

fewer drugs available to American consumers as a result of 

the trade disincentive which this section may cause. 

I am sure that I do not have to repeat to the members 

of the subcommittee the enormous deficit in international 

trade the U.S. now faces. I am advised that U.S. exports 

of pharmaceutical and medicinal products account for over 

two and a half billion dollars annually, and that section 

104, if law, could jeopardize up to a half million dollars 

in U.S. exports. Needless to say, as a national policy we 

need to protect and expand our export market. The subcommittee 

will have before it experts with far more information than I 

to answer questions; I simply ask that the members recognize 

the potential consequences of this section, and give it the 

most careful consideration. 

Thank you. 
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STATEMENT OF THE HONORABLE DANIEL A. MICA, M.C. 

A REPRESENTATIVE IN CONGRESS FROM 

THE STATE OF FLORIDA 

Mr. Chairman and members of the Subcommittee. I thank you 

for the opportunity come before the subcommittee for just 

a few minutes today. •>. 

First, let me say that- I support the goals of H.R. 3605, 

the Drug Price Competition and Patent Term Extension Act of 

1984. This is Important legislation. It provides objectives 

which we all seek--lower cost drugs available to our 

consumers — especially the elderly; and it provides our 

pharmaceutical and manufacturing companies propoer incentives 

for the necessary research to Siring new, effective drugs 

onto the market. 

I do have concerns over one section of the bill, section 

104, and would ask the subcommittee to review this section 

.carefully. I am not an expert in drug or patent law, nor of . 

the intricacies of the Food and Drug Administration, 

However, I have served this year as the ranking Democratic 

member of the Subcommittee on International Economic Policy 

and Trade, and section 104 does raise some questions, I believe, 

regarding the ability of our pharmaceutical firms to compete 

effectively in the international marketplace, and could harm 

our efforts to create jobs for Americans through a strong 

export market. 

As I understand the bill, Section 104 would require the 

FDA to disclose certain confidential data, including trade 

secrets. I fear that mandating the public disclosure of 

safety and effectiveness data in an untimely manner could 
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allow foreign competitors to take this data and submit it 

to their government regulatory agencies to the disadvantage 

of our American firms. This would seem to have at least 

two disadvantages: first, a possible loss of export market 

share by American firms, and second, a long term effect of 

fewer drugs available to American consumers as a result of 

the trade disincentive which this section may propose. 

I am sure that I do not have to repeat to the members 

of the subcommittee of the enormous trade deficit the U.S. 

faces. I am advised that U.S. exports of pharmaceutical 

and medicinal products account for over a half billion dollars 

every year. We need to protect and expand that figure in 

any way possible. The subcommittee will have before it 

experts with far more information than I to answer questions; 

I simply ask that the members recognize the potential 

consequences of this section, and give it the most careful 

review possible. 

Thank you. 
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THE WHITE HOUSE 

W A S H I N G T O N 

June 19, 1980 

Dear Bob: 

After speaking with you yesterday, I have explored this issue 
of drug patent life extension with retail pharmacists. I 
find general concurrence with the belief that further extending 
the patent life of drug products could have serious adverse 
consequences for consumers and should not be adopted until 
the issue has received thorough and careful consideration. 

As I mentioned on the phone, I am concerned that this amend
ment will retard the development of generic drugs. The 
substantial savings available to consumers purchasing lower 
cost therapeutically equivalent generic drug products have 
been well-documented. Any action to extend the patent life 
of drug products will delay the availability of lower-cost 
generic substitutes and could result in a substantial loss 
of savings to consumers. 

By stressing the cost saving aspects of generic drug use, 
I do not wish to down-play the consumer's interest in the 
discovery of new drug products. We recognize the right of 
drug companies to profit from their research and development 
of products. However, as the law now stands, we believe they 
are adequately protected. It is also not clear that the 
marketing of new chemicals has necessarily been severely affected 
by regulatory delay. There has been no demonstrated connection 
between FDA's delays in approval and a decline in drug research 
and development. 

Even if a connection can be established, consumers have no 
assurances that the added income from the extended monopoly 
will be used for research and development. 

In addition, serious consideration should be given to the 
possibility that regulatory reform (as embodied in the Drug 
Regulation Reform Act - H.R. 4258, S.1075) may be able to 
shorten FDA's approval time, without necessitating a change 
in the general patent laws. 

Congressman Waxman, Chairman of the Subcommittee on Health 
and Environment of the House Interstate and Foreign Commerce 
Committee, will be holding hearings on drug patent problems 
in July. At these hearings, consumers could explain in greater 
detail concerns about extending drug patent protection. I 
believe the results of those hearings would be a valuable 
supplement to your more general hearings on industrial innovation. 
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I hope you will consider postponing any immediate action on 
this amendment until the needs of consumers and industry 
have been more fully investigated and^eftnsidered. 

Esther Peterson 
Special Assistant to the President 

for Consumer Affairs 

The Honorable Robert Kastenmeier 
2232 Rayburn House Office Building 
U.S. House of Representatives 
Washington, D.C. 20510 
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July 3, 1984 

Hon. Robert Kastenmeier 
Chairman, Subcommittee on Courts, Civil 

Liberties and the Administration of Justice 
Room 2232 
Rayburn Office Building 
Washington, D.C. 20515 

Dear Mr. Chairman: 

In the course of my testimony before the Subcommittee 
on June 27, 1984, concerning the constitutional issues 
raised by Section 202 of H.R. 3605, two matters were raised 
that required a further submission. The first is a discussion 
of the relevance of Ruckelshaus v. Monsanto Co., which 
was handed down by the Supreme Court on June 26, 1984, 
only the day before the hearing. The second concerned 
Mr. Synar's question concerning Supreme Court cases holding 
congressional statutes unconstitutional under the Taking 
Clause of the Fifth Amendment. You were kind enough to 
grant me permission to address the Monsanto case in this 
letter, and I trust you would not object to my taking 
the opportunity to respond more fully to Mr. Synar at 
the same time. I shall address his question first. 

1. 

The Supreme Court has invalidated at least two federal 
statutes under the Taking Clause. The first case is the 
one I mentioned at the hearing, Lynch v. United States, 
292 U.S. 571 (1934). The Court, in an opinion by Justice 
Brandeis, declared invalid the Act of March 20, 1933, 
which relieved the United States from all liability on 
its War Risk Insurance Policies. While the opinion discussed 
the Due Process clause, it is clear that the decision 
also rested on the Taking Clause. See 292 U.S. at 579. 

The second case is Louisville v. Joint Stock Land 
Bank v. Radford, 295 U.S. 555 (1935). In that decision 
the Frazier-Lemke Act, which transferred valuable mortgage 
rights from one person to another, was held unconstitutional 
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under the Fifth Amendment as applied to a mortgage antedating 
its passage. 

As my prepared statement noted, there are many cases 
in which federal and state regulatory action has been 
declared invalid under the Taking Clause. These cases 
are also precedent for the constitutional question concerning 
Section 202 because the Court has not distinguished in 
the standards it has employed depending on whether the 
taking was effected by a statute or a regulation or whether 
the taking was made by the federal government or a state. 

A recent example is Kaiser-Aetna v. United States, 
444 U.S. 164 (1979). In that case the Court held to be 
an unconstitutional taking certain U.S. Corps of Engineers 
regulations that required owners of a private pond, who 
had invested substantial sums to dredge and improve it 
into a marina, to convert the pond into a public aquatic 
park. In the course of his opinion Justice Rehnquist 
relied on a number of cases, including Pennsylvania Coal 
Co• v. Mahon, 260 U.S. 393 (1922), a case involving a 
state statute that was also referred to at the hearing. 

Finally, it bears noting that the Supreme Court has 
explicitly included patent rights within the category 
of property protected by the Taking Clause. In William 
Camp & Sons Ship & Engine Building Co. v. International 
Curtis Marine Turbine Co., 246 U.S. 28, 39-40 (1918), 
Chief Justice White, speaking for a unanimous Court, said 
that "rights secured under the grant of letters patent 
by the United States were property and protected by the 
Constitution and not subject therefore to be appropriated 
even for public use without adequate compensation." 

A number of other cases could be cited, but I hope 
I have allayed any suggestion that the Supreme Court has 
not vigorously enforced the Taking Clause in a wide variety 
of cases, including those involving congressional statutes. 

2. 

The above discussion leads naturally to the recent 
decision of Ruckelshaus v. Monsanto Co. which contains 
two holdings pertinent to the validity of Section 202. 
The first is that trade secrets constitute "property" 
that is protected by the Fifth Amendment. The second 
is that federal legislation reneging on a federal guarantee 
of exclusive use of trade secrets constitutes a compensable 
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taking under the Fifth Amendment. Inspection of Justice 
Blackmun's opinion reveals that its principles are applicable 
to the proposed taking of exclusive patent rights under 
Section 202 of the Patent Extension bill by the retroactive 
repeal of the Bolar decision. 

The Monsanto decision involved the public disclosure 
provisions of the Federal Insecticide, Fungicide and Rodenticide 
Act ("FIFRA"), 61 Stat. 163 (1947), as amended, 7 U.S.C. 
S 135 et seq., which establishes a federal regulatory 
scheme governing the use, sale and labeling of pesticides. 
FIFRA requires companies to submit data, including trade 
secrets and other commercial and financial information, 
to the Environmental Protection Agency ("EPA") to obtain 
regulatory approval to market and use pesticides. 

Throughout its history FIFRA has contained provisions 
governing public disclosure of data submitted by companies 
during the course of the regulatory process. The original 
version of FIFRA prohibited disclosure of "any information 
relative to formulas of products," see 52 U.S.L.W. at 
4887, but was silent with respect to the disclosure of 
other data. In 1972, FIFRA was amended to provide for 
public disclosure of data submitted in support of a pesticide 
registration application, but the amendments specifically 
prohibited the disclosure of material that both the submitter 
and the EPA agreed was "trade secrets or financial information." 
In the event of disagreement, a federal district court 
was given jurisdiction to determine the issue by declaratory 
judgment. See 52 U.S.L.W. at 4887. 

Congress again amended FIFRA in 1978, limiting registration 
applicants to a 10-year period of exclusive use for data 
on new active ingredients contained in pesticides registered 
after September 30, 1978. See 52 U.S.L.W. at 4888. 

Monsanto had submitted data to EPA at various times 
throughout the period FIFRA was in effect. Subsequently, 
it filed suit in federal court seeking injunctive relief 
and a declaratory judgment that it had a property interest 
in certain of the data it had submitted and that a taking 
in violation of the Fifth Amendment would occur if EPA 
were to disclose such data or consider such data in evaluating 
another application for pesticide registration. 

With respect to the first issue before it, the Court 
held that the commercial data involved, which was cognizable 
as trade secrets under state law, was property protected 
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by the Taking Clause of the Fifth Amendment. 52 U.S.L.W. 
at 4890. In so ruling, the Court noted that "[t]his general 
perception of trade secrets as property is consonant with 
the notion of 'property' that extends beyond land and 
tangible goods and includes the products of an individual's 
'labor and invention'." 52 U.S.L.W. at 4890, citing 2 
Blackstone, Commentaries, 405. 

This holding is significant for purposes of analyzing 
Section 202 because it reaffirms that intangible property 
is protected by the Fifth Amendment. Like trade secrets, 
patents are also "products of an individual's labor and 
invention." In this light, and in view of the express 
language of the Patent Statute itself, it is now beyond 
question that patent rights are property rights. 

The Monsanto Court next addressed the issue whether 
the public disclosure provisions of FIFRA effected a taking 
within the meaning of the Fifth Amendment. Its ruling 
on this point was in two parts. Prior to 1972, neither 
FIFRA nor any federal statute guaranteed the confidentiality 
of all data required under FIFRA. Thus, the Court first 
held, Monsanto had no reasonable investment-backed expectation 
that information submitted prior to 1972 would not be 
disclosed, 52 U.S.L.W. at 4892, and Monsanto had no right 
to compensation for such disclosure. 

On the other hand, under the statutory scheme in 
effect from October 1972 through September 1978, the Court 
found that the federal government had explicitly guaranteed 
to Monsanto and other registration applicants an extensive 
measure of confidentiality and exclusive use. Thus, the 
Court's second ruling was that if EPA, consistent with 
the authority granted it by the 1978 FIFRA amendments, 
were to disclose trade secret data in a manner not authorized 
by the version of FIFRA in effect between 1972 and 1978, 
such conduct would frustrate Monsanto's reasonable investment-
backed expectations concerning that data and thus constitute 
a taking of its property. 52 U.S.L.W. at 4892-4893. 

The Court ultimately 'found that because the Tucker 
Act was available to Monsanto as a remedy for any uncompensated 
taking, Monsanto's challenge to the constitutionality 
of the statute was not ripe for resolution. But there 
was no ambiguity in the Court's conclusion that "EPA considera
tion or disclosure of health, safety, and environmental 
data will constitute a taking if Monsanto sumbitted the 
data to EPA between October 22, 1972, and September 30, 
1978. ..." 52 U.S.L.W. at 4893 (emphasis supplied). 
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The Court's analysis is of the utmost significance 
in analyzing the constitutional problem presented by Section 
202. While the Court observed that the factors to be 
taken into account in determining whether governmental 
action has gone beyond "regulation" and effects a "taking" 
include the character of the governmental action, its 
economic impact, and its interference with reasonable 
investment-backed expectations, the Court concluded that 
the force of the last factor was so overwhelming with 
respect to certain of the data submitted by Monsanto that 
it disposed of the taking question entirely. 52 U.S.L.W. 
at 4891. 

This conclusion is obviously of direct applicability 
to analysis of Section 202, more particularly, in determining 
that public disclosure would frustrate Monsanto's reasonable 
investment-backed expectations with respect to trade secret 
data submitted between 1972 and 1978, the Court relied 
upon an observation common to both trade secrets and patents 
— that the economic value of the property interest involved 
derives from the right to exclude others. The Court wrote 
as follows: 

The right to exclude others is generally 
"one of the most essential sticks in the bundle 
of rights that are commonly characterized as 
"property." Kaiser Aetna, 444 U.S. at 176. 
with respect to a trade secret, the right to 
exclude others is central to the very definition 
of the property interest. Once the data 
that constitutes a trade secret is disclosed to 
others, or others are allowed to use that data, 
the holder of the trade secret has lost his 
property interest in the data. That the data 
retain usefulness for Monsanto even after they 
are disclosed . . . is irrelevant to the determination 
of the economic impact of the EPA action 
on Monsanto's property right. The economic value 
of that property right lies in the competitive 
advantage over others that Monsanto enjoys by 
virtue of its exclusive access to the data, and 
disclosure or use by others of the data would 
destroy that competitive edge. 52 U.S.L.W. 
at 4892-4893. 

The taking involved in Monsanto is directly analogous 
to the taking involved in Section 202. Both PIPRA (in 
the period 1972 through 1978) and the Patent Act (as it 



778 

currently exists) have created reasonable investment-backed 
expectations in the trade secret owner and patent owner, 
respectively, that such owners would be able to exclude 
all others from use of their property. Indeed, the case 
for the patent owner is stronger because the patent property 
right is grounded explicitly in Article I, Section 8 of 
the Constitution. As Monsanto makes clear, once the federal 
government, through a statutory amendment, destroys exclusivity 
rights that it has previously conferred, a compensable 
taking has occurred. 

I appreciate the opportunity to supplement my testimony 
in this letter and would, of course, be pleased to respond 
to any further questions. 

J Sincerely, 

Norman Dorsen ND:bk 
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Hon. Robert W. Kastenmeier, Chairman 
Subcommittee on Courts, Civil Liberties 
and the Administration of Justice 

U.S. House of Representatives 
Washington, D.C. 

Re: Drug Price Competition and Patent Term 
Restoration Act of 1984 (H.R. 3605) 

Dear Congressman Kastenmeier: 

This letter supplements my testimony on June 27, 1984, when 
I promised to provide your subcommittee with an overall analysis 
of H.R. 3605, and represents my own personal views, not necessar
ily those of any client. 

The "delicately balanced compromise" embodied in H.R. 3605 
is primarily directed to exploitation of existing drugs. Let all 
the existing off-patent drugs go immediately or as soon as possi
ble to the generic industry. 

Unamended, H.R. 3605 would unnecessarily harm America: 

Fewer pioneer cancer drugs would come to the marketplace. 
American exports to the multibillion dollar international 
pharmaceutical market would be jeopardized. 
Pioneer research would move overseas. 
Confidence in the patent system would be seriously eroded. 

Amidst many concerns, the manifest unconstitutionality of 
Section 202 is most striking, and is clearly suggested in the 
Supreme Court's June 26, 1984 ruling in Ruckelshaus v. Monsanto 
Co., — U.S. --, 52 LW 4886 (1984). 

Very truly yours. 

HCW22:rel 

laro ld C. Wegner 
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COMVTER ACCESS 

Ron. Carlos J. Morehead 
Subcommittee on Courts, Civil Liberties 
and the Administration of Justice 

U.S. House of Representatives 
Washington, D.C. 

Re: Drug Price Competition and Patent Term 
Restoration Act of 1984 (H.R. 3605) 

Dear Congressman Morehead: 

In reply to your question to me during the hearings on June 
27, 1984, I am pleased to provide my personal analysis of H.R. 
360S. This letter is written as my personal response, and does 
not necessarily reflect the views of Cetus Corporation. 

Stimulation of future research in this country should be a 
primary concern. A stable patent law must be maintained, 
particularly to avoid international repercussions that would 
adversely affect American exports of pharmaceuticals. Amidst 
many concerns, the manifest unconstitutionality of Section 202 is 
most striking, and is clearly suggested in the Supreme Court's 
June 26, 1984 ruling in Ruckelshaus v. Monsanto Co., — U.S. — , 
52 LW 4886 (1984). 

The "delicately balanced compromise" embodied in H.R. 3605 
is primarily directed to exploitation of existing drugs. Let all 
the existing,off-patent drugs go immediately or as soon as 
possible to the generic industry. That is also very much in the 
public interest; but that can. be done without doing violence to 
the patent law and future research incentives. 
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I. TITLE I ANDA FREEDOM SHOULD BE INDEPENDENT OF PATENTS 

Abbreviated New Drug Application (ANDA) freedom should have 
nothing to do with the presence or absence of a patent. ANDA 
requirements should stand on their own merits. There is no 
incentive to develop pioneer products under an expired patent. 

The enlighted approach of the last Congress in the Orphan 
Drug Act should be applied, independent of the patent laws. Not 
one single existing drug now on the market would be affected by 
this approach. The public would be the primary beneficiary, as 
pharmaceutical companies could elect the best drug for clinical 
development, patented or not, and not merely the best patented 
drug. Additional drugs could be put into the pipeline, giving 
the generics and public alike more competition and a wider 
selection of therapies. 

A. Patents Should be Divorced from the ANDA 

1. Public Safety 

The public safety requires a minimum period without ANDA 
competition. The Japanese Health Ministry provides its citizens 
with such a safety factor of up to six years. America should do 
no less for its own citizens. 

If the drug is patent-protected, then the public safety is 
incidentally assured because the patent holder can elect to take 
measures to defer ANDA approval for much longer than the minimum 
period needed for safety determination. But, should this safety 
be keyed to the private patentee's interests in maintaining his 
patent right? If the drug is seemingly good but the patent weak, 
should this make a difference in quick ANDA approvals for new 
drugs? 

2. Minimum Periods of Exclusivity to Encourage Research 

In 1984, when the generic drug industry seeks literally a 
generation of new products that have been free from. ANDA's since 
1962, surely the appetite of the generics and the public for new 
generic drugs will be more than completely satisfied by giving 
ANDA's on existing products. Future products should be given 
some period of freedom from an ANDA. 

The Waxman bill in its present form discourages much drug 
research, and would lead to a concentration of the pioneer in
dustry in major drug houses with fewer and fewer competitive 
products. This is the antithesis of the free competition that is 
a primary object of the Waxman bill. 
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a. Eliminating the Second Drug 

Within the scope of a "garden variety" patent to a new class 
of compounds, there are literally thousands of possible compounds 
within the scope of the broadest claim, and often ten or twenty 
or more compounds actually made that are disclosed in the patent. 

To be sure, the present bill does encourage the patentee to 
quickly select one of these drugs as soon as possible for 
clinical trials. But, what happens to the second drug that 
misses out in the,screening? What happens to the thousandth drug 
that is within the scope of the patent, but not immediately 
synthesized? 

Public policy quite clearly favors the development of sever
al drugs, and not just one, even when the products are roughly 
equivalent. A certain percentage of the population may develop 
side effects only to one of the drugs. Perhaps these side ef
fects are only recognized late, even after approval of the first 
drug. Advanced clinical testing may show that the second is 
actually far better. 

Equally important is the competitive factor that is so 
important in maintaining reasonable prices for drugs. It is 
fundamental that if a company is encouraged to place a second 
drug in the marketplace in competition with the first, everyone 
benefits from such competition. 

b. Orphaned Projects 

Some drugs may not be developed as products usable with 
patients until late in the life of a patent, or not even be 
considered for development until after the patent has expired. 
The present wording of the bill provides zero exemption from ANDA 
competition where the patent has expired or is invalid. Patent 
validity and expiration surely have no rational relationship to 
whether it is in the public interest to develop a new, 
life-saving product and release it for safe public use. 

3. The Bill Favors the Big Multinational Drug Company 

For the major multinational established drug companies 
working in the ordered world of conventionally produced drugs, it 
is possible to predict with a relatively high degree of certainty 
whether a valid patent can be obtained for a particular drug. 
These same major multinational established drug companies also 
have the resources to immediately commence regulatory tests for a 
promising product. 
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B. 'Dnpatentable* Drugs [21 USC S505(j)(4)(D)(li)] 

Proposed 21 DSC S505(j)(4)(D)(ii) would give a four (4) year 
period of exclusivity for future drugs, but only if the drug is 
certified as being unpatentable. 

This provision takes no account whatsoever of those cases 
where the patent has not yet been granted (which can occur in an 
interference), where the patent has expired, or where a court may 
find a patent invalid. 

C. Amendment to Title I to protect Orphan Drugs 

In the hearings of June 27, 1984, Dr. Cape proposed that 
freedom from ANDA competition be provided for cancer inventions. 
That proposal would take care of biotechnology research in the 
cancer area. A broader solution for all future research 
patterned after the Cape proposal is considered here: 

1. Patent-Free ANDA Freedom 

Proposed 21 USC S505(j)(4)(D) should be modified as follows 
to provide a reasonable, prospective patent-free period of ANDA 
freedom: 

If an application submitted under subsection (b) for a 
drug is approved after the date of enactment of this sub
section, the Secretary may not make the approval of an 
application submitted under this subsection which refers to 
the drug for which the subsection (b) application was sub
mitted effective before the expiration of ten years from the 
date of the approval of the application under subsection 
(b). 

Parallel wording changes are required in 21 USC S505(c)(3)(D). 

2. ANDA Freedom Should not be Patent Based 

If, after a reasonable period of exclusivity, the patent is 
invalid, then, quite clearly, there is no reason why a generic 
competitor should wait a moment longer to seek his approval. The 
patent owner has his remedy in court. Indeed, the principles of 
the patent system antedate the birth of modern pharmaceutical 
chemistry, and the same principles of damages and injunctive 
relief developed largely for machines and mechanical devices and 
instruments can be used in the pharmaceutical field, as they have 
been used. 
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II. "PATENT INFORMATION" 

"Patent Information" must be promptly filed by a pioneer or 
that pioneer forfeits any right to hold up an ANDA prior to 
expiration of the patent, as explicitly provided under proposed 
21 DSC S505(j)(2)(vii)(I). 

There is no demonstrated need for including "patent infor
mation" in Title 21, a drug law. The obvious objective of the 
generic industry is to avoid doing a simple patent infringement 
search; quite clearly, that objective will not necessarily be met 
through the voluntary patent information reporting requirement, 
which in some ways is inferior from the patentee's standpoint to 
the traditional remedy under patent code. 

A. Drug Law or Patent Law; Which Way Will Be Osed? 

If the generics thought that they could avoid a simple 
patent search through the "patent information" provision of Title 
I, they are sadly mistaken. There is no penalty for failing to 
provide the "patent information" other than a waiver of the right 
to defer the ANDA grant. 

For various reasons, either by willful act or through a 
pioneer tripping over a time limit, pioneers in some cases will 
elect the alternate remedy provided under 35 DSC S287. Indeed, 
for some situations the patent provisions of 35 DSC §287 may have 
a better result than the Waxman alternative. 

B. "Bverqreening" the Patent Information 

"Evergreening" through multiple patents is discussed infra. 
A different kind of evergreening is possible for patent informa
tion, and for which there is no simple solution. There are many 
patents that can cover a particular drug, but only some of the 
patents may be used. Will "patent information" include sophis
ticated process patents that may or may not be necessary for 
making a particular drug? What patents reasonably cover a drug? 
Will a certificate of noninfringement be necessary to avoid a 
particular process patent? Will an 18 month deferral of the ANDA 
approval allow for conclusion of infringement discovery and 
trial? 

C. Marriage of Patent and Regulatory Law 

At the present time, there are but a handful of lawyers who 
are experts in both patent law and regulatory law. Both special
ties are sufficiently demanding of technical and legal expertise 
of the very highest level that there has been no reason hereto
fore to merge these specialties. The scarcity of top talent in 
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both fields makes access to equal justice for the small business
man especially difficult. 

Under the Haxman bill, the marriage of patent and regulatory 
law will require a dual specialization to manage the intricacies 
of the new practice. Access will be even more difficult for the 
less sophisticated concerns. 

It is far easier for an expert government administrator to 
handle applications, day in and day out, under a single statute, 
than to represent.clients before the agency. But, whether the 
bill can be administered is even in question. Commissioner 
Gerald Mossinghoff of the U.S. Patent and Trademark Office (PTO) 
presented a chart to the subcommittee on June 27, 1984, which was 
more complicated than a Monopoly game board and had almost every 
"square" imaginable, save (as pointed out by Congressman Sawyer) 
a point where you "Go Directly to Jail*. 

III. PATENT EXTENSION 

A. The Glickman-DeWine Bill, H.R. 5529 as a Model 

The Glickman-DeWine Agricultural Patent Reform Act of 1984, 
H.R. 5529, is a good example of positive legislation that fosters 
the introduction of new products, which gives both the possibil-
ity of an active ingredient free from side-effects of existing 
products, and further competition for existing products. 

One of the important points that must be remembered as a 
principal benefit of a new patented product is that it is almost 
always in competition with existing, and often patented, 
products. Where the incentives are provided by the patent system 
to introduce many competitive products, each product being patent 
protected, then the consumer benefits by diversity of products 
and price competition. 

B. "Evergreenlnq" with Multiple Patents 

Evergreening of the patent right is a new term of art that 
is understood to mean that the patentee in some instances obtains 
far more than a 17 year exclusive period through multiple pat
ents. 

Whether this is a big problem as suggested by the generics 
or a minor problem as answered by the drug industry, the simple 
solution is a cap on the total period of extension keyed to the 
earliest effective filing date for the product under 35 DSC $120. 

The simple capping of the term based upon a fixed number of 
years eliminates the need for the unduly complicated paperwork 
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that creates an undue administrative burden on the Patent and 
Trademark Office and patentees alike. 

Some earlier proposals had included reference to 35 USC 
S119, which deals with a foreign priority right. This solution 
is not possible without creating an express violation of the 
Paris Convention. In fact, the Paris Convention provision helps 
American industry in countries like Japan where the American 
receives a one-year bonus through his priority right being ex
cluded from the reckoning of the term of the patent grant. 

IV. CONSTITUTIONAL AND POLICY CONSIDERATIONS IN THE BOLAR CASE 

The generic industry wishes to test drugs patented by others 
prior to patent expiration, and to retroactively overrule Roche 
Products, Inc. v. Bolar Pharmaceutical Co. Inc, F.2d , 221 
USPQ 937 (Fed. Cir. 1984), a violation of the Fifth Amendment. 
See Ruckelshaus v. Monsanto Co., U.S. , 52 LW 4886 (1984). 

The proposal to overrule Bolar is found in the first portion 
of Section 202, namely proposed 35 USC §271 (eld). The other 
portions of Section 202 are considered infra. 

Prospectively or retroactively, overruling Bolar would 
dangerously imperil American efforts to sell drugs abroad on an 
exclusive basis, undermining more than a generation of efforts to 
stimulate broad patent rights in overseas patent systems. The 
great strength of American foreign rights has both brought money 
to our shores and spread the cost of new drug development here to 
the shoulders of Europeans, Japanese and others. 

A prospective reversal of Bolar that is tied to patent term 
restoration may be equitable and fair. ' A fair compromise under 
H.R. 3605 without Section 202 should be tied to patent term 
restoration. As the quid pro quo for the patent extension, the 
patentee's extension should exclude the Bolar activity. It is 
proposed that 35 DSC S156(b) be rewritten in its entirety as 
follows: 

The rights of the patentee during the extension shall be 
limited to the approved product, exclusive of the use there
of under section 505(j) of Title 21, United States Code. 

A. The Interface Between Drug Regulatory and Patent Laws 

The Bolar case is typical of the era of heightened concern 
for public welfare that has made regulatory approval of drugs so 
expensive and time-consuming, and upon which the need for patent 
term restoration legislation is based. As well recognized by 
Congress, and as judicially recognized in Bolar, F.2d at , 
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221 USPQ at 941, there is an approximately ten year loss in the 
life of a patent for even though the patent term commences from 
the grant of the patent, the right to market a drug, patented or 
not, commences only after a lengthy regulatory process that is 
generally completed long after the patent term starts running. 

Of partial solace to the patentee is the knowledge that a 
generic competitor cannot come on the market immediately after 
expiration of the patent, but can only start domestic regulatory 
tests for approval after expiration thereof. This translates 
into an effective market entry barrier of up to about two years 
after expiration of the patent, but this still only partially 
compensates the patentee for the tremendously long pendency and 
expense of an approval for a pioneer drug. 

B. The Bolar Facts 

The Bolar case appears to have been engineered as a test 
case to attempt to judicially change the patent statute. 

Flurazepam hydrochloride is a Roche drug which took many 
years for pioneer regulatory approval. Generic competitor Bolar 
wished to market flurazepam hydrochloride immediately upon the 
expiration of the patent (which expired earlier this year), and 
thus wished to do its own regulatory tests prior to expiration. 
It was exactly this pre-patent expiration testing for commercial 
purposes that was confirmed as an infringing "use" under 35 USC 
5271(a) in the Bolar case. 

C. The Court's Ruling in Bolar 

1. The Patent Right Has Always Covered Commercial Tests 

Anglo-American jurisprudence for patent law goes back to at 
least the seventeenth century, and was first codified as part of 
the Statute of Monopolies of 1624; colonial patents were granted 
starting with Massachusetts in the 1640's; Congress was given an 
express constitutional mandate to write a patent law; and we had 
our very first federal patent statute in 1790. Throughout our 
history, the patent right has consisted entirely of the right to 
exclude others from making, using or selling the invention for 
any business purpose. As the Bolar court itself notes with 
respect to the 1952 codification of the patent law, "[35 USC S] 
271(a) prohibits, on its face, any and all uses of a patented 
invention." F.2d at , 221 USPQ at 939. 

To be sure, there is an "experimental use" exception dating 
back to the landmark opinion more than 170 years ago of the 
nation's first great jurist on patent law. Justice Story, in 
Whittemore v. Cutter, 29 F.Cas. 1120, 1121 (C.C.D. Mass. 1813) 
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(No. 17,600). It has been apparent for more than a full century 
that this exception could not cover a commercially oriented use 
as contemplated by Bolar. F.2d at , 221 OSPQ at 939-940. 

2. The Total Absence of any Holdings Favoring Bolar 

Bolar's briefs and that of its amicus are notable by their 
failure to cite a single case from the Supreme Court, or any 
Circuit, that even remotely has a holding "on all fours" with the 
present case. A long list of cases is cited which shows the 
absence of any doctrine to support the Bolar position. F.2d 
at , 221 OSPQ at 939-940. Indeed, the clarity of the-Taw is 
so striking that there has been virtually no need to litigate 
this point, although there is the noteworthy decision of a Dis
trict Court, Pfizer, Inc. v. International Rectifier Corp., 217 
OSPQ 157 (CD. Cal. 1982) , cited with approval in Bolar, F.2d 
at , 221 OSPQ at 942. 

3. Bolar Recognized its Odyssey into Judicial 
Legislation 

Bolar itself recognized that it was seeking judicial legis
lation to transform an experimental use exception in the law into 
what could be more aptly termed a commercial use exception. 
Thus, as pointed out in the Bolar case itself, Bolar recognized: 

that its intended use of [flurazepam hydrochloride] does not 
fall within the "traditional limits" of the experimental use 
exception as established in [the cited cases] or those of 
other circuits. Its concession here is fatal. 
[Bolar, F.2d , 221 OSPQ at 940] 

Later, the point is reemphasized: 

Bolar argues that even if no established doctrine exists 
with which it can escape liability for patent infringement, 
public policy requires that we create a new exception to the 
use prohibition. Parties and amici seem to think, in par
ticular, that we must resolve a conflict between the Federal 
Food, Drug, and Cosmetic Act (FDCA), 21 O.S.C. $$301-392 
(1982), and the Patent Act of 1952, or at least the Acts' 
respective policies and purposes. We decline that oppor
tunity here, however, to engage in legislative activity 
proper only for the Congress. 
[Bolar, F.2d at , 221 OSPQ at 941; emphasis supplied in 
part] 

C. Section 202 is a Proscribed Fifth Amendment "Taking" 
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1. Taking the Patentee's Property 

Proposed 35 USC S271(e)(1) takes away a major part of the 
patentee's right to exclude others. As clearly seen from the 
Bolar opinion itself, the infinger Bolar was attempting to ef-
fectively cut off two years of exclusive marketing by the patent 
owner. 

2. The Right to Exclude is All the Patentee is Given 

At first blush, one may wonder whether elimination of a 
patentee's right to exclude others in the final two years of his 
patent is a substantial encroachment on his patent right. To 
understand whether this is a substantial encroachment or not, one 
must go to the essence of what constitutes "patent property". 

There is nothing other than the exclusionary right that 
exists. There is only the right to exclude others that is given 
by a patent. Nothing more. 

Accordingly, taking away the patent owner's right to exclude 
strikes at the very heart of the patentee's right. 

The June 26, 1984, Supreme Court opinion in Ruckelshaus v. 
Monsanto Co., D.S. , 52 LW 4886 (1984) , follows more than a 
century of case law which confirms the exclusionary nature of an 
intellectual property right: 

The right to exclude others is generally "one of the most 
essential sticks in the bundle of rights that are commonly 
characterized as property." Kaiser Aetna [v. United 
States], 444 U.S. [164], at 176 [(1979)] With respect to a 
trade secret, the right to exclude others is central to the 
very definition of the property interest. 

While Monsanto deals with trade secrets and not patents, the 
Supreme Court has recognized the fundamental exclusionary nature 
of the patent right for more than a full century. The early case 
law is summarized by one pronouncement nearly 75 years ago. Con
tinental Paper Bag Co. v. Eastern Paper Bag Co., 210 U.S. 405, 
425 (1908), quoting with approval from Bloomer v. McQuewan, 14 
How. 539, 549: 

The franchise which the patent grants consists altogether in 
the right to exclude every one from making, using, or vend
ing the thing patented, without the permission of the paten
tee. This is all that he obtains by the patent. 

The Monsanto determination of a property right has generated 
some surprise; the surprise is this reaction, and hardly the 

39-709 0 - 8 5 - 2 6 
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decision itself, which is nothing more than hornbook law going 
back more than a century. The Supreme Court in James v. Camp
bell, 104 U.S. 356 (1882), noted the "exclusive property in [aj 
patented invention" and that it: 

cannot be appropriated or used by the government itself, 
without just compensation, any more than it can appropriate 
or use without compensation land which has been patented to 
a private purchaser **** 

Later, in Hollister v. Benedict Manufacturing Co., 113 U.S. 
59 (1884), the Court reiterated its James pronouncement in the 
context of the Fifth Amendment "taking" issue: 

It was authoritatively declared in James v. Campbell, 104 
U.S. 356, that the right of the patentee *** was exclusive 
*** and stood on the footing of all other property, the 
right to which was secured, as against the government, by 
the constitutional guaranty which prohibits the taking of 
private property for public use without compensation,*** 
[113 U.S. 59 at 67; emphasis supplied] 

D. Constitutional Questions in the Revision of the 
Patent Law .. 

1. Prospective Reversal, Unwise but Surely 
Constitutional 

In a period of nearly two full centuries. Congress has 
consistently chosen to draft a broad patent law, operating under 
the Constitutional mandate of Article I, Section 8, Clause 8, 
which empowers Congress to pass laws which Promote the Progress 
of the Useful Arts. It did so first in 1790, borrowing in turn 
from the broad definition of a patentable invention of the 1624 
Statute of Monopolies. 

Whether Congress should now prospectively enact a statutory 
exception to the scope of the patent right as a matter of public 
policy may be seriously questioned on that ground, but not on 
Constitutional grounds. Thus, Article I of the Constitution 
gives Congress the power to enact, or even refrain from enacting, 
a patent law, if that is what Congress wishes to do. As seen 
from the 1978 environmental law changes considered in Monsanto, a 
prospective limitation of intellectual property rights is clearly 
constitutional and not in violation of the Fifth Amendment "tak
ing" clause. 
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2. Retroactive Reversal, Both Unwise and 
Unconstitutional 

Drugs now on the market after years of regulatory testing 
that are protected by existing patents quite clearly were put on 
the market based upon the expectation that the United States 
would maintain the broad patent rights mandated by Title 35 of 
the United States Code. 

All that the patentee is given by the grant of letters 
patent is the right to exclude others; taking away that exclu
sionary right is taking away the heart of the patentee's right. 
The Monsanto case clearly governs this situation and graphically 
illustrates why retroactively narrowing the patent right would be 
just as much a Fifth Amendment 'taking" as if the government 
permitted a third party, without compensation, to put a railroad 
through one's private pastureland. 

IV. INFRINGEMENT BY FILING A PIECE OF PAPER 

The second numbered paragraph of Section 202, proposed 35 
USC 5271(e)(2) creates infringement-by-filing-a-piece-of-paper. 
This proposal does serious damage to the integrity of the 
American patent system, with far ranging domestic and 
international implications. 

A. More than Three Centuries of Common Law Traditions 

Infringement-by-filing-a-piece-of-paper is a radical 
departure from more than three full centuries of our common law 
patent jurisprudence. Our Anglo-American patent system dating 
back more than three full centuries has consistently defined the 
patent right as a property right, which consists entirely of the 
right to exclude others from making, using or selling an inven
tion. Other systems, notably Japan, have similar definitions but 
also include the act of importation of a patented invention. 

B. A Legal Non Sequitur 

The proposed infringement-by-filing-a-piece-of-paper would 
make the act of filing a regulatory application with the 
government an act of infringement of a private patent. 

But, the total right under a patent is a private right of 
property, which consists entirely of the right to exclude others. 
Surely, no private party can exclude a third party from filing a 
government report.. And, indeed, the legal fiction is confirmed 
by the final paragraph of Section 202, proposed 35 USC 
5271(e)(4), which would bar any right of recovery, injunctive or 
monetary damages, from the act of infringement-by-filing-a-
piece-of-paper. 
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C. An Advisory Opinion'Procedure Should not be Fostered 

The totality of the patent right is the right to exclude 
others, as seen from a long line of nineteenth century Supreme 
Court precedent, summarized in Continental Paper Bag Company v. 
Eastern Paper Bag Company, 210 U.S. 405, 425 (1908). But, 35 USC 
S271(e)(4) would eliminate this right. The object of the second 
and fourth paragraphs of Section 202 is clear: Advisory opinions 
on the validity of a patent are desired. 

The Constitutional perils associated with an advisory 
opinion stem from the earliest days. In the patent field, courts 
have strictly refused to entertain jurisdiction of patent cases 
in the absence of a clear actual controversy. There may well be 
an actual controversy in the sense of existing patent juris
prudence when a completed ANDA is filed, based upon the same type 
of infringing activity as exemplified in the Bolar case. If so, 
then surely a patentee can sue for patent infringement at the 
time a completed ANDA is lodged by the would-be generic manu
facturer . 

V. THE THIRD PARAGRAPH OF SECTION 202 

Undoubtedly the most curious and redundant provision of H.R. 
3605 is the third provision of Section 202, which provides a new 
35 USC S271(e)(3) which eliminates a patentee's relief from 
actions under the first portion, 35 USC 5271(e)(1). But, that 
first portion of Section 202 excludes certain acts from the 
category of patent infringement. 

If something is not an act of patent infringement under 
5271(e)(1), then why is a separate paragraph needed to say that 
the patentee shall not have relief for acts by a third party that 
are under that paragraph? 

The same constitutional objections that apply to the Bolar' 
case in terms of retroactivity apply with equal force under this 
portion as well. 

VI. AMERICAN RIGHTS ABROAD 

While the American automobile, machinery and other indus
tries have faced international setbacks, the American domestic 
pharmaceutical industry maintains its top worldwide position for 
pioneer drugs. 

A. Stimulating American Sales Abroad Helps America 

Maintaining this position may be considered far more 
important than maintenance of our leadership position in some 
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other areas. While Americans as exporters contribute to the flow 
of cash to our shores and provide employment for our citizens, in 
the healthcare field, the American worldwide initiative has two 
further benefits: 

First, the revenue earned from foreign sales of pioneer 
drugs pours money for investments in new drugs back into our 
laboratories in the United States. The increased profits that 
American pioneers make abroad permit further research into new 
chemical entities here, all to the benefit of the American 
consumer. 

Second, it is quite natural that each pioneer pharmaceutical 
manufacturer is most familiar with his own "home market", and 
that his first country of choice for regulatory testing of a 
drug, absent special circumstances, will be that home market. To 
the extent that the pharmaceutical industry is focused upon the 
American R&D community, this means that it is more likely that a 
new drug will appear here, at home, before it appears in Europe 
or Japan, when all other factors are equal. 

B. America and the Diplomatic Conferences on Patents 

Americans anchor their foreign patent rights on a document 
now over a century old, the historic Paris Convention of 1883, 
which has been amended only on a handful of occasions, most 
recently by the 1967 Stockholm Revision. 

While the first 80 years of the Paris Convention were an era 
of progress and protection of patent rights, America in the most 
recent time has faced a difficult struggle against dilution of 
its rights abroad. We are now in the midst of ongoing sessions 
of a Paris Convention revision that has met periodically over the 
past five years in Geneva and Nairobi. Since Stockholm, the 
Paris Convention has been administered by the United Nations, and 
the one country-one vote problem has led to a rearguard action to 
sustain the Stockholm text. 

Our State and Commerce Departments have been fighting the 
good fight, and so far have met with remarkable success in stop
ping the possibility of retrogressive treaty enactments. At the 
heart of the third world position for treaty "reform" has been 
the dilution of exclusive rights, and in particular the creation 
of an exclusive compulsory license of foreign (i.e., American) 
rights. It would be the height of irony for America, after 
having successfully fought off the international pressure of a 
weighted third world majority, to now unilaterally and domes
tically create a far worse example of the taking of property 
rights, as would be the overuling of Bolar. 
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C. The American Patent Law as a Model in the Past 

It is not just the developing countries that have studied 
the American model. In the pharmaceutical field a generation 
ago, neither Germany nor Japan had strong "compound protection" 
for pharmaceuticals. (At that time, a pharmaceutical compound 
was unpatentable; the only recourse that a pioneer had was 
through an "analogy process" claim.) 

The Germans in 1967 and the Japanese in 1975 passed pro
gressive legislation to strengthen their domestic pharmaceutical 
industries by repeal of their respective bans on compound claims. 
The express purpose of the 1975 Japanese code revision was to 
strengthen the incentives for pioneer drug research. 

D. The U.S. "Imprimatur" for ANDA-Like Foreign Approvals 

Grant of an abbreviated new drug application (ANDA) in the 
United States quite clearly can have benefit in foreign coun
tries. To the extent that an American manufacturer can tell a 
foreign government that his ANDA drug is approved here in the 
United States, it may be expected that foreign governments will 
more readily grant approvals there, in the foreign market. 

The earlier the ANDA here, therefore, the earlier the pos
sibility of foreign market erosion. As Americans are the leaders 
in the export of pioneer pharmaceuticals, it is the American 
export sales which are dealt the damage by this change in the 
law. 

E. Avoidance of a Negative Role Model 

If modern, industrialized countries such as Germany and 
Japan revise their codes to copy positive examples of American 
law to provide incentives for their pioneer industries, imagine 
the opposite side of the coin in countries totally devoid of any 
pioneer industry. 

What happens when America, with a pioneer industry, sharply 
restructures its own code to the derogation of that pioneer 
industry? Undoubtedly, the message will be sure and swift. More 
than likely, the code revisions in third world countries would be 
far more extensive, and go beyond the pharmaceutical industry: 
If Americans, with their pioneer industries, are willing to look 
to the short range consumer interest at the expense of research 
incentives, then why should a totally consuming society not jump 
on the bandwagon? 
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F. America Immediately Risks a $585,000,000.00 
Annual Market 

Former PTO Commissioner William E. Schuyler's prepared 
statement succinctly summarizes some of the genuine concerns for 
loss of American rights abroad, particularly in areas of the 
world without patent protection. Commissioner Schuyler points 
out that American drug companies make some $585,000,000.00 per 
year in foreign sales only in these countries without patent 
protection. (see page 12 of his testimony before this subcom
mittee on June 27, 1984). 

Commissioner Schuyler points out that: 

The bill strikes two blows against American companies. 
First, it deprives American companies of trade secrets 
obtained at great cost (often measured in tens of millions 
of dollars). Second, it deprives American companies of the 
ability to make first use of these costly data to obtain 
approval overseas, thereby hurting their ability to compete 
effectively in those foreign markets, with adverse effects 
on the balance of trade and domestic employment. 

Again, I wish to emphasize my support for the objectives of 
the bill insofar as Congress would permit easy generic access to 
off-patent drugs. The public deserves no less. As these objec
tives can be fully met, all without doing violence to the patent 
system, we would do well to give the public these generic drugs 
now, but without the intricacies of the bill that are totally 
unnecessary and a step backward. 

Very truly yours. 

Harold C 

HCW40:tb 
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Honorable Robert W. Kastenmeier 
Chairman, Subcommittee on Courts, Civil 

Liberties and the Administration of Justice 
House of Representatives 
Congress of The United States 
Rayburn House Office Building 
Washington, D.C. 200515 

RE: H.R. 3605, Abbreviated New Drug Applications 

and Patent Term Extension (Senate Bill S 2748) 

Dear Mr. Chairman: 

The following comments are submitted in opposition to 

certain portions of H.R. 3605, which I respectfully submit has 

serious defects and should not be enacted as it presently stands. 

I am a partner in the Washington, D.C. law firm of 

Cushman, Darby & Cushman which specializes in the practice of 

intellectual properties law, including patent law, both in the 

United States and internationally. I have been an active 

practitioner in this area of law since 1950 or for over thirty-

four years. During that period of time I have been engaged 

professionally in all aspects of patent practice including 

obtaining and enforcing patents as well as defending against 

patents. I have also been involved in many patent interference 

proceedings as well as proceedings concerned with trade secrets 
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and unfair competition. A great deal of ray time has been 

expended in the pharmaceuticals patent area both in support of 

and in opposition to patents in that field. 

Based on my experience I do not believe that the present 

H.R. 3605 is a fair and equitable bill which adequately protects 

the public as well as private interests. I further question the 

wisdom of the legislation which creates what I believe is an 

arbitrary, unfair and unworkable system. My comments are 

directed to both Title I and Title II of the bill. 

TITLE I—ABBREVIATED NEW DRUG APPLICATIONS (ANDA) 

Section 101 provides for abbreviated new drug 

applications (ANDA) wherein a party may make application 

certifying that, in the applicant's opinion, a relevant and 

infringed patent is invalid. The applicant is required to give 

notice to the patentee who then has forty-five days after notice 

to bring an action for patent infringement. Approval is 

immediate if no infringement action is filed by the patentee. 

However, if an action is filed, approval of the ANDA application 

is made effective eighteen months after the filing of the action 

or after such shorter or longer period as the Court may order 

depending on whether or not any party fails to reasonably 

cooperate in expediting the action. 
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I believe the indicated proposals, which will of 

necessity lead to the filing of many patent infringement actions 

which might otherwise be avoided, are fundamentally unsound, 

unfair and inappropriate. They clearly represent a significant 

departure from existing law in that, for all intents and 

purposes, they force a patentee to bring an infringement action 

at a grossly premature time. The patentees may in fact be 

required to file larger numbers of suits to protect their 

position because, for example, it is conceivable that a non-

patenting party may make numerous applications for approval to 

sell a whole series of patented products in the hope that one or 

more of such applications will "slip by" and not result in the 

bringing of an infringement action with consequent early approval 

of the ANDA. The patentee is faced with the apparent need to 

bring early actions against all non-licensed applications lest 

silence somehow be found in one way or another to constitute 

approval of the application. The possibility of a great increase 

in patent litigation, at a stage too early to tell whether the 

litigation is economically warranted, is manifest. 

Under existing law' a patentee cannot be forced to 

litigate patent rights. The patentee is left to determine if and 

when infringement action is warranted. This is an important and 

substantive right of a patentee, particularly one who may have 
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limited resources. As noted, however, under the bill, the 

patentee loses the freedom of choice to litigate and must bring 

action within forty-five days or be prepared to suffer any 

consequences resulting from the failure to do so. 

Furthermore, the periods of time for action as proposed 

in the bill are arbitrary and unreasonable, and give unfair 

advantage to admitted patent infringers. As presently drafted, 

an infringer has unlimited time to prepare for litigation prior 

to submission of an ANOA. The patentee, on the other hand, has 

only forty-five days to decide whether or not to institute 

litigation and to prepare for it. Given the complexity of the 

technology involved and the further complexity of patent litiga

tion, in ray opinion, litigation cannot be reasonably started in 

forty-five days and terminated in eighteen months even if both 

parties reasonably cooperate in expediting the action. The 

proposed time limits obviously place an impossible burden upon 

patentees and on the United States courts. The hearings in the 

House and the Senate brought out the fact that the indicated 

periods of time were selected totally arbitrary and not based on 

any principle of fairness. Furthermore, with approval of the 

ANDA application automatic after the eighteen month period of 

expedited litigation, the admitted infringer can then finance the 

litigation through sales of the infringing drug while the 



800 

patentee loses the profits unfairly reaped by the infringer. In 

my opinion, the bill should be amended to condition the approval 

of the ANDA application upon the termination of expedited 

litigation regardless of the time involved in completing the 

litigation and, of course, dependent on which party prevails. 

The bill should also eliminate the time constraint for filing 

suit and should, in any case, make it clear that failure to file 

an infringement action pending ANDA approval does not constitute 

a waiver of any of the patentee's rights to bring and maintain a 

subsequent infringement action. 

Section 104 is also a highly objectionable feature of 

the bill and may in fact be the most unfair aspect of the 

proposed legislation. This section provides that safety and 

effectiveness data and information which have been submitted to 

the FDA by the initial registrant and not previously disclosed to 

the public, shall be made available to the public upon request 

unless extraordinary circumstances are shown. Such disclosure is 

contrary to all precedents and clearly goes against important 

public and private interests in the United States. It calls for 

an unfair and unnecessary surrender of valuable information, 

accumulated at very substantial cost to the initial registrant. 

In addition, such information is irrelevant and unnecessary to . 

filing an ANDA for approval. Furthermore, foreign manufacturers 
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will be able to use the disclosed information abroad without 

regard to United States interests and in direct prejudice 

thereto. Experience has dramatically shown that cottage 

industries, aided by the Freedom of Information Act, have sprung 

up to sell data released by the U.S. Government. Thus persons 

not even related or connected with the drug industry will reap a 

profit by selling data abroad. In view of the recent Supreme 

court decision in Ruckelshaus v. Monsanto Co., decided June 26, 

1984, 52 L.W. 4886, valuable rights in proprietary information 

may not be summarily given away. 

The language of Section 104 is quite confusing, 

particularly since it is not clear if subsection (1)(5) is 

considered to be an extraordinary circumstance. However, it 

appears that (1)(5) makes available all previously non-disclosed 

information on approval of an ANDA. If so, two serious anomalies 

arise under Section 104. Firstly, if an infringement suit is not 

decided by the Court within the proposed 18-month period and ANDA 

approval is granted, the information referred to above would 

apparently be published, even though the patent is subsequently 

found to be valid and infringed. Information once published 

cannot be unpublished. Secondly, if a patent grant is delayed, 

e.g., through a patent interference proceeding, and a product 

falling within the finally granted claims is marketed before the 
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patent is issued, it appeast that the patentee's FDA information 

would be published even though a valid patent may eventually 

issue. Clearly disclosure of the patentee's FDA information in 

either of the indicated situations is not appropriate. 

The relevancy of Section 104 to ANDA and Patent Term 

Restoration is not apparent. The information in question is not 

published now in respect of an ANDA. The Section was introduced 

only in a late draft of the bill and has not been discussed 

thoroughly. On its face it appears to be totally irrelevant to 

the subject of the bill. 

In my opinion the bill should be amended to eliminate 

the provisions for public disclosure of information. Accordingly 

Section 104 should be deleted in its entirety. 

TITLE II—PATENT TERM RESTORATION 

Section 201 provides that the patent term may be 

extended under certain circumstance if application is made within 

sixty days after approval of the new drug application. Such a 

requirement is totally impractical and wasteful of both the 

patentee's resources and the Government's resources. No one can 

safely predict at the time of approval whether a patented drug 

will really be of sufficient importance to warrant seeking patent 

extension. The drug may well be rendered obsolete and replaced 
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by an improved drug. Yet, under the bill, the patentee and the 

Government have no choice but to deal with extension requests 

filed within sixty days of PDA approval of the drug involved. It 

is clearly premature to request extension at this stage. Costly 

and complicated extension procedures must be undertaken 

immediately for every patent involved even though the ultimate 

facts may moot the desirability of any extension. Further, under 

the bill, only one patent term may be extended. It is impossible 

to foresee which patent should be extended. The proposed time 

frame for requesting extension is, therefore, totally 

unrealistic, unnecessary and unfair. It takes away the 

patentee's freedom of choice to seek an extension and arbitrarily 

subjects the patentee to another layer of government 

proceedings. Furthermore, the proposal is highly detrimental to 

the public because it could result in the unnecessary extension 

of patents which would otherwise be open to free use by the 

public. Thus, the proposal serves no public interest and in fact 

is detrimental to it. In my opinion, it would be far better to 

allow the application for extension to be filed, upon proper 

showing of need by the patentee, at a time nearer the end of the 

regular patent terra. 

Section 201 of the bill also provides that patent term 

extension is limited to the first patent which discloses or 
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claims the patented drug. Such a requirement is also arbitrary, 

unfair and totally contrary to the patent system, particularly 

since a patent may disclose several inventions but claim only 

one, the others being claimed in separate divisionals or 

continuing applications as provided by law. Surely patents 

issued on the other applications should be entitled to 

appropriate extension if the facts justify. For example, a 

patentee may obtain a patent on a single compound A even though 

the patent discloses compounds A and B. The patentee may file a 

divisional on B and obtain a second patent thereon. Under 

Section 201, if the patentee obtained an extension of the A 

patent, he could not extend the life of the B patent even though 

B might prove to be, in the long run, the more significant 

drug. This does not seem at all fair. In fact. Section 201 is 

contrary to the intent of 35 U.S.C. 121, which gives the 

Commissioner of Patents the authority to require the inventor to 

file divisional applications in the case of an application 

disclosing independent and distinct inventions and to ultimately 

obtain two or more separate and distinct patents on all of the 

disclosed inventions. The inventor is thus penalized for being 

too inventive. Extensions should be available for the patents as 

to any of these inventions. 
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Section 201 also does not provide for extensions in the 

case of later patents on narrow improvement or selection 

inventions which might fall within the scope of a broader, 

dominating patent owned by the same party. No valid reason is 

seen for this sort of discrimination. The present law recognizes 

that improvements on basic inventions are patentable and patents 

on such improvements, whether they relate to improved methods of 

use, improved preparation methods or improved formulations, 

should have the opportunity for extension just like patents on 

more basic inventions. In fact, it is often times the case that 

an improvement is of much more consequence in terms of the public 

good than a basic invention. 

Clearly the indicated provisions in the bill are not in 

the public interest and are contrary to the Constitution, 

Article 1, Section 8, Clause 8, which provides: 

"The Congress shall have the power ... To 
promote the progress of science and 
useful arts, by securing for limited 
times to ... inventors the exclusive 
right to ... discoveries." 

In addition to the discrimination as to multiple 

inventions, the bill, in its transitory provisions, arbitrarily 

discriminates as to ail improvement type inventions, as noted, by 

denying patent term extension as to those inventions which would 

cover, for example, new and patentable formulations, dosages, and 
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uses- It cannot be stressed enough that the bill arbitrarily and 

unwarrantedly discriminates against a whole host of admittedly 

patentable inventions. This is an undisputed fact and not 

speculation. As such it is not in the best interests of the 

public or inventors. 

Finally Section 202 provides that it shall not be an act 

of patent infringement to make/ use, or sell a patented invention 

solely for uses reasonably related to the development and 

submission of information under Federal Law which regulates the 

manufacture, use or sale of drugs. The hearings brought out the 

fact that this was a deal made among certain private interests 

solely to nulify 200 years of patent precedent, as exemplified in 

the recent decision in Roche Prod. Inc. v. Bolar Pharmaceutical 

Co., 221 USPQ 937 (CAFC 1984). The hearings in the Senate also 

brought out the fact that the deal was made in private without 

input from all interested parties. Strong and substantial 

criticism of this provision was justifiably offered at the 

hearings. The first United States Patent Act of 1790 provided: 

"Be it enacted by the Senate and House of 
Representatives of the United States of 
America in Congress assembled ... 

That if any person ... shall devise, 
make, construct, use, employ or vend ... 
any art, manufacture, engine, machine, or 
device, or any invention or improvement 
upon ... without consent of the patentee 
... every person so offending shall 
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forfeit and pay to the said patentee ... 
damages ... and moreover shall forfeit to 
the person aggrieved, the thing or things 
so devised, made, constructed, used, 
employed, or vended..." 

The law of 1790 remains true today after almost 200 

years. The unauthorized acts of makinq, using and selling a 

patented invention were prohibited then and are prohibited now, 

35 U.S.C. 271. The present bill admittedly seeks to overthrow 

this nearly 200 years of sound legal precedent. For nearly 200 

years the unauthorized act of making, using or selling has been 

deemed an unlawful patent infringement. The acknowledged deal 

reached by certain private interests should not be legalized by 

this Congress in the face of nearly 200 years of contrary 

Congressional action. In my opinion this Congress should not 

change what other Congresses have consistently upheld for nearly 

200 years. 

The question was raised at the House hearings whether 

the criticism of the present legislation was attributable to 

"patent purists," implying that such "purists" were obstacles to 

progress, or whether the criticism came from "true accommoda-

tors," implying that criticism from true accommodators was or 

would be entitled to some merit. Please be assured that my 

criticism is submitted not to oppose sound legislation. There 

are very serious problems in the present bill as brought forth in 
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the hearings and the written statements of Commissioner of 

Mossinghoff and former Commissioner Schuyler. I urge Congress to 

enact a bill that is fair and equitable to both private and 

public interests. The present bill, for the above stated reasons, 

falls short of these goals. If anything, the bill would lead to 

a much greater burden on our courts, our government agencies and 

those who provide for the research which results in the 

patentable inventions which improve our standards of living. The 

benefits hoped for from the bill do not justify this burden. 

Respectfully submitted, 

PNK:pk Paul N. Kokulis 
Attorney-At-Law 
Suite 800, 1801 K Street, N.W. 
Washington, D.C. 20006 
(202) 861-3000 

cc: All House Subcommittee Members 
All Senate Committee Members 
Committee on Labor 6 Human 
Resources, Senate Bill 2748 
Senator Charles McC Mathias, Jr. 
Ralph Onau, Esq. 
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This is a true copy of a resolution as passed by the 
Section of Patent, Trademark and Copyright' Law Section 
of the American Bar Association on August 4, 19B4. 

RESOLVED, that the Section of Patent, Trademark and Copyright 

Law reaffirms its support .in principle to granting to a 

patent owner an extended patent term without unfair 

limitations on such extension, when the ability to exploit "v 

commercially a patented invention has been delayed, during 

the original term of the patent involved and through no 

fault of the patent owner, by governmental authorities, 

statutes or regulations; and Specifically, the Section 

continues to support Bills similar to S. 2892 (Bayh) 

96th Congress, namely, in the 98th Congress, Synar H.R. 

3502, Glickman H.R. 5529 and Mathias S. 1306, but opposes 

Title II - PATENT EXTENSION of Waxman H.R. 3605 (as 

amended by the House Committee on Energy and Commerce on 

June 12, 1984) and of Hatch S. 2748. 

Irs. Charlotte Emmons, Court Reporter 
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SEIU 
2020 < ST NW 
WASHINGTON DC 20006 05PH 
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Union Maiigram 
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WSHA 

:Jl« .(itef; 
HON ROBERT KASTENMEIER 
HOUSE OFFICE BUILDING 
WASHINGTON OC 20515-

I WANT YOU TO KNOW THAT THE SERVICE EMPLOYEES INTERNATIONAL UNION, 

WHICH REPRESENTS THOUSANDS OF MEMBERS BENEFITING FROM GENERIC DRUGS; 

IS IN FAVOR OF THE ANDA PATENT TERM COMPROMISE BILL. WE HOPE THAT 

YOU WILL ACT SPEEDILY AND FAVORABLY ON THIS LEGISLATION, IT IS THE 

PRODUCT OF A HARD-FOUGHT COMPROMISE THAT WE SUPPORT, 

SINCERELY, 

JOHN J. SWEENEY 
SEIU INTERNATIONAL PRESIDENT 

22152 EST 

MGMCOMP 

TO REPLY BY MA1LGRAM MESSAGE. SEE REVERSE SIDE FOR WESTERN UNION'S T O U - FREE PHONE NUMBERS 
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American Federation of State, County and Municipal Employees 
162S L Slreel, N.W., Washington, D.C. 20036 
Telephone (202) 429-1000 
Telex 89-2376 

June 26, 1984 

Dear Representative: 

On Wednesday, June 27th, the Judiciary Committee will 
consider H.R. 3506, the ANDA-Patent Term Extension bill. 
AFSCME urges you to adopt this compromise bill. 

The bill that you will consider is a carefully designed 
compromise. ' We believe that this bill is needed to place 
less expensive generic drugs on the market. The bill will 
be of great benefit to all consumers — and particularly 
to senior citizens — in the years ahead. PDA has estimated 
the consumer savings to be $1 billion over the next decade. 
There will be increased competition in government contracts 
and there will therefore be a savings to the Federal and 
state governments in the delivery of health care. 

Although a high price has been paid for this bill, we 
believe that it will be of great benefit to the consumer 
and hope you will favorably report it. 

Sincerely, 

William B. Welsh 
Director of Legislation 

loieph E. MtOwnmH 

WBW:mlm 

T.».Ui-
'% V 

mtttkipi>uln. 

itithepubUeserviee 



812 

EXECUTIVE OFFICE OF THE PRESIDENT 
OFFICE OF MANAGEMENT AND BUDGET 

WASHINGTON. D.C. 20503 

AUG ,g1984 

Honorable Edward R. Madigan 
Subcommittee on Health and the Environment 
Committee on Energy and Commerce 
U.S. House of Representatives 
Washington, D.C. 20515 

Dear Ed: 

This l e t t e r se t s forth the Administration's views on H.R. 3605, 
the "Drug Price Competition and Patent Term Restoration Act of 
1984," which i s scheduled to be voted on soon by the House of 
Representatives. 

As more and more drugs from the post-1962 era come off patent, an 
abbreviated drug approval system, as contained in H.R. 3605, 
would increase competition, lower drug cos t s , and save American 
consumers hundreds of mi l l ions of dol lars in the years ahead. 
H.R. 3605 could also resul t in s ign i f i cant savings to federal 
programs i f cheaper, generic drugs were made avai lable . 

The Administration supports the basic thrust of H.R. 3605, but 
urges that two technical amendments be made to t i t l e II which 
deals with patent term restoration. 

F i r s t , section 202 of t i t l e II should be amended to permit 
experimental use of a drug by a non-patentee only during the 
period in which the affected patent i s in the restoration period. 
Existing patentees have rel ied upon accepted legal doctrine 
indicating that use of a patented invention for the purpose of 
obtaining regulatory approval infringes that patent. Upsetting 
expectations of this sort could only inhibit future innovation 
and investment, which depend upon the integri ty of the patent 
laws. Such a change in law also ra i ses a serious question under 
the "takings clause" of the f i f th amendment of the Constitution, 
and could subject the United States to substantial compensation 
l i a b i l i t y under the Tucker Act. 

Second, section 201 of t i t l e II should be amended to simplify the 
procedures designed to prevent undue extension of patent 
protection by those who obtain several patents relat ing to the 
same pharmaceutical product. In place of the procedures now in 
sect ion 201, which would place excessive demands upon the Patent 
and Trademark Office, we favor a simple l imit on the time for 
which a patent term extension could be granted, to no more than 
25 years from the date of the f i r s t application for a patent in a 
s e r i e s of related patents stemming from that application. 

I urge prompt and favorable consideration of H.R. 3605, with 
these technical amendments, by the Congress. 

Sincerely, 

David A. Stockman 
Director 
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SAUL LErHOWTTl 

CABLE AODRESS 

July 31, 1984 
COPUI (IOZI a f l T - M M 
xeNOKUOX133l-«409 

• OTWO" THW B.<;. 

David Beier, Assistant Counsel 
Subcommittee on Courts, Civil 

Liberties and the Administration 
of Justice 

Rayburn House Office Building 
Room 2137B U R G E N T 

Dear Mr. B e i e r : 

I am enclosing a statement of Division 14 (Patent, 
Trademark and Copyright Law) of the District of Columbia 
Bar regarding the Patent Term Restoration Bill. 

I understand that the Committee on the Judiciary 
is currently meeting on this legislation. Because of the 
complexity of the legislation and the traveling schedule 
of the steering committee members of Division 14, the 
enclosed statement could not be completed earlier. Never
theless, considerable thought and effort went into it, and 
we hope that it can be considered. 

AMS:ar 

Enc. 

Respectfully submitted, 

Allen M. Sokal 
Chairman, Division 14 
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STATEMENT ON BEHALF OF DIVISION 14 

PATENT, TRADEMARK AND COPYRIGHT LAW 

DISTRICT OF COLUMBIA BAR* REGARDING 

THE PATENT TERM RESTORATION BILL 

To The Subcommittee on Courts, 

Civil Liberties And the 

Administration of Justice On HR 3605 

Prepared By: 

Charles L. Gholz 
Barry L. Grossman 
Helen M. McCarthy 
Joseph M. Potenza 
Edward M. Prince 
Watson T. Scott 
Robert G. Weilacher 

•MANDATORY DISCLAIMER 

The views exposed herein represent only those of Division 14 (Patent 
Trademark and Copyright Law) of the District of Columbia Bar and not 
those of the D. C. Bar or of its Board of Governors. 
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STATEMENT ON BEHALF OF DIVISION 14 
PATENT, TRADEMARK AND COPYRIGHT LAW 

DISTRICT OF COLOMBIA BAR REGARDING 
THE PATENT TERM RESTORATION BILL 

The District of Columbia Bar, Division of Patent, Trademark and Copyright 

Law (Division 14), is pleased to submit its comments on H.R. 360S, "The Drug 

Price Competition and Patent Term Restoration Act of 1984". In summary, we 

support the overall objectives of this legislation but have serious reservations 

over whether the bill, as written, will achieve those objectives. We appreciate 

the fact that this bill represents a compromise between allegedly conflicting 

interests within different segments of the pharmaceutical- industry. With respect 

to the patent and data provisions of H.R. 360S, however, the compromise 

reached distorts traditional and, we believe, desirable concepts of law. 

The District of Columbia Bar, Division of Patent, Trademark and Copyright 

Law, has a membership of over 900 persons who specialize in intellectual prop

erty law, including many who reside and practice in other states. We will limit 

our comments on H.R. 3605 to the areas within our expertise, intellectual prop

erty, including patents and proprietary information. 

The District of Columbia Bar supports the general concept of patent term 

restoration. If the seventeen-year term of a patent is effectively diminished as 

a result of required pre market federal regulatory reviews, it is both equitable 

and consistent with overall public policies supporting the patent system that the 

term of that patent should be extended so that the patent holder has the oppor

tunity to enjoy the full seventeen-year term which Congress intended. While the 

problem of diminution of effective patent terms due to federal regulations is 
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certainly not limited to drug patents, it is most acute in that field. Patent 

term restoration is a concept which, we believe, will encourage research and 

development of new drugs. 

H.R. 3605 embraces the general concept of patent term restoration, but 

Section 156 of the bill unduly limits its application by imposing artificial 

constraints on the patents and patentees eligible for patent term restoration. 

These limitations are unnecessary and will, in many instances, defeat the 

desirable objectives of this bill. In our view, each patent for which patent term 

is sought should be treated independently. 

Under Section 121 of Title 35, each patent defines a separate and distinct 

invention. Any technological development may have within it several patentable 

aspects, each one of which would support a patent. For example, a product is 

patentable separately from the method of making the product. They are 

separately patentable because the patent law treats each as a separate invention. 

Additionally, in many cases various aspects of the technological development are 

submitted to the Patent and Trademark Office in a single patent application. 

The Patent and Trademark Office may require the applicant to divide the initial 

applications into separate applications for each distinct invention. The bill, how

ever, draws distinctions based, in part, upon separate inventions disclosed in 

earlier issued patents. The law governing this aspect of patent law is complex 

and the subtle distinctions which this bill attempts to draw to deny extension to 

certain patents will be difficult at best to implement.. We believe that the 

desirable objectives of the bill can be better effectuated by treating all patents 

and patentees independently. 
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The bill would obligate the Patent and Trademark Office to become 

involved in determining issues analogous to Infringement. The Patent and Trade

mark Office has neither the expertise nor the resources to become involved in 

such considerations. In addition, the time periods for extension in the bill seem 

somewhat arbitrary. 

We oppose Section 202 of the bill, which would overrule the Roche 

Products v. Bolar Pharmaceutical Co., Inc. case decided by the Court of Appeals 

for the Federal Circuit on April 23, 1984. In.this case, the Court held that the 

use of a patented drug product prior to the expiration date of the patent for 

the purpose of conducting experiments required to obtain FDA approval for the 

commercial sale of the drug after the patent expired constituted patent infringe

ment. The patent grant bestows upon the patent holder the right to exclude 

others from making, using, or selling the patented invention. While there is a 

well-recognized "experimental use" exception to the right to exclude bestowed by 

a patent, as the CAFC recognized in Roche, that exception has always been 

more narrowly construed than it would be under Section 202. We believe that it 

would be undesirable to expand the "experimental use" exception in the manner 

proposed in Section 202. 

H.R. 3605 would impose undesirable and artificial constraints on patent 

enforcement. It would force patent holders to sue abbreviated new drug appli

cation (ANDA) applicants within an arbitrary 45 days after being notified that an 

ANDA has been submitted for a drug which infringes • the patent. If the patent 

holder sues the ANDA applicant, ANDA approval is delayed until the litigation is 

resolved, but no more than 18 months. In effect, this provision makes the mere 
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submission of an ANDA an act of infringement for which the patentee can sue. 

In our view, mere submission of an ANDA should not itself be an act of 

infringement. If an ANDA applicant would infringe a patent in order to develop 

the data or information required in an ANDA, the patentee may bring an 

infringement action under current law, as exemplified by Roche. We see no rea

son to spur premature litigation and thus recommend against changing the current 

law. 

Since our Division is concerned with the legal rights affecting all 

intellectual property, including trade secrets, we feel obligated to voice our 

objection to the provisions of H.R. 3605 which require disclosure of confidential 

trade secret data. This data is among the most valuable property rights owned 

by a company. To confiscate this property right by forcing new drug applicants 

to. disclose their trade secret data is a certain way to diminish the incentives to 

undertake expensive research and development of new drugs. It will also reveal 

to foreign competitors valuable and practical research information of our most 

innovative companies. Consequently, we urge that these provisions of H.R. 3605 

be amended to require the FDA to make a detailed summary' of safety and 

effectiveness data, but not the complete raw data. 

We appreciate the opportunity to present our views on the patent aspect 

of H.R. 3605. It is important legislation. The concerns noted above are merely 

representative of other numerous questions raised by the bill. We believe full 

hearings should be held before the bill is reported out of Committee. With fur

ther consideration and hearings, we are certain the bill will achieve its purpose 

and help to ensure the continued leadership of the United States in the 

development and production of new pharmaceutical products. 
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ROCHE BIOMEDICAL LABORATORIES 
PO BOX 500 t ROCHE DR 
RARITAN NJ 0,866* ISAM 

Western 
Union Mailgram 

«-05Qi<l28l67 0*/15/8« ICS IPMMTZZ CSP WMSB 
20152621100 MGMB TDHT RARITAN NJ 171 06-15 0J58P EST 

CONGRESSMAN PETER W RODINO JR 
2062 RAYBURN HOUSE OFFICE BL09 
WASHINGTON DC 20515 3 

AS SENIOR VICE PRESIDENT OF THE HOFFMAN LAROCHE FACILITY AT RARITAN 
NEW JERSEYi I AM WRITING TO YOU TO EXRESS MY CONCERNS REGARDING H, R, 
1605. THE DRUG PRICE COMPETITION AND PATENT TERM RESTORATION ACT OF 
l'Blt. 

WE UNDERSTAND THAT REPRESENTATIVE KASTENMEIER HAS REQUESTED 
JURISDICTION OVER THE SUBJECT LEGISLATION THROUGH AT LEAST AUGUST 1, 
I960 TO CONDUCT HEARINGS AND TO FULLY REVIEW H. R, 5605, 
REPRESENTATIVE KASTENMEIER'S REQUEST IS CONSISTENT WITH THE 

MAGNITUDE AND COMPLEXITY OF THE ISSUES IN THIS LEGISLATION, WHICH 
WILL HAVE CONSIDERABLE IMPACT ON THE NEW JERSEY RESEARCH-BASED 
PHARMACEUTICAL INDUSTRY, 

WE BELIEVE THAT IS ESSENTIAL FOR CONSUMERS, HEALTH CARE PROVIOERS, 
tND PHARMACEUTICAL COMPANIES TO BE HEARD IN ORDER TO PROVIDE INPUT ON 
THIS MOST IMPORTANT LEGISLATION. TO DATE, THIS OPPORTUNITY HAS NOT 
BEEN PROVIDED IN THE HOUSE OF REPRESENTATIVES, THESE HEARINGS PLANNED 
BY REPRESENTATIVE KASTENMEIER WOULD DO A GREAT OEAL TO REMEDY THIS 
CIRCUMSTANCE. 

WE RESPECTFULLY URGE THAT YOU GRANT REPRESENTATIVE KASTENNEIER'S 
REQUEST 

PHILIP HAMWI 

15I5« EST 

HGMCOMP 
R t C f j . . _ 

'•""Hun comma 

TO REPLY BY MAILGRAM MESSAGE. SEE REVERSE StOE FOR WESTERN UNION'S TOLL - FREE PHONE NUMBERS 
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HAILCRAM SERVICE CENTER 
MIDDLETOWN, VA, 22645 
ISAM 

Western 
Union Mailgram 

0-0512508167 06/15/80 ICS IPMMTZZ CSP WHSB 
2022231975 MGMB TDMT WASHINGTON DC 310 06-15 0336P EST 

REPRESENTATIVE PETER W RODINO 
HOUSE OF REPRESENTATIVES 
WASHINGTON DC 20515 

DEAR CONGRESSMAN RODINO, 

3UOC/, iffy, 
'°^Mim r££ 

UNDERSTAND THAT REPRESENTATIVE KASTENMEIER HAS REOUESTED AN ADEQUATE 
OPPORTUNITY. THROUGH AT LEAST AUGUST 1, I960, TO CONDUCT HEARINGS AND 
OTHERWISE FULLY REVIEW HR3605, THE DRUG PRICE COMPETITION AND PATENT 
TERM RESTORATION ACT OF 198(1, RECENTLY ORDERED REPORTED BY ENERGY AND 
COMMERCE COMMITTEE. 

WE URGE YOU TO GRANT THIS REQUEST WHICH IS CONS 
MAGNITUDE AND THE COMPLEXITY OF THE ISSUES CONT 
LEGISLATION AND ESPECIALLY THE CRITICAL JUDICIA 
RAISED THEREIN. WE BELIEVE IT IS ESSENTIAL FOR 
PROVIDERS AND PHARMACEUTICAL MANUFACTURERS (GEN 
BASED) THAT HR 3605, AS AMENDED BY THE ENERGY A 
BE FULLY STUDIED AND UNDERSTOOD, TO DATE, THIS 
BEEN PROVIDED, THE HEARING WHICH REPRESENTATIVE 
CONDUCT WOULD DO A GREAT DEAL TO REMEDY THIS CI 

1STENT WITH THE 
AINEO IN THIS LANDMARK 
RY COMMITTEE ISSUES 
CONSUMERS, HEALTH CARE 
ERIC AND RESEARCH 
ND COMMERCE COMMITTEE, 
OPPORTUNITY HAS NOT 
KASTENMEIER PLANS TO 

RCUMSTANCE. 

PLEASE KNOW WE WOULD WELCOME AN OPPORTUNITY FOR OUR COMPANY TO APPEAR 
BEFORE THE SUBCOMMITTEE ON COURTS, CIVIL LIBERTIES AND ADMINISTRATION 
OF JUSTICE FOR THE PURPOSE OF EXPRESSING OUR VIEWS ON WHAT MIGHT BE 
DONE TO MAKE HR 3605 MORE EQUITABLE LEGISLATION, 

WE BELIEVE PATENT TERM RESTORATION/ANDA LEGISLATION CAN BE ACHIEVED 
IN THIS CONGRESS, BUT THIS SHOULD NOT OCCUR AT THE EXPENSE OF A FULL 
AIRING OF ALL PERTINENT ISSUES OR RISK CREATING A SYSTEM WHICH WOULD 
NOT ADEQUATELY ADDRESS LEGITIMATE PUBLIC POLICY CONCERNS OF MANY 
RESEARCH BASED PHARMACEUTICAL COMPANIES. THANK YOU. 

RICHARD M FURLAUD, CHAIRMAN AND CHIEF EXECUTIVE OFFICER SQUIBB CORP 
VERN WILLAMAN, EXECUTIVE COMMITTEE JOHNSON AND JOHNSON 
IRWIN LERNER, PRESIDENT AND CHIEF EXECUTIVE OFFICER HOFFMANN-LAROCHE 
RICHARD J KOGAN, EXECUTIVE VICE PRESIDENT, PHARMACEUTICAL OPERATIONS 
SCHERING-PLOUGH CORP 
WAYNE DAVIDSON GROUP VICE PRESIDENT BRISTOL MYERS 
JOHN R 9TAFF0RD, PRESIDENT OF AMERICAN HOME PRODUCTS 
JOHN K0LBA8, PRESIDENT NORWICH EATON PHARMACEUTICALS A PROCTER AND 
GAMBLE CO 
JOHN J HORAN CHAIRMAN AND CHIEF EXECUTIVE OFFICER, MERCK AND CO 

TO REPLY BY MAILGRAM MESSAGE. SEE REVERSE SIDE FOR WESTERN UNION'S TOLL • FREE PHONE NUMBERS 
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DEAR CONGRESSMAN RODINO, 
iJUDICiAn C^.SMTW-

UNDEPSTAND THAT REPRESENTjTIVE KASTENMEIER HAS RF8UESTE0 AN AOEOUATE 
OPPORTUNITY, THROUGH AT LEAST AUGUST I, 1980. TO CONDUCT HEARINGS AND 
OTHERWISE FULLY REVIEW HR3605, THE DRUG PRICE COMPETITION AND PATENT 
TERM RESTORATION ACT OF 198U, RECENTLY ORDERED REPORTED BY ENERGY AND 
COMMERCE COMMITTEE. 

WE URGE YOU TO GRANT THIS REOUEST WHICH IS CONSISTENT WITH THE 
MAGNITUDE AND THE COMPLEXITY OF THE ISSUES CONTAINED IN THIS LANDMARK 
LEGISLATION AND ESPECIALLY THE CRITICAL JUDICIARY COMMITTEE ISSUES 
RAISED THEREIN. WE BELIEVE IT IS ESSFNTIAL FOR CONSUMERS, HEALTH CARE 
PROVIDERS AND PHARMACEUTICAL MANUFACTURERS (GENERIC AND RESEARCH 
BASED) THAT HR 3605, AS AMENDED BY THE ENERGY AND COMMERCE COMMITTEE. 
BE FULLY STUDIED AND UNDERSTOOD. TO DATE, THIS OPPORTUNITY HAS NOT 
BEEN PROVIDED. THE HEARING WHICH REPRESENTATIVE KASTENMEIER PLANS TO 
CONDUCT WOULD 00 A GREAT DEAL TO REMEDY THIS CIRCUMSTANCE. 

PLEASE KNOW WE WOULD WELCOME AN OPPORTUNITY FOR OUR COMPANY TO APPEAR 
BEFORE THE SUBCOMMITTEE ON COURTS, CIVIL LIBERTIES AND ADMINISTRATION 
OF JUSTICE FOR THE PURPOSE OF EXPRESSING OUR VIEWS ON WHAT MIGHT BE 
DONE 10 MAKE HH 3605 MORE EQUITABLE LEGISLATION, 

WE BFLIEVE PATENT TERM RESTORATION/ANDA LEGISLATION CAN BE ACHIEVED 
IN THIS CONGRESS. BUT THIS SHOULD NOT OCCUR AT THE EXPENSE OF A FULL 
AIRING OF ALL PERTINENT ISSUES OR RISK CREATING A SYSTEM WHICH WOULD 
NOT ADEQUATELY ADDRESS LEGITIMATE PUBLIC POLICY CONCERNS OF MANY 
RtSEAKCri BASED PHARMACEUTICAL COMPANIES. THANK YOU. 

RICHARD M FURLAUD, CHAIRMAN AND CHIEF EXECUTIVE OFFICER SOUIBB CORP 
V£RN WILLAMAN, EXECUTIVE COMMITTEE JOHNSON AND JOHNSON 
1RWIM LEPNES, PRFSIOENT AND CHIEF EXECUTIVE OFFICER HOFFMANN-LAROCHE 
RICHARD J KOGAN, EXECUTIVE VICE PRESIDENT, PHARMACEUTICAL OPERATIONS 
SCHERING-PLOUGH CORP 
WAYNE DAVIDSON GROUP VICE PRESIDENT BRISTOL MYERS 
JOHN K STAFFORD, PRESIDENT OF AMERICAN HOME PRODUCTS 
JOHN KOLBAS, PRESIDENT NORWICH EATON PHARMACEUTICALS A PROCTER AND 
GAMBLE CO 
JOHN J HORAIJ CHAIRMAN AND CHIEF EXECUTIVE OFFICER, MERCK AND CO 

3 9 - 7 0 9 O - 8 5 27 
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July 19, 1984 

The Honorable Peter W. Rodino, Jr. 
Chairman, Committee on the Judiciary 
2137 Rayburn House Office Building 
House of Representatives 
Washington, DC 20515 

RE: H.R. 3605 ( 

Dear Congressman Rodino: 

I am writing because of my great concern that H.R. 3605 (the coun
terpart of S. 2748), dealing with drug price competition and pat
ent term restoration, will be enacted without further hearings. 

1 disclaim any expertise in the subject matter of Part I of 
H.R. 3605 that deals with new drug approval procedures before the 
FDA and, therefore, will not comment on Part I other than to 
deplore the totally unnecessary and divisive compromises that 
have been made in an effort to obtain passage of the patent term 
restoration legislation. I criticize the pressure blocs on both 
sides of the controversy, as I believe they have done a great 
mischief to the public by proposing unnecessarily complex solu
tions that will only serve to decrease innovative incentives. 

The subject of Part II - the patent term restoration proposal -
is a concept I highly favor. However, speaking as a lawyer 
concerned with a broad spectrum of patent matters for the past 
thirty years, I question many of the provisions therein, as I 
believe they discriminate against those patentees whose inven
tions are not concerned with drugs. 

Commissioner Mossinghoff recently testified in connection with 
H.R. 3605 on the serious impact this bill would have on the 
Patent and Trademark Office's operation; I will not comment on 
his statement other than to endorse it wholeheartedly. 

H.R. 3605 will, inter alia, reverse Roche v. Bolar Pharmaceutical 
(a recent decision of the Court of Appeals for the Federal Cir-
cuit on the use of a patented product during the term - which I 
believe to be sound law) and I, like many other active practition
ers, am of the view that if enacted, the bill would have an 

WILUAM H. ELLIOTT. JR. 
JOHN T. SYNNESTVEOT 
CHARLES M. UNOROOTH 

ALBERT L. FREE 
RICHARD O. WEBER 
JOHN S. CHILD. JR. 
MARTIN F. SAVITZKY 
PETER V. LEE 

Haxman) 

JWL23W4 
J U D ' c"«v c.0miTT£E 
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unconstitutional retroactive impact; however, I will not argue 
this point but will confine my discussion to an aspect which has 
not been previously covered. 

I am particularly concerned that B.R. 3605 covers only those pat
ents where the invention is subject to certain specified federal 
regulatory enactments. The bill does not reach any and all fed
eral legislation that shortens the patent term by precluding 
commercialization until approval of federal authorities has been 
obtained. Under H.R. 3605, term loss relief is only given to 
products that are subject to premarketing regulation under enumer
ated statutes: the Federal Food, Drug and Cosmetic Act; the 
Public Health Act; the Virus, Serum and Toxin Act; and the Analo
gous Products provisions of the Act of Congress of March 4, 1913. 

There are other federal regulations - Section 7 of the Plant 
Quarantine Act (7 O.S.C. S160) and the Plant Pest Act (7 O.S.C. 
S150ee), both administered by the Department of Agriculture; stan
dards and regulations promulgated by the National Highway Traffic 
Safety Administration of the Department of Transportation; the 
Federal Insecticide, Fungicide and Rodenticide Act; and the Toxic 
Substances Control Act, just to name a few - that can also 
adversely impact on the effective term of a patented invention. 
No relief is given to patentees when these acts adversely impact 
on the patent term. 

The problem is not unique to drug and drug-related patents. I 
have personally encountered situations in which the quarantine 
regulations of the Department of Agriculture and the safety stand
ards of the Department of Transportation have adversely impacted 
on the terms of patents; yet as far as I can determine, these 
regulations have not been discussed in hearings before either the 
House or the Senate in any of the patent term restoration bills 
previously considered. There is no sound reason why all patent
ees should not be equally accorded the benefits of patent term 
restoration where federal premarketing regulations adversely 
impact on the useful life of their patents. 

The enactment of H.R. 3605 as it now reads will, in my opinion, 
be extremely unwise. I strongly urge that there be further hear
ings by the House so that amendments can be considered to render 
the patent term restoration legislation operable for the Patent 
and Trademark Office and equitable to all patentees, and to elimi
nate the many other overly complicated, inconsistent and contro
versial provisions contained therein. 

/ Jfours very truW^^^ 

William H. Elliofcfcy'Jr. \ 
WHE,Jr./ml —.-
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BEXNARK R . PRAVEI 

President-Elect 

1st Vice-President 

T H O M A S F. SMEGAL. JR. 

2nd Vke President 

RoeEKTC. KLINE 

Secretary 

H. Ross WORKMAN 

Treasurer 
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The Honorable Robert W. Kastenmeier 
Chairman, Subcommittee on Courts 

Civil Liberties and the 
Administration of Justice 

U.S. House of Representatives 
2232 Rayburn House Office Building 
Washington, D.C. 20515 

RE: 

Immediate Past President 

LEONARD B . M A C K E Y 

Board of Directors 

T h e above persons and 

LAURENCE R . HEFTER 

PAULINE NEWMAN 

RICHARD P . SERNETT 

WALTER R. TWEL 

HOMER O . BLAIR 

E O W A R D V . RLAROI 

A L A N D . LOURIE 

J O K N E . MAURER 

MAURICE H . K U T Z M A N 

WILLIAM L, LARJZE 

MARVIN PETRY 

LAURENCE H. PRETTY 

Coundhnm to NCPLA 

DONALD R. OUNNER 

Executive Director 

M K H A E L W . BLOMMER 

Patent Term Restoration 
(H.R. 3605) 

Dear Mr. Chairman: 

The American Intellectual Property Law Association 
(AIPLA). is a national bar association of more than 4800 
attorneys'engaged in the practice of patent, trademark, 
copyright, licensing, and related fields of law affecting 
intellectual property. 

AIPLA supports the' enactment of patent term restora
tion legislation because we believe it will serve the public 
interest. Our belief is not based on an analysis of the 
impact of the Federal regulatory process on those industries 
or American Industry in general. Rather, we believe history 
teaches that an effective patent system, premised on a com
mercially viable 17-year patent grant, has been-of immense 
direct benefit to our country since the patent laws were 
enacted by the First Congress in 1790. 

However, we are opposed to the enactment of H.R. 3605 
with the inclusion of Section^ 202 which makes exceptions to ' 
fundamental, long standing, and important principles of patent 
law. In our opinion Section 2Q2 CD_ presents a constitutional 
issue which raises significant financia.1 and public policy 
questions and (21 represents a significant- negative precedent 
to the development of both United States and international 
patent laws. These points are discussed below. We also offer 
for your consideration an approach to eliminate the problem 
so the H.R. 3605 can go forward towards enactment. 

(1) Section 202 raises a serious constitutional issue. 
When the Food and Drug Administration prevents a patent owner 
from selling a drug to the public until the drug is approved 
it does not interfere with rights conferred by the patent. 

Formerly AMERICAN PATENT LAW ASSOCIATION 
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A patent bestows no right to sell but only to exclude 
others from practicing the invention. In Bloomer vs. 
McQuewan, 14 Howard 539 (1852) Chief Justice Taney said: 

"The franchise which the patent grants consists 
altogether in the right to exclude everyone from 
making, using, or vending the thing patented with
out the permission of the patentee. This is all 
that he obtains by the patent". 

It is equally well settled that "patents are property and 
entitled to the same rights and sanctions as other property". 
Continental Paper Bag Company vs. Eastern Paper Baq Company, 
210 U.S. 405 (Bo*). 

However, new Sections 271 (_e)_ CD. and 271 {e\ (3) 
proposed in Section 202 deprive owners of existing patents 
of the right to exclude others from making, using, or 
selling their patented drug under certain circumstances. 
The Supreme Court in James v. Campbell, 104 U.S. 356 (.1881), 
said: 

That the government of the United States when 
• it grants letters-patent for a new invention or 
discovery in the arts, confers upon the patentee 
an exclusive property in the patented invention 
which cannot be appropriated or used by the govern
ment itself, without just compensation, any more 
than it can appropriate or use without compensa
tion land Which has been patented to a private 
purchaser, we have no doubt. 

The Court elaborated in Hollister v. Benedict Manufacturing, 
113 U.S. 59 (1885): 

It was authoritatively declared in James v. Campbell, 
104 U.S. 356, that the right of the patentee, under 
letters patent for an invention granted by the 
United States, was exclusive of the government of 
the United States as well as of all others, and stood 
on the footing of all other property, the right to 
which was secured, as against the government, by the 
constitutional quaranty which prohibits the taking of 
private property for public use without compensation. 

The patent owner's rights are not wholly extinguished by 
Section 202. However, "property is taken in the constitu
tional sense when inroads are made upon an owners use of it..." 
United States v. Dickinson, 331 U.S. 745 (1947),. Also Acts 
of Congress, like actions of the Executive Branch, cannot by 
retroactive effect deprive persons of existing property rights 
without compensation. Lynch v. United States, 292 U.S. 571 
(1934). 



826 

Section 202 is intended to reverse the April 23, 1984, 
decision of the Court of Appeals for the Federal Circuit in 
Roche Products, Inc. v. Bolar Pharmaceutical Co., 221 U.S.P.Q. 
937 (Fed. Cir. 1984). Roche sued to enjoin Bolar from making 
federally mandated premarketing tests of a drug for which 
Roche held the patent. Roche maintained this use infringed 
their patent. Bolar argued that their use of the patented 
drug fell within the "experimental use" defense to infring-
ment. While the CAFC recognized the validity of that defense 
which originated in Whittemore v. Cutter, 29 F. Cas 1120, 
1121 (C.C.D. Mass. 1813).., it found that Bolar had infringed 
the Roche patent. The court said: 

Bolar may intend to perform "experiments", but 
unlicensed experiments conducted with a view to 
the adaptation of the patented invention to the 
experimenter*s business is a violation of the 
rights of the patentee to exclude others from 
using his patented invention. 

Therefore, if Section 202 is enacted the law will work a 
government taking of the exclusive property rights of patent 
owners specifically recognized in this fact situation by the 
Court in the Roche case. 

HR 3605 is silent as to how owners of existing patents 
will be compensated for the property taken from them. The 
Supreme Court in Ruckelshaus v. Monsanto, U.S. (1984) 
held that the Tucker Act, 28 U.S.C. 1491, is available as 
a remedy for the uncompensated taking of property (trade 
secrets), by the operation of the Federal Insecticide, Fungi
cide, and Rodenticide Act even though when that Act was 
passed Congress did not "mention or provide for Isuch} 
recourse against the Government..." In light of the Courts' 
ruling, the Tucker Act may provide a mechanism fo.r providing 
just compensation which would make Section 202 of the bill 
constitutionally valid. If not, the Section is almost cer
tainly not valid. 

Just compensation in the constitutional sense "means the 
full and perfect equivalent in money of the property taken. 
United States v. Miller, 369 U.S. 369, 373 C1943).. As the 
Court in the Roche case noted, by enjoining the use of its 
patented drug for FDA mandated testing, patent owners "gain 
for themselves upwards of two years" during which they 
are free from the competition of generic manufacturers sales. 
We do not have the financial data necessary to estimate the 
magnitude of the dollar losses to the owners of the scores 
of patented drugs now being sold when these products are 
deprived of "upwards of two years" of sales in exclusive 
marketing positions. However, the liability of the Government 
to pay money damages will certainly run into many tens of 
millions of dollars each year for many years to come. 
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While Congress may be willing to pay enormous sums to hasten 
the availability of lower cost drugs to the public, we ser
iously question the wisdom of the public policy which directly 
and substantially subsidizes generic drug manufacturers. The 
valuable rights obtained by this industry will be paid for by 
the Government with public funds. 

(2) Section 202 amends Section 271 of title 35 which 
defines patent infringement. Proposed Section 271 (el (1) and 
271 (e) (3) create an unprecedented "commercial use" exception 
to basic patent rights for the purpose of solving special 
problems involving a certain industry. The specific problem 
addressed is caused by other federal laws and regulations. 

Proposed Section 271 (e), {21 is also an unprecedented 
departure from United States and foreign patent laws. That 
Section provides that it shall be an act of infringement "to 
submit an application under 505 (j)_ of the Federal Food, 
Drug and Cosmetic Act for a drug claimed in a patent or the 
use of which is claimed in a patent." In the United States, 
and as defined specifically in 35 USC 271 fa)., the manu
facture or use or sale of a patented product constitutes an 
act of patent infringement. In most foreign countries, the 
act of manufacture or use or sale or importation constitutes 
patent infringement. 

Property rights in patents granted by the United States 
or other countries have no extraterritorial reach. An American 
inventor who wishes to prevent the making, using, or selling 
of his invention outside the United States must obtain a 
patent in each and every country where he desires protection. 
Under proposed 35 USC 271 fe). C2J., the United States would add 
as a fourth act of patent infringement the mere filing of a 
paper with a government agency which may be based upon acts of 
use engaged in outside of the United States. If a person tests 
the patented drug of another in a foreign country without 
authorization, the U.S. patent owner may or may not have a 
cause of action in that country depending on his patent rights 
there. To project U.S. patent rights beyond American borders 
amounts to the creation of a legal fiction resting only on a 
jurisdictional ground. 

These two departures from conventional principles of 
patent law represent very unfortunate precedents for the future 
development of patent law in the United States. But these 
negative proposals have broader ramifications. During the past 
four years the United States has assumed a prominent role in 
the diplomatic conferences on the revision of the Paris Conven
tion in urging the developing countries to adopt and use strong 
and effective patent laws, we point with pride to our patent 
system. We believe, and have tried to convince these countries 
to believe, that the clear protection of patent rights is in 
their best interest. We have urged them not to adopt local 
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weakening exceptions to that protection. Of course, strong 
local protection of U.S. owned technology we would like to 
export to developing countries is also in our interest. 

Should the Congress enact Section 202, the world patent 
community would learn that the United States accepts expe
dient special exceptions which erode fundamental principles 
of our own patent system. 

* * * * 

We fully understand that HR 3605 requires that a 
number of legitimate interests be reconciled. Therefore, 
to that end, we recommend that you consider that the bill be 
redrafted so that clinical trials in anticipation of an ANDA 
filing after a drug goes off patent be allowed only during the 
patent term restored by HR 3605. This bill envisions that, 
in the future," patented drugs approved by the FDA will be 
entitled to some period of restored term after the original 
patent has expired. The bill should provide that when a patent 
owner petitions to gain that extension he thereby consents to 
allow testing in anticipation of ANDA filings by others. 
Having the owners consent will overcome the problems generated 
by the Constitution. This approach also greatly ameliorates 
the negative precedent of creating a commercial use exception 
to patent rights because the granted patent will have expired 
before the exception can apply. This approach would also 
allow the abandonment of the proposal of infringement by filing 
a paper as is found in 271 fe). (_2)_. 

HR 3605'does not extend the patent term of drugs 
already approved and on the market. The owners of those 
patents will never recover any patent time lost to them by 
regulatory delay. The approach we recommend makes this bill 
prospective for all parties. The copyists will not receive 
the time benefits which accrue with the reversal of Roche v. 
Bolar, as they do under HR 3605 as to drugs already patented 
and on the market. However, such result is equitable since 
the time the copyists would gain by having the bill retro
active in its effect would be considerably less than the time 
lost by the inventor of the drug due to regulatory delay. 

Thank you for considering our views. 

Sincerely, 

B. R. Pravel 
President 
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PATENT, TRADEMARK AND COPYRIGHT LAW SECTION 

THE BAR ASSOCIATION 
OF THE DISTRICT OF COLUMBIA 
1819 H STREET, N.W., SUfTE 300 
WASHINGTON, D.C MOOS 
(202) 223-1X80 

July 16, 1984 

Honorable Robert W. Kastenmeier 
Chairman, Subcommittee on Courts, Civil 
Liberties and the Administration of Justice 
House of Representatives 
Congress of The United States 
Rayburn House Office Building 
Washington, D.C. 200515 

Subject: H.R. 3605, Abbreviated New Drug Applications 
and Patent Term Extension 

Dear Mr. Chairman: 

The following comments on H.R. 3605 are submitted on 

behalf of the Patent, Trademark and Copyright (PTC) Section of 

the Bar Association of the District of Columbia. In summary we 

oppose certain provisions of H.R. 3605 and urge that these 

provisions be deleted. 

The PTC Section consists of over 300 lawyers who 

practice patent law before the United States Patent and Trademark 

Office as well as before the Federal Courts. These members seek 

patents on behalf of clients, enforce patents, as well as defend 

against patents. The members of the PTC Section also regularly 

deal with trade secrets as well as international patent matters. 

The Section members represent a wide range of inventors and 

corporations including those engaged in original pharmaceutical 

research as well as producers of generic drugs. 
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One of the goals of the PTC Section is to support a 

uniform system of patent law where all inventors and inventions 

are judged equally. As pointed out by Commissioner Hossinghoff 

in his written statement, H.R. 3605 does not apply to all 

inventions and all fields of inventive activity. Assuming patent 

term restoration is desirable, the PTC Section believes that it 

should apply to all inventions and not just a choosen few, as 

discussed in more detail infra. As pointed out in the Senate 

Hearings, Congress has heard from only a few special interests as 

regards this legislation. The bill, as presently drafted, 

accomodates only those few special interests and creates a 

special arbitrary class of patents. 

TITLE I - ABBREVIATED NEW DRUG APPLICATIONS (ANDA) 

The bill provides for abbreviated new drug applications 

(ANDA). The PTC Section expresses no opinion as to such matters 

per se as they are outside the scope of the law practice of the 

Section members. However, the bill goes on to provide that the 

ANDA application may contain a certification that in the opinion 

of the applicant the patent covering the drug is invalid and that 

a notice of invalidity has been given to the patentee. In that 

event ANDA approval shall be made effective immediately unless 

the patentee brings an action for patent infringement within 45 
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days from the date the notice is received. Further, if the 

parties to the patent infringement action reasonably cooperate in 

expediting the action, ANDA approval shall be effective upon the 

expiration of an eighteen month period beginning on the date of 

receipt of the notice. 

These two periods of 45 days and 18 months directly 

affect patentees and as such are of serious concern to the PTC 

Section members. It is totally unrealistic to expect that 

complex patent litigation can be completed in 18 months from the 

date of notice. It is also totally unfair to the patentee to 

give unlimited time to the infringer to prepare for litigation 

and give only 45 days to the patentee. More importantly however, 

the bill forces the patentee into litigation, a radical departure 

from the concepts of our present system and contrary to the 

efforts of the federal judiciary to promote conflict resolution 

by means other than litigation. Congress has never before forced 

the patentee to resolve questions of infringement solely by 

litigation. The patentee has always had the freedom of choice 

whether or not to sue.- A patentee of limited resources is 

unfairly penalized by this legislation. 

Title I of the bill also provides that safety and 

effectiveness data and information which have been submitted to 

the FDA shall be made available to the public upon request unless 

extraordinary circumstances are shown. This provision affects 
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trade secrets which may be more valuable than patent rights. It 

is beyond question that the submitters of the information have a 

property interest protected by the Fifth Amendment's taking 

clause, see Ruckelshaus v. Monsanto Co., 52 USLW 4886, 4889 (U.S. 

1984). This property interest is cognizable as a trade secret 

property right under state law. Monsanto, supra, 52 USLW at 

4890. The Supreme Court stated, 52 USLW at 4892. 

"Thus, it is the fact that operation of 
the data-consideration or data-disclosure 
provisions will allow a competitor to 
register more easily its product or to 
use the disclosed data to improve its own 
technology that may constitute a taking." 

The Supreme Court expressly noted that presumably an 

applicant would forego registration in the United States where 

the data is more valuable than the right to sell in the United 

States, 52 USLW at 4891, fn. 11. This Congress should not pass 

legislation which forces the owners of such information to make 

it available to the public. 

TITLE II - PATENT TERM RESTORATION 

The bill provides for patent term restoration to a few 

types of inventions in certain speciality fields. It does not 

cover each invention whose entry into the market has been delayed 

because of governmental requirements. Former Commissioner 

Schuyler's written statement to the Subcommittee clearly shows 
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that the legislation denies extensions to worthy inventions and 

acts to discourage research. If an invention is clearly worthy 

of a patent then it should be entitled to an extension on the 

same terms and conditions as other patents. This legislation 

unwisely creates different classes of patents, something no 

Congress has ever done. 

It also actually discriminates against pioneer 

inventions. In Section 201 an extension is provided for a 

product which was not identically disclosed or described in an 

earlier patent if the holder of the patent seeking extension and 

the holder of the earlier patent are not the same. This means 

that the inventor of a pioneer drug who files and receives a 

patent cannot ever apply for an extension on an improvement even 

though no extension was ever applied for on the earlier patent. 

However a competitor - who is not the holder of the earlier 

patent - may receive an extension. The competitor may begin 

where the pioneer left off and ultimately received the first 

extension. This is manifestly unfair. 

In addition. Section 201 wholly fails to consider the 

effect on what are called^ivisional" patent applications. The 

PTO may, and frequently does, require a division or separation of 

an original patent application into a number of separate patent 

applications to facilitate examination. These "divisional" 

applications, under the terms of Section 201, would not be 
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entitled to retension of the terra even though they arise out of 

the original patent document. 

There is no justification for penalizing the inventor by 

excluding patents based on divisional applications from patent 

term extension when the divisional process is necessitated by PTO 

examination procedures. 

The bill also provides that an application for an 

extension must be submitted within sixty days after approval of 

marketing. This is premature and wasteful of both the patentee's 

resources and the government. It cannot be predicted which 

patents will later prove worthy of an extension based on 

economical success. There should be no limit on when application 

should be made. Commissioner Mossinghoff additionally pointed 

out that the procedure provided in the legislation is confusing, 

difficult and unnecessary. The PTC Section agrees with 

Commissioner Mossinghoffs statement. 

The bill also provides that it shall not be an act of 

infringement to make, use or sell a patentable invention solely 

for uses reasonably related to the development and submission of 

information under a Federal law which regulates the manufacture, 

use or sale of drugs. 

This is a drastic departure from existing law, contrary 

to Roche Products, Inc. v. Bolar Pharmaceutical Co., 733 P.2d 
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858, 221 USPQ 937 (CAFC 1984). See also Pfizer, Inc. v. 

International Rectifier Corp., 217 USPQ 157 (D.C. Cal. 1982). 

In Roche, Bolar obtained from a foreign manufacture 5 

kilograms to use in generating, data for a new drug application. 

The Court noted, "It is beyond argument that performance of only 

one of the three enumerated activities [makes, uses or sells, 35 

U.S.C. 271] is patent infringement." 733 F.2d at 861, 221 USPQ 

at 939. See also Aro Manufacturing Co. v. Convertible Top 

Replacement Co., 377 U.S. 476, 484 (U.S. 1964). The Court in 

Roche concluded, 733 F.3d at 863, 221 USPQ at 941: 

"Bolar's intended experimental use is 
solely for business reasons... Bolar's 
intended use of flurazepam hcl to derive 
FDA required test data is thus an 
infringement of the "053 patent." 

Bolar argued that the patent laws should apply differently to 

drugs and the Court refused, 733 F.2d at 864, 221 USPQ at 942. 

The Courts have long held that the right of the" patentee 

to exclude others from making, using or selling is: 

"exclusive of the Government of the 
United States as well as of all others, 
and stood on the footing of all other, 
property, the right to which was secured, 
as against the Government, by ttie 
constitutional guaranty which prohibits 
the taking of private property for public 
use without compensation;" Hollister v. 
Benedict, 113 U.S. 59, 67 (U.S. 1885), 
and James v. Campbell, 104 U.S. 356 (U.S. 
1877). 
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Section 202 of the bill, which amends 35 U.S.C. 271, 

states that patentees no longer have the property right to sue 

for acts of patent infringement as regards drugs and submission 

of information under Federal Law. This is an outright taking of 

private property for public use without compensation, contrary to 

the above authorities. 

The PTC Section of the Bar Association of the District 

of Columbia favors balanced and uniform legislation. As pointed 

out above, the present legislation falls short and should not be 

passed in its present form. 

Respectfully submitted. 
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Patent Term Restoration 
(H.R. 36051 

Dear Mr. Chairman: 

The American Intellectual Property Law Association 
(AIPLA) is a national bar association of more than 4800 
attorneys engaged in the practice of patent, trademark, 
copyright, licensing, and related fields of law affecting 
intellectual property. 

AIPLA supports the enactment of patent term restora
tion legislation because we believe it will serve the public 
interest. Our belief is not based on an analysis of the 
impact of the Federal regulatory process on those industries 
or American Industry in general. Rather, we believe history 
teaches that an effective patent system, premised on a com
mercially viable 17-year patent grant, has been of immense 
direct benefit to our country since the patent laws were 
enacted by the First Congress in 1790. 

However, we are opposed to the enactment of H.R. 3605 
with the inclusion of Section 202 which makes exceptions to 
fundamental, long standing, and important principles of patent 
law. In our opinion Section 202 CH presents a constitutional 
issue which raises significant financial and public policy 
questions and (2) represents a significant negative precedent 
to the development of both United States and international 
patent laws. These points are discussed below. We also offer 
for your consideration an approach to eliminate the problem 
so the H.R. 3605 can go forward towards enactment. 

(1) Section 202 raises a serious constitutional issue. 
When the Food and Drug Administration prevents a patent owner 
from selling a drug to the public until the drug is approved 
it does not interfere with rights conferred by the patent. 

Formerly AMERICAN PATENT LAW ASSOCIATION 
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A patent bestows no right to sell but only to exclude 
others from practicing the invention. In Bloomer vs. 
McQuewan, 14 Howard 539 (1852) Chief Justice Taney said: 

"The franchise which the patent grants consists 
altogether in the right to exclude everyone from 
making, using, or vending the thing patented with
out the permission of the patentee. This is all 
that he obtains by the patent". 

It is equally well settled that "patents are property and 
entitled to the same rights and sanctions as other property". 
Continental Paper Bag Company vs. Eastern Paper Bag Company, 
210 U.S. 405 (1908). 

However, new Sections 271 (e) (1) and 271 (e) (3) 
proposed in Section 202 deprive owners of existing patents 
of the right to exclude others from making, using, or 
selling their patented drug under certain circumstances. 
The Supreme Court in James v. Campbell, 104 U.S. 356 (.1881) 
said: 

That the government of the United States when 
it grants letters-patent for a new invention or 
discovery in the arts, confers upon the patentee 
an exclusive property in the patented invention 
which cannot be appropriated or used by the govern
ment itself, without just compensation, any more 
than it can appropriate or use without compensa
tion land which has been patented to a private 
purchaser, we have no doubt. 

The Court elaborated in Hollister v. Benedict Manufacturing, 
113 U.S. 59 (1885): 

It was authoritatively declared in James v. Campbell,. 
104 U.S. 356, that the right of the patentee, under 
letters patent for an invention granted by the 
United States, was exclusive of the government of 
the United States as well as of all others, and stood 
on the footing of all other property, the right to 
which was secured, as against the government, by the 
constitutional guaranty which prohibits the taking of 
private property for public use without compensation. 

The patent owner's rights are not wholly extinguished by 
Section 202. However, "property is taken in the constitu
tional sense when inroads are made upon an owners use of it..." 
United States v. Dickinson, 331 U.S. 745 C1947). Also, Acts 
of Congress, like actions of the Executive Branch, cannot by 
retroactive effect deprive persons of existing property rights 
without compensation. Lynch v. United States. 292 U.S. 571 
(1934). 
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Section 202 is intended to reverse the April 23, 1984, 
decision of the Court of Appeals for the Federal Circuit in 
Roche Products, Inc. v. Bolar Pharmaceutical Co., 221 U.S.P.Q. 
937 (Fed. Cir. 1984). Roche sued to enjoin Bolar from making 
federally mandated premarketing tests of a drug for which 
Roche held the patent. Roche maintained this use infringed 
their patent. Bolar argued that their use of the patented 
drug fell within the "experimental use" defense to infring-
ment. While the CAFC recognized the validity of that defense 
which originated in Whittembre v. Cutter, 29 F. Cas. 1120, 
1121 (C.C.D. Mass. 18131., it found that Bolar had infringed 
the Roche patent. The court said: 

Bolar may intend to perform "experiments", but 
unlicensed experiments conducted with a view to 
the adaptation of the patented invention to the 
experimentor's business is a violation of the 
rights of the patentee to exclude others from using 
his patented invention. 

Therefore, if Section 202 is enacted the law will work a 
government taking of the exclusive property rights of patent 
owners specifically recognized in this fact situation by the 
Court in the Roche case. 

H.R. 3605 is silent as to how owners of existing patents 
will be compensated for the property taken from them. The 
Supreme Court in Ruckelshaus v- Monsanto, U.S. (1984). 
held that the Tucker Act, 28 U.S.C. 1491, is available as 
a remedy for the uncompensated taking of property (trade 
secrets) by the operation of the Federal Insecticide, Fungi
cide, and Rodenticide Act even though when that Act was 
passed Congress did not "mention or provide for [such] 
recourse against the Government..." In light of the Courts' 
ruling, the Tucker Act may provide a mechanism for providing 
just compensation which would make Section 2Q2 of the bill 
constitutionally valid. If not, the Section is almost cer
tainly not valid. 

Just compensation in the constitutional sense "means the 
full and perfect equivalent in money of the property taken. 
United States v. Miller, 369 U.S. 369, 373 U943J . As the 
Court in the Roche case noted, hy enjoining the use of its 
patented drug for FDA mandated testing, patent owners "gain 
for themselves ... upwards of two years" during which they 
are free from the competition of generic manufacturers sales. 
We do not have the financial data necessary to estimate the 
magnitude of the dollar losses to the owners of the scores 
of patented drugs now being sold when these products are 
deprived of "upwards of two years" of sales in exclusive 
marketing positions. However, the liability of the Government 
to pay money damages will certainly run into many tens of 
millions of dollars each year for many years to come. 
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while Congress may be willing to pay enormous sums to hasten 
the availability of lower cost drugs to the public, we ser
iously question the wisdom of the public policy which directly 
and substantially subsidizes generic drug manufacturers. The 
valuable rights obtained by this industry will be paid for by 
the Government with public funds. 

(2) Section 202 amends Section 271 of title 35 which 
defines patent infringement. Proposed Section 271 (e) (1) and 
271 (e) (3) create an unprecedented "commerical use" exception 
to basic patent rights for the purpose of solving special 
problems involving a certain industry. The specific problem 
addressed is caused by other federal laws and regulations. 

Proposed Section 271 (el (2). is also an unprecedented 
departure from United States and foreign patent laws. That 
Section provides that it shall be an act of infringement "to 
submit an application under 505 Cj) of the Federal Food, 
Drug and Cosmetic Act for a drug claimed in a patent or the 
use of which is claimed in a patent." In the United States, 
and as defined specifically in 35 USC 271 (a), the manu
facture or use or sale of a patented product constitutes an 
act of patent infringement. In most foreign countries, the 
act of manufacture or use or sale or importation constitutes 
patent infringement. 

Property rights in patents granted by the United States 
or other countries have no extraterritorial reach. An American 
inventor who wishes to prevent the making, using, or selling 
of his invention outside the United States must obtain a 
patent in each and every country where he desires protection. 
Under proposed 35 USC 271 (e) C21, the United States would add 
as a fourth act of patent infringement the mere filing of a 
paper with a government agency which may be based upon acts of 
use engaged in outside of the United States. If a person tests 
the patented drug of another in a foreign country without 
authorization, the U.S. patent owner may or may not have a 
cause of action in that country depending on his patent rights 
there. To project U.S. patent rights beyond American borders 
amounts to the creation of a legal fiction resting only on a 
jurisdictional ground. 

These two departures from conventional principles of 
patent law represent very unfortunate precedents for the future 
development of patent law in the United States. But these 
negative proposals have broader ramifications. During the past 
four years the United States has assumed a prominent role in 
the diplomatic conferences on the revision of the Paris Conven
tion in urging the developing countries to adopt and use strong 
and effective patent laws. We point with pride to our patent 
system. We believe, and have tried to convince these countries 
to believe, that the clear protection of patent rights is in 
their best interest. We have urged them not to adopt local 
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weakening exceptions to that protection. Of course, strong 
local protection of U.S. owned technology we would like to 
export to developing countries is also in our interest. 

Should the Congress enact Section 202, the world patent 
community would learn that the United States accepts expe
dient special exceptions which erode fundamental principles 
of our own patent system. 

* * * * 

We fully understand that H.R. 3605 requires that a 
number of legitimate interests be reconciled. Therefore, 
to.that end, we recommend that you consider that the bill be . 
redrafted so that clinical trials in anticipation of an ANDA 
filing after a drug goes off patent be allowed only during the 
patent term restored by H.R. 3605. This bill envisions that, 
in the future, patented drugs approved by the FDA wij.1 be 
entitled to some period of restored term after the original 
patent has expired. The bill should provide that when a patent 
owner petitions to gain that extension he thereby consents to 
allow testing in anticipation of ANDA filings by others. 
Having the owners consent will overcome the problems generated 
by the Constitution. This approach also greatly ameliorates 
the negative precedent of creating a commercial use exception 
to patent rights because the granted patent will have expired 
before the exception can apply. This approach would also 
allow the abandonment of the proposal of infringement by filing 
a paper as is found in 271 (el C21-

H.R. 3605 does not extend the patent term of drugs 
already approved and on the market. The owners of those 
patents will never recover any patent time lost to them by 
regulatory delay. The approach we recommend makes this bill 
prospective for all parties. The copyists will not receive 
the time benefits which accrue with the reversal of Roche v. 
Bolar, as they do under H.R. 3605 as to drugs already patented 
and on the market. However, such result is equitable since 
the time .the copyist would gain by having the bill retro
active in its effect would be considerably less than the time 
lost by the .inventor of the drug due to regulatory delay. 

Thank you .for considering our views. 

Sincerely, 

B. R. Pravel 
President 
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Honorable Carlos J. Moorhead 
Honorable Jack Brooks 
Honorable Romano L. Mazzoli 
Honorable Mike Synar 
Honorable Patricia Schroeder 
Honorable Dan Glickman 
Honorable Bruce A. Morrison 
Honorable Barney Frank 
Honorable Howard L. Berman 
Honorable Henry J. Hyde 
Honorable Michael DeWine 
Honorable Thomas N. Kindness 
Honorable Harold S. Sawyer 
David W. Beier III, Esq. 
Thomas E. Mooney, Esq. 
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July 19, 19 84 

1700 LINCOLN STREET 

DENVER,COLORAOO 8 0 2 0 3 

(303) S63- IODO 

David Beier, Esq. 
Assistant Counsel 
Subcommittee on Courts, Civil 
Liberties and the Administration 
of Justice 

House Committee on the Judiciary 
2137 Rayburn Office Building 
Washington, D.C. 20515 

Dear Mr. Beier: 

With the permission of Howard Bremer, Patent 
Counsel of the Wisconsin Alumni Research Foundation, 
we are forwarding to you and the other members of the 
Committee on Courts, Civil Liberties and the Adminis
tration of Justice a letter from the Wisconsin Alumni 
Research Foundation to Chairman Kastenmeier on the 
pending Patent Term Restoration bill H.R. 3605. 

The letter of the Research Foundation raises 
fundamental questions as to the effect of the proposed 
legislation on this country's patent system — parti
cularly on the long term effect of the bill on our 
position in international trade. 

As you are aware from previous correspondence, 
the coalition of research based pharmaceutical companies 
whom we represent believes that the bill should be 
amended. The concerns voiced by the Research Foundation 
with regard to the constitutional issues, the long term 
impact on our international position in the development 
of technology, and the potentially chilling effect on 
innovation, underscore the necessity for seriously 
considering such amendments. 

Sincerely, 

^.Tar^lc T.i nsnti * Jack Lipson 

Enclosure 
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WISCONSIN 
ALUMNI 
RESEARCH 
FOUNDATION 

OK* 
July 16, 1984 

trie Honorable Robert W. Kastenneier 
Bouse of Representatives 
2232 Raybum Bouse Office Building 
Washington, D.C. 20515 

Dear Congressman Kastenmeier: 

We have had an opportunity to review H.R. 3605 relating to proposed 
amendments to the Drug Prioe Competition and Patent Term Restoration Act of 
1984 and we are writing to you to indicate our concern that this bill, as 
well as the companion bill in the Senate, S. 2748, nay be passed without a 
full hearing and sequential referral. From review of testimony given and a 
reading of the bill it is evident to us that the bill is complicated, 
contains many provisions which will be difficult to administer and raises 
substantial questions of unconstitutionality in the taking of property 
without compensation. In addition the bill, as a compromise measure, 
appears to trade off valuable patent protection for accomodations under 
the Food, Drug and Cosmetic Act and it does little to spur innovation in 
this country at a time when technology and its transfer has hrcnmp a 
currency of high value in the conduct of foreign affairs. 

The various aspects of the bill reflect in our mind tiie coort term 
philosophy which has came to so dominate the business outlook in this 
country as to put it at a disadvantage with foreign nations and companies, 
particularly Japan, where long term planning and profitability is a greater 
consideration. It would seem that the premise of the bill arises from 
dlRsatinfartim with the length of time that is required for a generic drug 
manufacturer to be able to market drugs hprenise of FDA regulatory require
ments. The generic corrgmies have, of course, muplpri with this the 
emotionally appealing emphasis of being able to make the drug available at 
a lower price in the marketplace, with a projected, but not estabished, 
equivalent degree of safety and effectiveness as a patent-protected drug, 
this, of course, completely disregards the effort needed to transfer a new 
chemical identity into a publicly accepted pharmaceutical product and the 
necessity to offer some inducement for the private sector to commit the 
high risk money necessary to accomplish that transition. 

In this circumstance, it would nnpwn- that we are again facing a situation 
where science is being made subservient to politics and that, upon 
analysis, seme of the provisions of this bill would in fact weaken our 
patent system as we now know it. In today's technology transfer atmosphere 
the protection afforded by the intellectual property right for the heavy 
investment required in development is more necessary than ever since the 
lead time given by exclusive knowledge or patents is shorter than ever 

POST OFFICE BOX 73(S • MADISON, WISCONSIN 53707 • TELEPHONE (MS) 2SS-2500 

r^v^-"^ 
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before. If that lead time disappears through the weakening of the ability 
to extend exclusive rights to intellectural property or through further 
weakening of the patent system it may become economically sound to be 
second in the field. It is such a result that we see being stimulated by 
scene of the terms and provisions of this piece of legislation. 

To our eyes the content of this bill evinces that that second-place 
philosophy already exists in the medical field and we see it philosophi
cally leading to a second place attitude in U.S. industry broadly and as 
the almost predictable next step, of a willingness to become a second place 
nation. 

The university ccmnunity through its basic research generates new chemical 
entitites which prospectively can become curative drugs. Other investiga
tions of the application of these various new chemical entities to 
different disease states is also an ongoing activity at many universities, 
as is the design of new processes for producing such entitites. We are, 
therefore, concerned with any piece of legislation which adversely affects 
technology transfer capability and innovation but are particularly 
concerned with any effort to hastily pass legislation as an accomodation 
that would affect the patent laws which represent the basis and incentive 
for effective technology transfer and the strength of this country. 

Very truly yours, 

Howard W. Bremer 
Patent Counsel 

POST OFFICE BOX 7385 • MADISON, WISCONSIN 53707 . TELEPHONE (608) 263-2500 
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AMERICAN SOCIETY OF HOSPITAL PHARMACISTS 
4630 Montgomery Avonue/Beffmda, Maryland 20aufp01)B57-3O0O 

July 6. 1984 

The Honorable Peter Rodino, Chairman 
House CoBsalttee on the Judiciary 
2462 Rayburn House Office Building 
Washington, DC 20515 

Re: H.R. 3605, Drug Price Competition Act of 1983 

Dear Mr. Chairman: 

The American Society of Hospital Pharmacists, the national professional 
society of pharmacists practicing in hospitals and other settings of 
organized health care, Is writing to urge speedy consideration of the 
above referenced legislation. 

Our members have a strong Interest in this legislation: they wish to see 
an increased rate of development of new drug products and new forms of 
drug delivery and they also wish to see the cost of drugs reduced. 
H.R. 3605 accomplishes this by providing patent term extension to newly 
developed drugs and by permitting post-1962 drugs, already shown to be 
safe and effective, to be marketed without duplicltous clinical testing. 
Although we do not know what the pharmaceutical Industry will do with this 
new Incentive for research, we do know that well over 100 drugs will be 
available for the new approval process; consumer savings and reduced 
health care costs will be the result. 

We urge you to move expeditiously on this matter. 

Sincerely, 

Joseph A. Oddls, Sc.D. 
Executive Vice President 

JAO/ln/062202 

peceweo 

JUL 9 « * 
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1667 K STREET, N.W. 
SUITE 410 
WASHINGTON, D.C. 20006 

July 30, 1984 
i£CEIVED 

JUL301984 The Honorable Peter W. Rodino, Jr. 
Room 2462, Rayburn House Office Bldg. 
U. S. House of Representatives 
Washington, DC 20515 

Dear Congressman Rodino: 

The House Judiciary Committee will be taking up HR 3605 
(Waxman) in markup tomorrow, July 31. This bill was reported 
by the Energy and Commerce Committee on June 12, the same day 
it was introduced. It was reported by the Courts Subcommittee 
on July 25 without significant changes. 

Supporters of the legislation are resisting any and all 
amendments on grounds that the bill is the product of private 
negotiations involving several major interests, including 
manufacturers of generic drugs. However this legislation has 
been sharply and publicly criticized by the FDA, the Patent 
Office and a number of leading pharmaceutical manufacturers who 
specialize in breakthrough drug research. 

Amendments will be offered at markup that will correct some 
of the more blatant problems in this bill. I hope you will 
consider these proposed changes and support them. A 
description is attached. With the amendments the bill would 
enjoy broad support throughout our industry. 

If passed, HR 3605 would constitute the most drastic change 
in U.S. patent policy and drug approval policy in over 20 
years. It deserves thoughtful scrutiny by all members of the 
full Committee. 

Sincerely, 

^ - 7 ^ 
Nicholas L. Ruggieri 
Manager, Washington Affairs 

907A/g 
Attachment 
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Anendemnts to HR 3605 

On Tuesday, July 31, 1984 the Judiciary Committee will meet 
to consider the Drug Price Competition and Patent Term 
Restoration Act of 1984 (HR 3605, Waxman). 

The legislation is designed to accomplish two objectives: 

Permit expedited access to market for generic drugs 
and to extend patent life for new drugs subject to 
regulatory approval. 

At the markup four amendments will be introduced. Two of 
these amendments are originating from the Patent and Trademark 
Office, which has strongly criticized the bill in its present 
form: 

1. The first involves the reversal of the Bolar decision. 
This amendment will be introduced at the request of the Patent 
Office. The bill would overturn the principle affirmed in the 
recent Bolar case affecting prescription drugs which prevents a 
competitor from carrying out commercial premarket testing 
before a patent expires. This principle applies to all 
patents. The bill should be modified so reversal of the 
principle would apply only to drug products whose patents have 
benefited from extension. 

2. The second involves the types of patents eligible for 
restoration. This is another Patent Office amendment. The 
bill prevents extension of a patent specifically claiming a 
particular compound if that compound had been claimed or 
disclosed generically under a prior patent. The bill also 
prevents extension of a patent on claims covering a second 
FDA-approved drug where one patent covers two approved drugs. 
In both instances, patent restoration is denied unfairly. 
Firms often cannot determine during patent application what 
drug or drugs eventually will be tested successfully and 
marketed. They also can expend considerable resources in 
developing each FDA-approved drug, but only one restoration 
would be allowed.. These punitive provisions should be deleted, 
and replaced by an overall year cap on total patent life for 
any given product, taking extension into account. 

3. Under the third proposed amendment marketing of a 
generic drug in situations where the originator's patent is 
being challenged, should not be permitted until at least a 
lower court judgment has been rendered on patent validity. In 
its present form the bill technically would allow generic 
manufacturers to market a drug before patent litigation has 
been resolved. 
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4. The fourth proposed amendment deals with the timeliness 
of patent challenges. The bill could force a firm to defend 
its patent much sooner than would be the case under present 
law. A change is needed to require that the generic 
competitor's required notice to the patent holder take place 
only after the FDA-has determined that the generic applicant 
has filed a complete abbreviated application rather than 
triggering a patent challenge merely on submission of a 
preliminary, possibly incomplete application to the FDA. 

Eleven of the nation's largest research-based 
pharmaceutical companies is supporting these amendments to HR 
360S. While the companies endorse the concepts contained in 
the legislation, they feel that the amendments are necessary to 
make the legislation equitable and to assure incentives for 
long-term pharmaceutical research. Their adoption would 
greatly improve the legislation without affecting the essence 
of the compromise between generic industry interests and the 
manufacturers of pioneer new drugs. 

891A/g 
7/30/84 
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AMERICAN 
ASS00A110N „ _ ^ . _ . , 1 B m 
OFRE1KD RECE1VP:© 

PERSONS 

2 6 YEARS O f SERVICE J U ^ 2 Y 1984 

June 26, 1984 

The Honorable Peter W. Rodino, Jr. -> 
U.S. Bouse of Representatives _/ 
Washington, DC 20515 

Dear Congressman Rodino: 

The American Association of Retired Persons would like to express its 
support for the ANDA - Patent Term Extension bill. Because the bill 
facilitates the availability of low-cost generic drugs to consumers, we 
are able to endorse this compromise legislation. 

For many years AARP has promoted the use of generic drugs which provide 
the identical therapy of brand name prescription drugs, often at a 
fraction of the cost. Older Americans, many of whom require multiple 
medication to insure their continued health, must pay these costs but 
of pocket as Medicare generally does not pay for prescription drugs. 
Generics therefore, are especially important to the elderly who often 
live on small fixed incomes. 

Unfortunately, current FDA drug approval policy, which requires 
duplication of expensive safety and efficacy tests as a prerequisite 
for approval of generic versions of pioneer drugs first approved after 
1962, essentially denies the availability of those generics to 
consumers. This policy has the effect of insulating brand name 
manufacturers from competition from generic products long after their 
patents have expired. Reversal of this FDA policy is a welcome step. 

The Association has opposed industry efforts to gain patent term 
extensions for their products, as this would only serve to prolong the 
period during which consumers are forced to pay high prices for 
prescription products. The compromise bill does provide for limited 
patent term extension which is of some concern to the Association. On 
balance however, we feel that the positive aspects of the bill make it 
worthy of support. 

The broad range of support for this compromise bill is encouraging. 
Apparently, however, some efforts are being made to obstruct or water; 
down this legislation. To allow these efforts to succeed would be to 
put special interests above the needs of consuners. Should the 
pro-competitive aspects of the bill be eroded — through further patanfe; 
term extension or by raising obstacles to generic drug approval — MSP 
would be forced to reconsider and most likely withdraw its support £or ' 
the bill. 

He urge support and swift approval of the ANDA - Patent Term Extension 
bill in its present form so that consumers will be able to reap the 
benefits of lower drug prices and increased competition. 

Sincerely, 

peter W. Hughes/ / 
Legislative Counsel 
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American Federation of Labor and Congress of Industrial Organizations 

June 14, 1984 

Honorable Peter Rodlno, Jr., Chairman 
Committee on Judiciary 
2137 Rayburn House Office Building 
U.S. House of Representatives 
Washington, D.C. 20515 

Dear Chairman Rodino: 

Earlier this week, the Energy and Commerce Committee reported out the Abbreviated 
New Drug Application (ANDA)-Patent Term Extension compromise. It is our understanding 
that this compromise bill will come before the Judiciary Committee early next week. The 
AFL-CIO urges support for this legislation which would resolve the long-standing problem of 
making generic drugs available to all Americans at low cost while dealing fairly with the 
patent rights of drug manufacturers. 

Organized labor strongly supports this legislation which would make as many as 125 
prescription drugs available to consumers in generic form and save purchasers $1 billion over 
the next 12 years. Although the AFL-CIO has had deep reservations about the issue of 
patent extension, we are pleased that the sponsors of this .legislation were able to develop a 
compromise that would expedite the approval of generic drugs and allow manufacturers to 
make up time lost on their patents as a result of pre-market approval, without extending the 
current 17 year time limit. 

Employers who are faced with health insurance premiums rising at annual rates of 25 
to 40 percent are pressuring their employees' unions to accept reductions in collectively 
bargained health care benefits. There has been pressure on unions at the bargaining table to 
drop drug coverage, discontinue payment for eyeglasses and cut back on preventive care 
services. The AFL-CIO has been working with its affiliated international unions to develop 
initiatives which will reduce health care costs without reducing benefits. These initiatives 
Include providing coverage in'contracts for preadmission testing, preadmission certification, 
mandatory second surgical opinion, preventive care and early diagnosis and treatment. 
Unions which have made, or are in the process of making, a provision in their contracts to 
cover the cost of generic drugs, often find that many of the most frequently prescribed 
drugs do not yet have approved generic substitutes on the market. 

- ® -
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By allowing manufacturers of generic drugs to file a scaled-down drug application 
called-an ANDA, this legislation would remove the duplicative testing requirements that 
prevent a generic drug from coming on the market for up to J-5 years after the patent of an 
equivalent brand name drug expires. This delay works to the disadvantage of the consumer 
by perpetuating the monopoly the original manufacturer has had on a brand name drug and 
giving the manufacturer leeway to keep prices high. 

The AFL-CIO believes that if the Food and Drug Administration certifies that generics 
are chemically and therapeutically equivalent to brand name drugs which have already been 
approved they ought not to be required to perform additional and costly tests before being 
available to consumers. 

We are encouraged that the majority of the Pharmaceutical Manufacturers Association 
(PMA) has endorsed this bill. In the past, organized labor has taken the position that patent 
term extension legislation is anti-competitive, forces consumers to pay top dollar for 
prescription drugs and prevents lower cost substitutes from coming on the market. We are 
prepared, however, to support the provisions of this bill which would allow manufacturers 
whose drugs were approved prior to their product coming onto the market to make up for 
time lost on their patent in exchange for shortening the approval process for generic drugs. 
"However, It the patent term provisions are expanded in any way, we would be forced to 
reevaluate our support for this legislation. 

We therefore urge support of the ANDA-Patent Term Extension compromise and 
opposition to any weakening amendments. 

Ray Denison, Director 
DEPARTMENT OF LEGISLATION 

c: Members of the House Judiciary Committee 

3 9 - 7 0 9 0 - 8 5 - 2 8 
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IMAPM 

^ • B National Association of Pharmaceutical Manufacturers 
,747 Third Avenue, New York, New York 10017 • (212)838-3720 

THOMAS G. GOODWIN 

DIRECTOR OF GOVERNMENT AFFAIRS 

8 M a y 1 9 8 4 WASHINGTON, D.C. 
(202) 337-4276 

David Byer 
Ifciuse Jud ic i a ry Ccnmittee 
Subccttmittee on Courts, C iv i l L i b e r t i e s 
and the Administrat ion Of J u s t i c e 
U.S. House of Representat ives 
Washington, D.C. 20515 

Dear David: 

As a follow-up to our telephone call of May 7, please keep NAPM 
in mind should Chairman Kastenmeier decide to hold hearings this spring on the 
post-1962 ANDA/patent extension legislation. 

As the primary representative of U.S. generic drug manufacturers 
and distributors since 1955, NAPM has been actively pursuing the goal of making 
high quality, low-priced generic medicines available to the public. Most recently, 
NAPM filed a lawsuit in New York City seeking to require that FDA accept post-1962 
ANDAs without further delay. That lawsuit, which is still pending in federal court, 
was in large part the impetus for the introduction in Congress of H.R. 3605, the 
"Drug Price Competition Act." 

The members of NAPM include the largest firms in the generic drug 
industry as well as the smaller companies. Through our newly-established Washington 
office, we have closely monitored the developments of the "compromise" legislation 
that soon will come before your subccmmittee. 

The letter is intended to inform you of our great interest in par
ticipating in any hearings that might be held on the "Drug Price Competition Act;" 
however, please also consider it as a signal of our desire to assist you and the 
members of the subcommittee in any way you may deem appropriate. 

Sincerely, 

Thomas G. 
Director of Government Affairs 

NILES BARRY 

PRESIDENT 

MILTON A. BASS 

GENERAL COUNSEL 

GEORGE SCHWARTZ 

EXECUTIVE DIRECTOR 

Gcodwirv 

NATIONAL ASSOCIATION of 
PHARMACEUTICAL MANUFACTURERS 
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AMERICAN SOCIETY OF HOSPITAL PHARMACISTS 
4630 Montgomery Avenue/Bethesda. Maryland20814/(301)657-3000 

July 6, 1984 

The Honorable Peter Rodlno, Chalrnan 
House Comlttee on the Judiciary 
2462 Rayburn House Office Building 
Washington, DC 20515 

Re: H.R. 3605, Drug Price Competition Act of 1983 

Dear Mr. Chairman: 

The American Society of Hospital Pharmacists, the national professional 
society of pharmacists practicing In hospitals and other settings of 
organised health care, is writing to urge speedy consideration of the 
above referenced legislation. 

Our members have a strong interest in this legislation: they wish to see 
an increased rate of development of new drug products and new forms of 
drug delivery and they also wish to see the cost of drugs reduced. 
H.R. 3605 accomplishes this by providing patent tern extension to newly 
developed drugs and by permitting post-1962 drugs, already shown to be 
safe and effective, to be marketed without :dupllcltous clinical testing. 
Although -we do not know what the pharmaceutical Industry will do with this 
new incentive for research, we do know that well over 100 drugs will be 
available for the new approval process; consumer savings and reduced 
health care costs will be the result. 

We urge you to move expeditiously on this matter. 

Sincerely, 

Jbfaph A. Oddis. Sc.D. 
Executive Vic. President 

JAO/ln/062202 

RECEIVED 

JUL 9864 
'JUDICIARY COMMITTEE 

Tim nmion*W»ci*twwoci*f0lS****ciU*ei*iXK*i9»>i>ew***"*'**»4 ******** 
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National Council of Senior Citizens 
92515th Street, N.W. • Washington, DC 20005 • Phone (Area Code 202) 347-8800 

Presidents Emeriti 
lames Cartway June 20, 1984 

Hie Honorable Peter W. Rodino, Jr. 
Chairman, Subcommittee on Monopolies 
and Commercial Law 

U.S. House of Representatives 
2462 Rayburn House Office Building 
Washington, D.C. 20515 

Dear Chairman Rodino: 

Presidenl 
I a cob Clay 

Executive Director 
William R. Hyt jon. 

^H 2 21984 

As you know, the National Council of Senior Citizens has 
long been opposed to any legislation extending the patent period 
for prescription drugs. We have pointed out the impact it will 
have on elderly consumers and questioned the Pharmaceutical 
Manufacturers Association's contention that higher profits auto
matically mean more research. On the other hand, we have actively 
supported Representative Waxman's legislation to accelerate the 
approval process for bringing generic drugs to market. It has 
been estimated that consumers stand to save $1 billion over the 
next 12 years should this legislation be enacted and senior 
citizens make up a large percentage of these consumers. 

We now know that a compromise on these two issues has been 
reached which combines elements of both legislative proposals. 
After a careful review of the compromise, NCSC has determined 
that it is in the best interest of our members to support it. 
We dp so with some reluctance, and the hope that drug companies 
benefiting from a longer patent period will invest their higher 
profits in drug research. 

Senior citizens do stand to benefit greatly from an abbreviated 
I new drug application process. One-half of the top ten selling drugs, 
many of which are consumed by the elderly, could soon be available 
} in generic form. Examples include: INDERAL for cardiac conditions, 
; DYAZIDE and LASIX for high blood pressure and INDOCIN for arthritis. 

Therefore, on behalf of our 4,500 clubs and the 4,000,000 
seniors we represent, I urge you to support the ANDA/Patent Term 
Extension bill as is. Any attempt to amend the legislation will 
not only jeopardize our support, but also undermine the entire 
compromise package. 

Thank you. 

Jacob dayman 
JC/S/lc4 President 

First Vice President, Dr. Mary C. Mulvey. Providence. Rhode Island • Second Vice President, George \. Kourpias. Washington. D.C. 
Third Vice President, Einar O. Mohn. Menlo Park. California • Fourth Vice President, Dorothy Walker. Detroit. Michigan 

Secretary-Measurer, |. Al. Rightley. Rochester. Michigan • General Counsel, Robert J. Mozer. New York 
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HIBHAHOHAI UHOH, UWTB AUTOJIOtU ABQgAg I ASMCMUIAl HtWHiaT WOMBS OF AMBKA-UAW 
O W E N F . a E B E R M a c a M T RAYMOND 6. MAJERUS. afOVTMY-IKMUVi 

VCEPRESDENTS 

BU.CASSTEVENS * OOHALOF.EPHUN • OOESSAKOMER • UMCSTEPP • A08EKTWMTE • STEPHEN P. YOMCH 

M REPLY REFER TO 
17S7N STREET. N.W. 

August 2. 1984 fnawmM.oc.xxm 
nugtut a, l .o i TELEPHONE: (202) SSMSOO 

Dear Representative: 

It is our understanding that the House may take up the Abbreviated New Drug 
Applications (ANDA) - Patent Term Extension legislation next week. The UAW believes 
this bill represents a reasonable compromise, which will provide significant benefits 
both to consumers and to drug manufacturers. The DAW therefore urges you to support 
this important, bipartisan legislation, and to oppose any weakening amendments. 

The legislation would accomplish two basic objectives. Pint, the ANDA provisions 
would extend the procedures which are currently used to approve generic copies of 
pre-1962 drugs to post-1962 drugs. Currently there are no procedures for approving 
generic copies of post-1982 drugs. This has greatly Inhibited the development of generic 
equivalents for many of the roost popular drugs on the market. Under the proposed 
legislation, generic copies could immediately be developed on over 150 drugs that have 
been approved since 19S2, at a savings to consumers of approximately $1 billion over 
twelve years. 

The DAW has long been a supporter of measures which would increase the 
availability of generic drugs. We believe the ANDA provisions would greatly expand 
the availability of generics, and thus provide substantial saving to all consumers) and 
especially to the elderly who often must spend a large portion of their limited resources 
on drugs. 

Second, the patent term extension provisions would extend the patents which 
manufacturers have on various drugs. However, the bill places outer limits on the -
permissible patent extensions, as well as the total period of time a drug may be under 
patent. With these safeguards, the legislation, in our Judgment, strikes a reasonable 
balance between the needs of the drugs manufacturers and consumers. 

Opponents of the ANDA-Patent Term Extension legislation may attempt to offer 
a number of amendments on the House floor. These amendments would have the effect 
of delaying or restricting the availability of generic drugs, and thus would wind up 
imposing increased costs on all consumers. In our Judgment, this would undermine the 
carefully constructed compromise between the interests of consumers and drug 
manufacturers which has been embodied in the ANDA-Patent Term Extension legislation. 
The DAW therefore urges you to oppose all amendments and to vote for the bill. 

Your consideration of our views on this important legislation will be appreciated. 
Thank you. 

Sincerely, 

Dick Warden 
Legislative Director 

http://fnawmM.oc.xxm
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Gerald W. McEntee 
Prejideni 

William Lucy 
Secretary Treaiurer 

Dear Representative: 

Next week the House will consider H.R. 3506, the 
ANDA-Patent Term Extension bill. AFSCME urges you to 
support this bill without any weakening amendments. 

The bill that you will consider is a carefully 
designed compromise. We believe that this bill is needed 
to place less expensive generic drugs on the market. The 
bill will be of great benefit to all consumers — and 
particularly to senior citizens — in the years ahead. 
FDA has estimated the consumer savings to be $1 billion 
over the next decade. There will be increased competition 
in government contracts and there will therefore be a 
savings to the Federal and state governments in the 
delivery of health care. 

The passage of any amendments to this bill could 
negate a very delicate compromise in the present bill. 
We urge you to vote against any amendments and for final 
passage. 

Sincerely, 

WBW:mlm 

Garland W. Webb 
Baton Roufe. la. 

Maynard While 
Hnujlon. Teiai 

inihepubiic service 

vice Picudttnti 

Ronald C Alexander 
Columbus, Ohio 

Dominic J. Badolaio 
Berlin, Conn. 

Joseph Boll 
Richmond, Ind. 

loseph M. Bonavlta 
Boston, Mais. 

Robert A. Brlndu 
Columbus, Ohio 

Emeu fl. Crofoot 
Salli'more, Md. 

Sieve Culen 
Chicago, III. 

Lawrence V. DeCretcc 
Columbus, Ohio 

Albert A. Diop 
New York, N.Y. 

Danny Oonohue 
Hauppauge, N.Y 

lames Glass 
Lansing, Mich. 

Victor Gotbaum 
New Yoik. N.Y. 

Blondie P. Jordan 
Orlando, Tla. 

Edward I. Keller 
Harr/sburg, Fa. 

Joseph I. Kreuser 
Menomone* falls. Wise. 

Faye D. Krohn 
Kasota, Minn. 

Marilyn LeCtalre 
Columblavllle, Mich. 

George Master. 
Olympla. Wash. 

Joseph E. McDermoll 
Albany, N.Y. 

William L McGowan 
Albany, N.Y. 

Donald G. McKee 
Pes Moines, fowa 

lack Merkel 
Trenton, IM./. 

Bettye W. Roberts 
New York, N.Y. 

Russell K. Okata 
Honolulu, Hawaii 

George E. Popyacfc 
Redwood Cry, Calif. 

Eart Stout 
Philadelphia, fa. 
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AMERICAN HilC: 
ASSOCIATION " W O ,1 / • Oi 
OF RETIRED v <v04 

PERSONS 

26 YEARS OF SERVICE 

August 2, 1984 

The Honorable Robert W. Kastenmeier 
2232 Rayburn House Office Building 
Washington, DC 20515 

Dear Congressman Kastermeier: 

The American Association of Retired Persons would like to thank 
you for your efforts on behalf of H.R. 3605, the Drug Price 
Competition Act. 

Because this bill will facilitate the availability of low priced 
generic drugs to consumers, AARP has endorsed this compromise 
legislation. Our position has been that since H.R. 3605 is 
already a compromise, we would oppose any efforts to weaken 
it through amendment by either creating obstacles to approval 
of generic drugs or by insulating brand name companies from 
competition with additional patent extension. You are to be 
commended for your leadership in opposition to such amendments 
in the Judiciary Committee. 

We are hopeful for quick passage of H.R. 3605 on the House floor 
as reported out of the Committee, and are confident that we can 
rely on your continued support. Once again, your thoughtful 
attention to this matter is appreciated. 

Sincerely, 

Peter W. Hughes 
Legislative Cound 

Viio R Ostronder Cyril F OncWieW 
AARP President Executive Director 
NotionoP Headquarters 1 ° 0 9 K Suo*.! JJ 4/ Wn<hinnrnn 0 C 20049(202)872-4700 



860 

AMERICAN 
ASSCX3AHON 

OF ROWED 
PERSONS 

2 6 YEARS O f SERVICE 

August 3, 1984 

The Honorable Robert W. Kastenmeier 
D.S. House of Representatives 
Washington, DC 20515 

Dear Congressman Kastenmeier: 

The American Association of Retired Persons would like to express its 
support for the Drug Price Competition Act, H.R. 3605 and urges that 
you approve this bill as reported by the Judiciary Committee without 
further amendments. 

H.R. 3605 represents a carefully crafted compromise on an issue of 
great importance to the nation's elderly. It has the support of the 
majority of the pharmaceutical industry, both brand name and generic, 
as well as consumer and aging organizations. Because it will 
facilitate the availability of low cost generic drugs to consumers, 
AARP has endorsed this legislation. 

It is our understanding that the bill will go to the House floor next 
week, and we strongly urge that you oppose any amendments offered at 
that time. While it may be suggested that the proposed amendments are 
innocuous or intended to simplify, the fact is that they will effect 
significant substantive changes on this delicately balanced 
legislation. Adoption of these amendments will serve to further delay 
the opportunity for consumers to purchase low cost generic drugs. This 
-is of particular concern to the elderly, many of whom spend a great 
deal out of pocket each year for prescription drug products. Since 
Medicare generally does not pay .for prescription drugs, it would be 
most unfair to deny older Americans the ability to save money by 
purchasing needed prescription medication in generic form. 

To permit H.R. 3605 to be weakened by approval of the proposed 
amendments would put special interests above the needs of consumers who 
already must contend with the continually increasing cost of health 
care. Concessions have already been made so that a compromise could be 
reached. Further modification would destroy this compromise and would 
be most unfortunate. 

The American Association of Retired Persons would like to thank you for 
your attention to this matter and to encourage swift approval of the 
Drug Price Competition Act in its present form. 

Sincerely, 

Cyril F. Brickf ie ld 
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© 
The American Institute of Chemists, Inc. 
7315 Wisconsin Avenue. Bethesda. Maryland 20814 ; 301-652-2447 

Dr. Wlllard Harcy, FAIC 
President 193445 
3 Priory LaUM 
Pelham, NY 10803 
(914) 7384341 

September 14, 1984 

Hon. Robert W. Kastenmeier 
Chairman of the Subcommittee on Courts, Civil Liberties 

and Administration of Justice 
2137 Rayburn House Office Building 
Washington, D.C. 20515 

Dear Congressman Kastenmeier: 

The American Institute of Chemists (AIC) is a national, nonprofit organization 
of 4800 members whose function is to improve public recognition of the chemical 
profession. The AIC engages in a broad program of professional enhancement through 
its prestigious Fellow membership category, its national certification program in 
chemistry and chemical engineering, and its activity in the areas of awards, student 
recognition, and governmental legislation and administrative matters. 

In connection with its function and programs, the AIC would like to record its 
support of the principle of the patent term restoration bill relating to pharmaceuticals 
that recently passed the Congress, namely Senate bill S.2926 and House bill HR 
3605. 

The AIC would also like to record its support of the principle of patent term 
restoration with respect to agricultural chemicals, and urges that a suitable compromise 
be worked out with respect to the current Senate bill S.2950 and House bill HR 
6034 with respect to agricultural chemicals. 

Sincerely yours. 

cj-ju ft*y 
WM/jcdp 
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kj) united fr <z>h £ f u»t and \?egci£ablc2 a^ocici t ion 
NORTH WASHINGTON AT MADISON, ALEXANDRIA, VIRGINIA 22314. 703/836-3410. Cable: UNIFRESH 

BOARD OF DIRECTORS 

D o v g U * S. Gamb 
Pacific GarnOle R. 

Chairman Elect 

SSE: 
Grand Rapids Michigan 
F n d * Andrmn 
Superior f u m i n g Co 
BakerstieW. California 

20 September, 1983 

The Honorable Robert W. Kastenmeier 
U. S. House of Representatives 
Washington, D.C. 20515 

Oviedo Florida 

KanFaour 
Magnolia Fruit & Produce Co t 

Re: Patent Term Restoration Act of 1983 (HR 3502) 

Dear Chairman Kastenmeier: 

Robert D. (Jack) Janlili 
Nortn Carolina Yam Cc 
Raleigh. Nortfi Carolmi 
Robert E. K.lly 

P e M L . Manoa 
Gianl Food. Inc 
Washington 0 C 
Thomas K. Mathfton 
Stem111 Growers. Inc 

Gaylord W. Touctialona Jr. 
Touchstone & Associates 
San Antonio. Tenas 

Vatarla S. Uogat 

Consumer Senices 

On behalf of United and its 2500 member companies 
I am writing in support of the "Patent Term Restoration 
Act of 1983 (HR 3502), which has been referred to your 
Courts, Civil Liberties, and The Administration of Justice 
subcommittee of the House Committee of The Judiciary. 
Because this legislation will restore valuable patent 
life lost on products subject to federally-mandated 
testing and review, such as agricultural pesticides. 
United fully supports this legislation. 

The members of United produce and market more 
than 80 percent of the fresh fruits and vegetables 
in the United States. The availability of a wide 
variety of high quality fresh produce is related to 
the safe and proper use of federally-approved 
agricultural chemicals. Under federal law, chemical 
manufacturers spend five to seven years fulfilling the 
data requirements of the Enviromental Protection 
Agency in seeking its approval to market their 
agrichemical products. During this elaborate testing 
and review process, the seventeen year patent protection 
period is dwindling. Consequently, a significant 
portion of the patent term on newly registered 
agrichemicals is lost. By contrast, unregulated 
products cannot experience similar abbreviated 
patent terms as a result of government testing 
and review requirements. 
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The adoption of HR 3502 will restore equal 
protection to all inventions and discoveries which 
result in new products, will provide investment 
incentives to engage in the expensive research and 
development which results in new products, and will 
result in better and less expensive products. 

Accordingly, United fully supports the Patent 
Term Restoration legislation and respectfully urges 
its prompt and favorable consideration by your 
subcommittee. 

Sincerely, 

J. /Patrick Boyle 
Government Affairs Counsel 
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H THE UNITED STATES HISPANIC CHAMBER OF COMMERCE 

President 
Hector Barrets 
Missouri 

August 6, 1983 Nations! Director 
Salvador Qomez 

l i t Vice President 
-Henry Garcia 
Michigan 

2nd Vice President 
RKkAgullar 
Minnesota 

Treasurer 
Francisco Maya 
Indiana 

Secretary 

JuanCollazo 
Colorado 

California 
Sergio Baftuelos 

Florida 
Luis Sabines 

Jose Cardoso 

Carlos Estevei 

Missouri 
Richard Barrens 

New Jersey 
Nelson Malave 

New Mexico 
Millie SantiOanet 

Texas 
Abel Qvintela 

Washington. 0 . C 
Leveo Sanchez 

Past President 
Nelson Rodriguez 

The Honorable Peter W. Rodino, J r . 
2462 RHOB 
Rayburn House Of f i ce Bldg. 
Independence & New Jersey Avenues, SE 
Washington, D.C. 20510 

Dear Representative Rodino: 

The United States Hispanic Chamber of Commerce en thus ias t i 
ca l l y supports and endorses your House b i l l S1306 the Patent Term 
Restoration Act now pending before the Congress. You are to be 
commended for your v i s ion and fores ight i n leading the f i g h t to 
correct a s i t ua t i on wi th grave impl icat ions fo r t h i s nat ion 's high 
technology pharmaceutical and chemical i ndus t r ies . 

The Act would provide more equitable patent protect ion fo r 
1nvestment 1 n the research and development of products such as 
drugs and chemicals. 

Restored research Incentives would st imulate the f low of new 
and improved therapies p u b l i c a l l y . Better medicines would obviate 
the need for more cost ly forms of therapy, such as surgery or 
hosp i t a l i za t i on . Furthermore, the competit ion fostered by the 
f low of new products would resu l t 1n lower prices fo r ex is t ing 
products. 

Our Hispanic business, and community as a whole, depend upon 
readi ly avai lable and reasonably priced products affected by t h i s 
Act. 

The pharmaceutical industry has been the most successful high 
technology industry in the world economy, leader in therapeutic 
innovation through i t s a b i l i t y to discover and develop new drug 
products. 

This has permitted the creat ion of new employment and our 
Hispanic community i s well represented 1n these ranks. Your 
e f f o r t s 1n support of t h i s Act w i l l permit us to fu r ther Increase 
our work force in t h i s high technology industry i n an e f f o r t to 
reduce our above national level underemployment. 

Your support w i l l tu rn the t i de in the decl in ing U.S. pos i t ion 
in innovation and decreasing market share for the U.S.-based com
panies in the f u t u r e . 

Thank you very much for considering our views of the United 
States Hispanic Chamber of Commerce, i t s chapters throughout t h i s 
nat ion and Puerto R1co, and i t s over 30,000 member business com
munity. 
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October 15, 1983 

The Honorable Robert W. Kastenmeler f5*Y»> -** 
Chairman .V'* ' %' 
Subcommittee on Courts 
Judiciary Committee 
U. S. House of Representatives 
2137 Rayburn House Office Building 
Washington, D.C. 20515 

RE: Drug Patent Reform 

Dear Congressman Kastenmeler: 

The Executive Committee of the Association's Board of Trustees 
has recently completed a review of the particulars with regard 
to H.R. 1937, your bill to amend U.S. Patent Law and restore to 
the term of a patent grant the period of time which non-patient 
regulatory requirements prevent the marketing of a patented 
product or method. - While we are well aware that the measure and 
its companion S. 255, were not enacted, please be advised that the 
National Medical Association will actively support the passage of 
similar legislation whenever such is introduced in Congress. 

Please keep us advised on any developments in this area and feel 
free to call on us when you feel that we can be of assistance. 

Very truly youre, 

Edward A.R. Lord, M.D. ' 
Chairman 
Board of Trustees 

1013 Tenth Street, Northwest • Washington. D.C 20001 • (Z02) 3471898 
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NAM 
ot Manufacturers 

H RICHARD SEIBER 
Vice PnsMJenl 
Resources and Technology Department 

H. RICHARD SaBERT. Jr. 

vscd-nuM October 4, 1983 

The Honorable Robert Kastenmeier 
U.S. House of Representatives 
2232 Rayburn House Office Building 
Washington, DC 20515 

Dear Congressman Kastenmeier: 

The National Association of Manufacturers notes with great 
interest the recent introduction of the Patent Term Restoration 
Act, S. 1306/H.R. 3502, by Senator Mathias and Congressman Synar. 

The patent system provides important incentives for innovation. 
The patent right to exclude others for a limited time is widely 
recognized as fostering, and often essential to, the large 
investments of time, talent and money required for research. 

In recent years, concern for the environment and health has 
created extensive pre-market testing and review requirements for 
several classes of products. Stringent regulations coupled with 
increasingly sophisticated testing procedures have made these 
review requirements complex and time-consuming. 

This federal regulatory review process now often takes up a 
significant part of the 17-year period of patent protection on a 
particular product or process. During the pre-approval period no 
commercialization is possible. In such cases the federal review 
policy acts as a disincentive to innovative efforts. 

The National Association of Manufacturers supports legislation 
which would restore the normal patent life by extending the 
patent term to compensate for the time lost due to testing and 
review requirements. Specifically, the NAM supports S. 1306 and 
H.R. 3502, which would provide this relief to a broad range of 
affected products and processes. The NAM would oppose any 
efforts to reduce the scope of coverage of patent term restora
tion to only a few products. 

We urge you to act promptly on this legislation. 

Sincere ly , 

< ^ / ^ 

HRS:sa 
E n c l . 

1776 F Street N.W. 

Washington. D C . 20006 

(202)626-3700 
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AACOM 
American Association of Colleges of Osteopathic Medicine • 122 C Street, N.W., Sult» 875, Washington, D.C. 20001 • (202) 783-7444 
Office of Governmental Affairs 

November 21. 1983 ,. ^ 

Robert W. Kastenmeier, Chairman 
Subcommittee on Courts, Civil Liberties, 

and the Administration of Justice 
2137 Rayburn House Office Building 
Washington, DC 20515 

Dear Mr. Kastenmeier: 

The American Association of Colleges of Osteopathic Medicine, representing the 
fifteen institutions educating osteopathic physicians nationwide, wishes to express 
its support of H.R. 3502, "The Patent Term Restoration Act of 1983," and to convey 
to you our dismay at its lack of movement out of subcommmittee. 

As you are no doubt aware, the profit motive has stimulated the development of 
numerous preventive and palliative agents which have proven significant aids to the 
reduction of disease and disability. The prospect that pharmaceutical companies 
may retrench in their research efforts is of great concern to medical educators, as 
the successful conduct of preventive and therapeutic activity depends to a considerable 
degree upon the development of new and better pharmaceutical products. In the 
case of medical schools holding patents on discoveries made in their laboratories, 
the restoration of patent life for an additional several years as proposed represents 
a greatly needed addition to institutional resources. 

We urge you to report H.R. 3502 favorably to the full committee at the earliest 
opportunity, and to seek conclusive action before Congress adjourns for the year. 

Sincerely^ 

^Laura E. Levtne, Director 
Office of Governmental Affairs 

LEL/wlb 
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UNIVERSITY OF WISCONSIN ftSITY 

aa-^i 

March 18, 1983 

MADISON 

•{ 
is. 

The Honorable Robert H. Kastenmeier 
U.S. House of Representatives 
Washington, D.C. 20515 

Dear Representative Kastenmeier: 

It was a pleasure to meet you, even though only briefly, at the Wisconsin Alumni 
Reception Tuesday, March 15. Formerly I enjoyed excellent contact with your 
office through Ms. Analoyce Clapp, but I have been remiss 1n not establishing 
contact with your current legislative aide for matters relating to health and 
education. 

You asked my opinion regarding the orphan drug bill and on patent restoration. 
I think the orphan drug bill is excellent legislation and, Indeed, evidence of 
its value 1s already developing. Patent restoration is a more complicated matter, 
however. I support this legislation because I firmly believe the incentive 1t 
provides is essential to foster innovation in drug discovery. In the future, 
drug delivery, that is, delivering the drug in the desired concentration directly 
to the organ or tissue to be affected, thus reducing general toxicity and unwanted 
side effects, will be as important as discovering new drug molecules. This type 
of research must be seeded if the longer-term benefits are to be realized. 

On the other hand, patent restoration must not become a tool through which inor
dinate profits are generated. It seems to me that the important objective in 
stimulating innovation is that of providing assurance to the innovator that an 
adequate period to market the innovative product will exist. A bill to assure 
a reasonable period of patent protection after a product has been cleared for 
marketing by the FDA may thus be the best compromise possible. 

I have taken the liberty of enclosing a data sheet on student financial aid 
prepared by the American Association of Colleges of Pharmacy for your information 
and files. Your interest in and support of the needs of pharmaceutical education 
are very much appreciated. 

Sincerely, 

APL:bh 
Enclosure 

Augosx P. Lemberg€r3 
Dean 

CENTER FOR HEALTH SCIENCES • SCHOOL OF PHARMACY 
423 North Charter Street, Madison, Wisconsin 53706 Telephone: 608/262-1416 
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XAAV 
Naaon*AttocMk)n 
ofMmteduran 

H. WCHAflD SBSERT. Jr. 

vcaPmukw October 4 , 1983 
RttoiKm and TtJwofctfr Owttvtma 

The Honorable Peter W. Rodino 
U.S. House of Representatives 
2462 Rayburn House Office Building 
Washington, DC 20515 

Dear Congressman Rodino: 

The National Association of Manufacturers notes with great 
interest the recent introduction of the Patent Term Restoration 
Act, S. 1306/H.R. 3502, by Senator Mathias and Congressman Synar. 

The patent system provides important incentives for innovation. 
The patent right to exclude others for a limited time is widely 
recognized as fostering, and often essential to, the large 
investments of time, talent and money required for research. 

In recent years, concern for the environment and health has 
created extensive pre-market testing and review requirements for 
several classes of products. Stringent regulations coupled with 
increasingly sophisticated testing procedures have made these 
review requirements complex and time-consuming. 

This federal regulatory review process now often takes up a 
significant part of the 17-year period of patent protection on a 
particular product or process. During the pre-approval period no 
commercialization is possible. In such cases the federal review 
policy acts as a disincentive to innovative efforts. 

The National Association of Manufacturers supports legislation 
which would restore the normal patent life by extending the 
patent term to compensate for the time lost due to testing and 
review requirements. Specifically, the NAM supports S. 1306 and 
H.R. 3502, which would provide this relief to a broad range of 
affected products and processes. The NAM would oppose any 
efforts to reduce the scope of coverage of patent term restora
tion to only a few products. 

We urge you to act promptly on this legislation. 

HRS:sa 
Encl . 
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1776 F Street N.W. 
Washington. D C . 20006 
(202)626-3700 
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The Honorable Peter W. Rodino, Jr., Chairman 
House Judiciary Committee 
U.S. House of Representatives 
Washington, D.C. 20515 

Dear Representative Rodino: 

The American College of Chest Physicians is a profes
sional medical specialty society of more than 11,000 
physicians, scientists, and educators, who specialize in 
the diseases of the heart, lungs, and circulatory system. 
As President of this organization, and as an individual 
who conducts pharmacologic research, I wish to express our 
support for H.R. 3502, "The Patent Term Restoration Act of 
1983,* which is now pending before the House Judiciary 
Committee. 

Great strides have been made in combatting cardio
pulmonary diseases in recent years. Promising new 
beta-blockers and other therapeutic agents are demon
strating that the death rate from cardiovascular diseases 
can be further reduced. In the pulmonary area, drug 
therapies are under development for debilitating chronic 
lung diseases, such as bronchitis and emphysema, which 
afflict 15 million Americans. 

It is imperative that the Federal Government assure 
sufficient incentives for universities, pharmaceutical 
companies, and other research institutions to sustain and 
expand current efforts in research and development of new, 
more effective drugs, biologicals, and other health care 
products necessary for the prevention, treatment and con
trol of these major health problems. 

The original intent of the patent law was to provide 
incentives for American research and innovation in 
scientific fields. Over the last 20 years, the time 
between approval of patents on compounds and the actual 
approval of new therapeutic agents for use in patients has 
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grown significantly, effectively reducing from 17 to less 
than 10 years patent protection guaranteed to the inno
vator/researcher. 

Concurrently, the costs of conducting research have 
grown substantially. He are pleased that FDA is currently 
implementing and considering changes in the IND and IDA 
processes which may expedite the approval process in a 
manner which will not compromise the rigorous safety and 
effectiveness standards required by law in considering new 
drug applications. However, until the time that such 
reforms are implemented, pharmaceutical manufacturers 
should be afforded adequate incentive for the conduct of 
the often time-consuming studies required for approval. 

He believe that the availability of a "real* 17-year 
patent life, one which reflects the time required for 
approval of a drug, would provide such an incentive. 
Accordingly, we recommend that you, as a member of the 
Bouse Judiciary Committee, support H.R. 3502. 

On behalf of our membership and our millions of 
patients, we appreciate your attention to this Important 
matter. 

Sincerely, 

H. Gerald Rainer, M.D., P.C.C.P 
President 
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July 30, 1984 

Mr. David W. Beier, III 
Assistant Counsel, Subcommittee on Courts, Civil 
Liberties & the Administration of Justice 
2137 Rayburn House Office Building 
Washington, D.C. 20515 

Dear Mr. Beier: 

In the last several years hundreds of thousands 
of good paying factory jobs have been lost in the 
steel, auto, electronic and many other American 
industries. Two of the major causes of this loss 
of American jobs have been low wage imports from 
abroad and obsolete American manufacturing capa
bilities in certain industries making it difficult 
for them to compete. In the American glass industry 
in recent years alone more than 50,000 jobs have 
been lost. Most of these jobs will never be 
recovered. 

A third reason for the loss of American jobs has 
been the pirating of American technology by foreign 
nations and particularly by the Japanese. For 
example, not too many years ago there were thousands 
of Americans engaged in the production of color 
television sets, largely an American invention. 
Presently, most of these jobs have gone overseas 
and( we are constantly engaged in a fight to maintain 
what is left of this great industry. 

Our major hope for new jobs rests upon emerging 
new technologies here in America and their promise 
for the future. It is essential that this emerging 
new technology resulting from the expenditure of 
millions of dollars and the know-how of American 
engineers, scientists and workers, be protected 
if we are to have any promise of a future in manu
facturing. 

Virtually all commercial countries except America 
have laws which provide patent protection for pro
ducts produced by patented processes. Without 
this protection U.S. companies employing American 
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workers are operating under a severe handicap par
ticularly in high technical oriented manufacturing. 

Certain American companies spend a tremendous sum 
on research and development, which leads to 
specialized and unique manufacturing processes. 
In many cases the new process does not produce 
a patentable product. Although the product may 
not be patentable* the process by which it is pro
duced many be superior than any other existing 
throughout the world. Under present American law 
it is not an infringement of a U.S. process patent 
if that particular patented process is used outside 
of the United States and the resulting product 
is imported into this country. Mo U.S. manufacturer 
has any protection against foreign infringement 
upon his patents except through an action taken 
before the International Trade Commission. This 
relief* of course, is important but it is prolonged 
and inadequate. We feel it does not provide suf
ficient protection. 

The Corning Glass Works employs thousands of members 
of our Union in its several plants across the nation. 
Corning is a leader in the glass industry and spends 
literally millions of dollars on research and 
development. At the turn of the century Corning, 
working with Thomas Edison, pioneered in the develop
ment of the incandescent lamp. Corning also led 
the world in the development of the color television 
picture tube. However, in spite of its pioneering 
in the research and development of television, 
it has now lost much of that market and our members 
have lost thousands of jobs. Much of the problem 
was* the result of infringement by foreign producers 
upon some of Coming's process patents. 

For many years the Corning Glass Works has been 
spending huge sums in developing "optical wave 
guides." This involves many new processes through 
which glass wire is manufactured and substituted 
for copper. It represents a revolution within 
the communication and telecommunication industries. 
Members of the American Plint Glass Workers Union 
working in the laboratories and plants of Corning 
have cooperated fully in the development of this 
new product. This new technology of f er s much for 
the future. Through it our members are hopeful 
of recovering some of the jobs they have lost. 
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Optical wave guides, however, are being produced 
outside of the U.S., and we are very concerned 
that without patent protection this new industry 
and improved processes, which both the company 
and our members have such a great investment in, 
will be usurped by others just as color television 
and others have been taken over. 

It's unfair that American workers lose jobs because 
they eat hamburger instead of rice. It's even 
worse to have their opportunities and jobs literally 
"stolen away." 

Presently there is legislation being considered 
by Congress that would be extremely helpful in 
protecting the potential of this and other great 
new American developments. The Corning Glass Works 
that developed the wave guide processes, its 
employees and the communities where it presently 
has plants located, deserve and need your help. 
We are referring to bill S153S before the Senate 
and HR4526 before the House of Representatives. 
Any action that you might take to obtain passage 
of this fair and essential legislation will be 
greatly appreciated. 

This appreciation will not come from the workers 
alone. It will also come from American companies 
dedicated -to research that have invested tremendous 
sums in these wonderful new products and it will 
come from the American communities who will benefit 
from the new plants and improved economies that 
will result as more jobs are created. Attached 
is ' a recent clipping from the Wall Street Journal 
on Corning's plans to expand its Wilmington, N.C. 
plant. 

GHP/ls 
Attachment 
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Coming Glass to Boost 
Optical-Fiber Output 
At Cost of $87 Million 

By a WALL STREET JOURNAL Staff Reporter 

CORNING, N.Y.-Corning Glass Works 
said it will commit $87 million to expand its 
manufacturing capacity of optical wave
guide fibers. ' , 

the co/npany said the expansion will oc
cur over a two-year period. A spokesman 
said that 25% of its' previously allocated 
funding will be spent on the expansion in the 
first year. 

Optical waveguides are hair-thin silica fi
bers used to transmit voice, video and data 
signals by impulses of light. 

The expansion will bring waveguide ca
pacity to more than 700.000 miles, or one 
million kilometers, a year jn 1986. A spokes
woman said the current capacity was "hun
dreds of thousands of kilometers," but she 
wouldn't elaborate. 

Corning said it will construct a manufac
turing facility for the fibers near its Wil
mington, N.C., plant. i ) 



876 

Suite M20 
10CH Connecticut Ayenue. t 
Washington. DC 20036 

CHEMICAL SPECIALTIES MANUFACTURERS ASSOCIATION 

July 22, 1983 

The Honorable Robert W. Kastermeler 
U. S. House of Representatives 
2232 Rayburn House Office Building 
Washington, D. C. 20515 

Dear Mr. Kastermeler: 

I am writing to you to urge your support and cosponsorshlp of H.R. 3502, the 
Patent Term Restoration Act of 1983, Introduced by Congressman Mike Synar (D, OK), 
and 100 other cosponsors. A similar bill (S. 1306) was introduced in the Senate 
by Senator Charles Mathlas (R, MD). 

CSMA has a membership of nearly 400 firms engaged In the manufacture, for
mulation, distribution, and sale of insecticides; disinfectants and sanltlzers; 
detergents and cleaning compounds; automotive chemicals; and waxes, polishes, 
and floor finishes for household, institutional, and industrial uses. A signi
ficant number of these products have pesticldal claims and are, therefore, sub
ject to the Federal Insecticide, Fungicide, and Rodenticide Act (FDRA) and the 
Patent Term Restoration Act. 

Because of federal agency registration requirements which must be met 
before a patented product can be brought into the market, the effective 17-year 
patent life of the product is greatly reduced. As a result, the ability of a 
company to recover its research and development expenditures and developmental 
costs, and stake out a share of the market, is likewise reduced. 

In recent years and especially since the early 1960's, new federal laws 
and regulations of such agencies as EPA and PDA have led to a steady lengthen
ing of the pre-market testing and clearance process. Recently, EPA estimated 
that patent life for chemical products has been reduced to about 12 years, 
including household products for the home, lawn and garden. 

Substantially shortened patent terms provide insufficient time for com
panies to recover their investments. In a very real sense, the curtailment of 
Incentives to pursue Important technological advancements operates against the 
public interest by depriving people of Important products in addition to the 
jobs required to produce them. Exacerbating the problem is the increased com
petition from foreign companies which threatens our country's traditional role 
as the world leader in Innovation. 

Legislation was Introduced In the 96th and 97th Congresses to restore some 
of the patent life lost due to federal agency review requirements. While a bill 
passed the Senate in 1981 and had the support of almost two-thirds of the members 

Swvrg AefowtDwnfec'ont Santum Deodoran' iraeciciae. SoapDeTetgenianaSantavHoo\*tiFlowVta.anaH«j.Frtsh«andI<t«ooftaiociPfO(fccti«*»»*» 
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of the House In 1982, It died In the House Rules Cannlttee during the final days 
of the 97th Congress. 

The bill would restore up to a maximum of 7 years the patent life for chemical 
products regulated under the Federal Insecticide, Fungicide, and Rodentlclde Act 
and the Toxic Substances Control Act, equal to the marketing period lost between 
the time that significant animal studies are commenced and the product Is regis
tered by the EPA or Is lawfully permitted to be manufactured. 

We at CSMA support H.R. 3502 because It would: 

o Restore sane of the patent protection lost In the Federal regulatory 
process. 

o Sustain the Incentive needed for our member companies to continue to 
Invest long-term capital In research and development. 

o friable U. S. chemical specialty companies to maintain their leadership 
position internationally. 

o Correct a present inequity in the system which denies appropriate 
protection to regulated products. 

o Especially benefit small businesses for which the contribution of 
Innovation Is proportionately greater than for large companies. Length
ened patent protection for them provides long-term stability to enhance 
cost recovery and outside financing opportunities and to make additional 
Investments in capital and employment. 

We believe that patent life should be restored for chem4 al specialties pro
ducts which are lost due to federal agency pre-market testing and regulatory 
review requirements. 

We respectfully urge your support and cosponsorshlp of H.R. 3502, and your 
assistance in moving this bill through the legislative process. We thank you 
for considering this Important matter. 

RE:mk 
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napTm NATIONAL ASSOCIATION OF PRINTING INK MANUFACTURERS. INC. 
550 Mamaroneck Avenue. Harrison. New York 10528 I 914-698-1004 

JAMES E. RENSON. Executive Director 

August 8, 1983 

The Honorable Robert W. Kastenmeier 
Chairman, Subcommittee on Courts, Civil Liberties and the 

Administration of Justice 
U.S. House of Representatives 
Washington, DC 20515 

Dear Mr. Kastenmeier: 

The National Association of Printing Ink Manufacturers (NAPIM) 
would like to comment on H.R. 3502 the Patent Term Restoration 
Act of 1983 on behalf of the printing ink industry. NAPIM is a 
trade association representing small, medium and large printing 
ink manufacturers in the United States and accounting for nearly 
90% of total U.S.•printing ink production. There are about 213 
ink companies in the United States and most of them are small, 
privately owned businesses. 

We believe that legislation is necessary to grant a recovery 
period of up to seven years of patent life lost due to government 
mandated testing and review. ' The Toxic Substances Control Act 
requires that new chemical products undergo years of premarket 
testing and federal agency review before they can be marketed and 
during much of this time patents on these products are elapsing. 
NAPIM believes that this shortening of the marketable patent term 
seriously decreases incentive for investment in research and 
development on new products. 

The printing ink industry is vitally dependent on new technology 
in such chemical products as pigments, resins and other specialty 
chemicals. While we strongly concur in the objectives of the 
Toxic Substances Control Act, it must be acknowedged that the 
premarket testing requirements of this Act do pose a deterrent to 
new developments which are vital to the printing ink industry. 
The loss of marketable patent terms resulting from the extensive 
testing requirement poses a further deterrent to research and 
development. For this reason, NAPIM believes that chemicasls 
subject to PMN under the Toxic Substances Control Act should be 
eligible for patent life recovery as proposed by H.R. 3502 

Therefore, NAPIM asks for your support of H.R. 3502 and urges 
that every effort be made to enact this legislation. 

James E. Renson 
Executive Director 
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IMAPM 

• National Association of Pharmaceutical Manufacturers 
747 Third Avenue, New York. New York 10017 • (212) 83&O720 

BURTON GREEN MATT 
Preside* THOMAS C. GOODWIN 

Ojrector of Government Affairs 
Washln(ton. D C 

MILTON A BASS 2 2 A u g U S t 1 9 8 3 (202)337-6276 
Genera] Counsel 

GEORGE SCHWARTZ 
executive Director 

Michael J. Remington 
Chief Counsel 
Subcommittee on Courts, Civil Liberties 
and the Administration of Justice 

U.S. House of Representatives 
Washington, D.C. 20515 

Dear Nike: 

In anticipation of hearings later this year on "The 
Patent Term Restoration Act," the National Association of 
Pharmaceutical Manufacturers(NAPM) would like to request 
the opportunity to testify when such hearings are held. 

NAPM represents small and medium-sized generic drug 
manufacturers, as well as the largest firms in that segment 
of the industry. We are opposed to the legislation as 
introduced in the House earlier this year by Rep. Synar 
D-Okla). 

I have enclosed for your information a copy of the 
statement we filed with the Senate Judiciary Committee 
on Sen. Mathias'(R-Md.) version of this legislation. 

To the extent that you think I may be of help in 
providing information during any future subcommittee and 
full committee deliberations on patent restoration legis
lation, please do not hesitate to contact me. You may 
recall that until recently, I was Capitol Hill Editor for 
"F-D-C Reports," the leading specialized publication in the 
pharmaceutical field. In that capacity as a reporter, I 
followed the debate concerning this legislation. My con
cerns about it, coupled with a strong interest in other 
health care issues involving generics, prompted me to 
assume NAPM's newly-created post of government affairs 
director in early July. 
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In the event hearings are scheduled, NAPM will of 
course provide a detailed statement for the subcommittee. 
In the meantime, for your information, our position in 
brief is that the brand-name pharmaceutical companies 
have failed to justify the extensions of marketing mono
poly contained within the Synar legislation. Furthermore, 
we believe that existing barriers to the marketing of 
low-cost, safe and effective generic drugs mitigate strongly 
against enacting this far-reaching proposal to change 
existing U.S. patent laws. 

When and if hearings are scheduled, please keep the 
NAPM in mind. In the meantime, I'd like to keep in touch 
with you as the House debate begins to unfold. 

Thank you for your consideration. 

Sincerely, 

Thomas G. Goodwin 
Government Affairs Director 

NATIONAL ASSOCIATION 
of 

PHARMACEUTICAL MANUFACTURERS 

TGG/mcm 
enc: NAPM statement to Senate record 
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The National Association of Pharmaceutical Manufac

turers (NAPM), a nonprofit trade association representing 

a broad cross-section of U.S. generic drug manufacturers 

and distributors, submits the following statement for the 

record on "The Patent Term Restoration Act of 1983." 

NAPM opposes this legislation. 

As proposed by Sen. Charles Mathias(R-Md.), the legis

lation would extend the marketing monopolies of highly-

profitable, brand-name drug companies, thus delaying the 

entry to the marketplace of generic competition which would 

result in dramatically reduced drug costs to our elderly 

and other consumers who need important pharmaceuticals. 

The generic drug industry is not opposed to the U.S. 

patent system, which has provided necessary incentives to 

important research and development for well over 100 years. 

However, NAPM cannot support this proposal to alter 

drastically the patent system because it flies in the face 

of stated U.S. national policy to bring our health care 

system under control through cost containment measures. 

Simply stated, patent extension legislation would per

petuate inflated drug prices to those members of our society 

who are least able to afford them. 
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NAPM believes that if Congress wishes to undertake 

such a major revision of existing patent law — especially 

a revision that would provide continued profit windfalls 

to an already highly-rsuccessful special interest at the 

expense of consumers — it must act on the basis of in

controvertible evidence that the brand-name pharmaceutical 

industry is in serious need of additional help to assure its 

continued viability. 

Based on the evidence provided to the Senate panel 

reviewing this legislation, and that submitted to two 

House.panels in 1982, NAPM believes there is overriding 

doubt as to the need for patent extension. 

1. PATENT EXTENSION AS AN "EQPITY" OR 'FAIBNESS* ISSUE 

The generic drug industry has great difficulty in 

comprehending the "equity" and "fairness" issue as argued 

by supporters of patent, extension. 

The extent of the "inequity" — the alleged loss 

of'patent protection for high-priced brand-name pharma

ceuticals — often is equated with regulatory requirements 

imposed by the U.S. Food and Drug Administration. 

NAPM points out that whatever the FDA requirements 

may be, the patent system does not guarantee to a patent 

holder the right to sell or market an invention. Rather, 

the patent system grants to an inventor the right only to 

exclude others from making, using or selling that invention. 
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Thus, even though a patent holder for a drug may be 

barred from marketing his product until such time as FDA 

approval has been granted, he has the same rights as 

other patent holders who are not required to seek pre

marketing approval from FDA: exclusive monopoly rights . 

to make and use the product and to prevent others from 

doing so. 

The "Mousetrap1' 

Supporters of patent extension are fond of referring 

to this legislation as a "fairness" and "equity" measure. 

They argue that it is unfair for the inventor of a better 

mousetrap to enjoy longer patent protection than the inventor 

of an important new drug. 

NAPM does not understand the mousetrap analogy be

cause inventors of new drugs do not compete in the same 

marketplace with inventors of better mousetraps; rather, 

they compete with other drug inventors, all of whom must 

play by the same rules of FDA approval. In addition, 

the patent laws do not guarantee — and the mousetrap in

ventor does not receive — specific marketing rights. As 

with the studies conducted by the drug inventor, the mouse

trap inventor sees some patent protection eaten away by 

his need to obtain financing, conduct marketing and sales 

tests and establish manufacturing facilities. 

With all due respect to the important contributions 

made by the brand-name research-intensive pharmaceutical 
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companies, NAPM believes that the performance of laboratory, 

animal and human clinical studies are, quite appropriately, 

the cost of doing business in the research segment of the 

pharmaceutical industry today — the rewards for which 

cost are patent protection and the impressive profits and 

market share realized by that segment. In addition, the 

fact that a patent has expired does not mean that an 

innovator's market share is suddenly washed away. On the 

contrary, the heavy advertising and personal visits to 

physicians by the drug firms' sales forces tend to pro

long the vast majority of market share well after patent 

expiration, for most major drugs. 

The Patent System Works — Very Well 

A recent California court decision points up the 

fact that generic manufacturers face real "equity" and 

"fairness" issues under existing patent law. In the 

court's decision in Pfizer v. International Rectifier, 

a generic manufacturer was found to have infringed upon 

Pfizer's patent for a drug merely by making the drug 

for investigational purposes in order to obtain data for 

submission of an application for approval to FDA. 

NAPM notes that, to the extent this case is upheld 

in other jurisdictions, it will provide a form of de facto 

patent extension to brand-name firms, by prohibiting 

generic companies from preparing the data necessary to 

obtain FDA approval until after a patent has expired. 
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If, in fact, a generic firm is precluded from con

ducting tests to gain marketing approval until after the 

patent on an original drug has expired, then the innovator 

will, in fact, enjoyed a continued marketing monopoly 

for the additional three or so years required for the 

generic firm to conduct tests and obtain approval of its 

lower-priced version. 

Patent extension would, therefore, exist for a period 

of years beyond patent expiration even without this legis

lation. 

709 0 - 8 5 - 2 9 
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2. THE LEGISLATION AS PROPOSED: "FAIRHESS"? 

Even were it established beyond doubt that patent 

extension is reasonable approach to creating new research 

incentive — which cannot be done — the legislation 

as proposed goes far beyond the boundaries of "equity" and 

"fairness" and thus represents a special interest bill of 

outrageous proportions. NAPM herein addresses the two key 

provisions of the legislation now under consideration. 

A. Amount of "Lost" Patent Life Eligible 
Eor Patent Extension 

Developers of new drugs would receive up to seven 

years' reimbursement for patent life allegedly lost to 

FDA regulatory review requirements. The reimbursement 

would cover the time expended between the drug sponsor's 

initiation of a "major health or environmental effects test" 

and the date of FDA approval of the product. 

Aside from being unsupportably vague, this pro

vision gives to developers of new drugs carte blanche 

in determining the diligence with which they pursue FDA 

approval of their potential product. 

"Due diligence" in pursuing FDA approval is an im

portant point, NAPM believes, because sponsor delays easily 

could violate the spirit of the legislation, e.g., to provide 

compensation for patent life lost to FDA requirements. 
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For example, there are demonstrable instances in which 

a developer may find it beneficial to withhold from the mar

ket a new product that would compete with another of his 

own drugs already marketed. 

Furthermore, and more importantly, the provision seems 

to imply that companies would market new drugs without con

ducting any testing at all, assuming the absence of the 

allegedly burdensome FDA requirements for which they seek 

compensation. It is, of course, absurd to assume that res

ponsible research firms would rush to the marketplace with

out some testing, and NAPM does not draw any such inference 

here. 

However, the ethical and moral obligations inherent 

in providing a safe and effective new remedy to the public 

requires some form of testing. With or without formal FDA 

regulations governing the approval of drugs, NAPM believes, 

extensive animal, laboratory and human testing is part and 

parcel of doing business in the research-intensive drug 

industry, and thus is not in and of itself a reason for 

extension of patent life. 

To the extent that patent extension is justifiable in 

any respect. Congress must consider as eligible for reim

bursement only that period of time required by FDA for re

view and approval of a new drug application CNDA). 

Such a limitation would acknowledge the amount of test

ing that would be expected of any drug developer in the ab-
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sence of any FDA controls, and would provide extension 

of patent life only for that period which is most out of 

the developer's control — the NDA Review period. 

Furthermore, Congress should refuse to provide 

any patent extension for delays in FDA's review process 

that are caused by the drug developer, and for any delays 

in the granting of a patent which are attributable to the 

drug developer. 

B. Application of Patent Extension; 
Effective Date 

As proposed, the legislation would apply to drug 

products already patented and under review by FDA at the 

time the legislation is enacted. NAPM strongly opposes 

this provision, since it goes well beyond any reasonable 

criterion of "equity" or "fairness." 

Simply stated, there is no justifiable reason for 

extending patent life on a product already patented and 

under FDA review because no further incentive for research 

is needed for that product. 

That this provision is the most controversial and 

unsupportable section of the legislation was well -recog

nized in 1982 by the House sponsor of patent extension at 

that time, Congressman Robert Kastenmeier(D-Wis.). 

During consideration of the 1982 legislation by the 

House Judiciary Committee in July, 1982, Kastenmeier was 

successful in urging that patent extension be offered only 
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for drug products patented after the effective date of the 

legislation. 

Kastenmeier explained his rationale in a May 28, 1982 

letter to Judiciary Committee Chairman Peter Rodino(D-N.J.) 

in which he requested a delay in the consideration of his 

own bill: 

"You may know the legislation has been severely cri
ticized by certain of our colleagues, consumer groups, 
organized labor and the generic industry as providing 
unjustified windfall to the pharmaceutical industry." 
In my view, this criticism was particularly justified 
with respect to the original bill. Under that legis
lation, extension of patent term would be granted to 
products which had already been patented. 

"Yet, the purpose of the legislation is to 
stimulate investment in new technology; in other 
words, to encourage investment in products yet to 
be patented." 

Kastenmeier went on to explain to Rodino that he had 

been successful in amending the legislation to provide pa

tent extension only to products patented after the effective 

date. 

"The amendment responded to the criticism of opponents 
(of the bill) because, although the incentive of a 
definite 17-year term for all new technology will be 
available to investors immediately upon enactment 
of the bill, generic pharmaceutical houses and 
therefore consumers will hot experience any negative 
price impact for nearly 20 years. By that time, the 
advantages of the bill should have outweighed the neg
ative consumer impact and the now fledgling generic 
industry should be in a strong competitive position." 

It is well-recognized by both supporters and opponents 

of patent extension that Kastenmeier would have opposed his 
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own legislation had there been attempts to extend its 

coverage to drugs already patented. 

3. THE REGULATORY "BURDEN": FDA REVIEW AND APPROVAL 

The premise upon which patent extension legislation 

is based is that incentives for new research and develop

ment have decreased due to "lost" patent life stemming 

from FDA regulatory requirements. 

To the extent this premise is true, NAPM urges Con

gress to abandon consideration of patent extension legis

lation in favor of assuring the continuation of FDA's re

cent progress in reviewing and approving new chemical en

tities. 

Supporters of the legislation claim that it requires 

between seven and 10 years to clear FDA testing and review 

requirements before a new drug can be brought to market. 

This claim is true only on the most superficial level. 

If one takes as a given the ethical and moral obliga

tion of new drug sponsors to conduct extensive drug testing 

even in the absence of FDA rules, then the only real reg

ulatory "burden" is the length of time that FDA takes in 

reviewing and approving an NDA. 

Supporters of this legislation are fond of citing the 

phenomenon known as "drug lag," which is a term referring to 

the delays of the U.S. FDA in approving drugs already mar

keted overseas. 

Without going into the merits of the existence of a 

"drug lag," it is quite clear that the phenomenon no longer 
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applies. Indeed, the experiences of the U.S. in the 

thalidomide and Oraflex cases might indicate that a "drug 

lag" is not per se totally negative. 

Furthermore, NAPM believes that the only "drug lag" 

in existence today applies to the refusal of FDA to permit 

clearance of safe and effective generic drugs which are 

equivalent to products no longer under patent. 

In any event, FDA has undertaken a massive revision 

of its NDA requirements in order to facilitate the review 

and approval of new drugs. 

Even though this revision is not yet totally complete, 

the results of FDA's activities are dramatic: 

* As of March, 1982, the mean review time for drugs 

regarded by FDA"s classification system as repre

senting "important" or "modest" therapeutic gains 

stood at 11.9 months. This figure, representing 

32 approvals granted between 3 ctober 1, 1978 and 

March, 1982, compares with a mean of 17.5 months 

for the previous two-year period, 1976-1978. 

* The mean approval time for the 27 new molecular 

entities approved in 1981 decreased to 30.7 months, 

down from 34.5 months in 1980 and 37.5 months in 

1979. 

* Overall, for the 96 NDAs approved in 1981, the mean 

review time was 24.4 months, down from the 33.6 

months required for each of 94 NDAs approved in 

1979(mean review time). 
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Supporters of patent extension also argue that alleged 

delays in FDA's review process are resulting in the approval 

of fewer new drugs. This clearly is not true. 

In 1982, FDA approved a record 27 new drug applica

tions, surpassing by one the number of NDAs that received 

approval in 1981. FDA is doing a better, not worse, job 

of bringing important therapies to the marketplace. 

NAPM would be willing to consider, even support, some 

form of patent extension if it could be shown, in real terms, 

that FDA's regulatory review is a true burden in the context 

of extending patent life. The data is just not there. 

4. R&D DATA DO NOT INDICATE INNOVATION INCENTIVE "PROBLEMS" 

According to supporters of patent extension, research 

and development expenditures are increasing because of in

flation, but decreasing in terms of real dollars. It is 

said the R&D decrease is due in large part to a lack of 

incentive for new development caused by reduced patent life. 

Aside from the fact that the inflation factor has in 

recent months decreased to its lowest point in years, there 

exists no data to show that R&D expenditures are decreasing, 

for whatever reason. Quite the contrary; there has been a 

steady increase in real dollar terms in drug R&D. 

Rather than recite the existing data in detail here, 

NAPM refers Congress to the report published in 1981 by its 

own Office Of Technology Assessment("Patent Term Extension 

and the Pharmaceutical Industry," Library of Congress Number 
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81-600113). On page 12, the report shows a clear, unbroken 

steady increase in real R&D expenses, which more than doubled 

during the years 1975-1978. 

Supporters of the legislation, notably the Pharmaceu

tical Manufacturers Association, argue that the OTA data 

is flawed and out-of-date. However, PMA has not pro

vided any alternative data to the Congress. 

As the representative of production-intensive drug 

manufacturers, who invest heavily in state-of-the-art 

manufacturing and quality control techniques, NAPM does 

not have access to R&D data. 

In the spirit of "fairness" and "equity," though, 

NAPM believes strongly that the Congress should not con

sider seriously any claims that existing data is flawed 

when alternative data is not forthcoming. 

Finally, with regard to the question of incentive 

as it relates to R&D expenditures, NAPM points out that, 

in 1981, the Congress authorized a 25% tax CREDIT for 

R&D expenses; and in 1982, Congress provided further tax 

incentives for R&D in the critical "orphan drug" area. 
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5. PATENT EXTENSION AND PRESCRIPTION DRUG PRICES 

Supporters of patent extension insist that it 

will result in lower prices to consumers, primarily 

by generating incentives to develop new therapies that 

may replace more costly surgery or hospital treatment. 

This reduced-icost argument is false not only on 

its face, but also when considered in light of the evid

ence available. 

Of all the arguments put forth with regard to patent 

extension, none is more true than the fact that the legis

lation will extend the marketing monopolies of research-

oriented drug companies. NAPM notes that it is an equally-

well accepted fact that a lack of competition, in any in

dustry, does not tend to result in reduced prices for a 

given product. 

In almost every instance, the availability of generic 

competition in any drug class has resulted in dramatic cost 

savings to consumers. It is not unusual for the cost 

difference to be on the order of several hundred percent. 

Even the congressional Office of Technology Assessment, 

in its report on patent extension, found that under reason

able application of the legislation, consumer costs could 

be expected to be "one hundred forty percent of the cost 

without patent term extension." 
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A more specific, and more dramatic, example of 

the absurd reduced cost-through-less competition argument 

is found in the U.S. Defense Department's procurement of 

the drug metronidazole. 

In 1980, the drug was supplied to the government 

by the brand-name manufacturer, G.D. Searle, for $53.24 

per bottle. This price remained in effect until May, 

1982, when a generic manufacturer, Zenith Laboratories, 

received approval for its own version of metronidazole 

and entered the marketplace. Zenith bid for the Defense 

Department contract with a price per bottle of $32, while 

Searle had increased its price to $69.74. In September, 

1982, Zenith came in at $28, while Searle remained at 

$69.74. In February, Searle reduced its bid dramatically 

to $26.40, beating Zenith's bid of $26.60. In April, 1983, 

a new entry, Cord Laboratories, won the Defense Department 

contract with a low bid of $19.67. 

As a clear result of generic competition, the govern

ment has saved $1.16 million over Searle's price — from 

only one drug! 

Aside from being totally unprovable, the argument that 

patent extension will reduce the cost of healthcare in the 

longterm ignores the plight of our elderly and poor popula

tions now. 

It is a fact that in 1982, prescription drug prices, 

as measured by the Department of Commerce, rose 12% — a 

rate three times higher than the increase in the Consumer 
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Price Index for all items. 

So far in 1983, prescription drug prices already have 

increased at an annual rate of 11.8% — once again, more 

than three times the rate of increase in the Consumer Price 

Index. 

However, during 1982, the cost-of-living increase 

for Social Security recipients amounted to only 7.4%, 

causing them to lose ground in their efforts to keep up 

with drug prices. In addition, the elderly will, in 1983, 

be subjected to a six-month delay in Social Security cost-

of-living increases. 

There is little doubt that one of the most important 

issues facing the U.S. today is the financial crisis in 

healthcare. Our stated national policy is to reduce the 

staggering increase of healthcare through programs of cost-

containment. 

Congress should not abet continued drug price in

creases, restraints to competition in the marketplace, 

and the denial to more and more patients of the medications 

they need. Those are the true implications of patent 

extension legislation. 



897 

6. THE PROFIT QUESTION 

NAPM does not begrudge the legitimately-obtained 

profits of the research-intensive pharmaceutical industry. 

As with the need for some form of patent protection for 

inventors through the current laws, NAPM recognizes that 

a profit potential must exist in order for the research and 

development of new medical entities to continue. 

However, NAPM questions the need for instituting 

a dramatic change in the patent laws to show "fairness" 

and "equity" to an industry as profitable as the brand-

name manufacturers of prescription drugs. 

According to figures published by the Department of 

Commerce, the pharmaceutical industry is the third most 

profitable in the U.S. It is not hurting in any known 

sense of the word. 

Profit trends compiled by the Federal Trade Commiss

ion show a 24-year profit stability(1956-1980) that is not 

matched by any other industry. During those years, after-tax 

rates on return of equity ranged from a low of 16.7%(in 

1961) to a high of 20.8%(first three quarters of 1980), 

with the rate holding at 18% or higher during the most re

cent years of the FTC data, 1976-1980. 

In addition, figures developed by the Pharmaceutical 

Manufacturers Association show that drug industry revenues 
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have grown significantly since 1965, even on a constant-

dollar basis.(PMA Office of Policy Analysis, report of 

April, 1981). 

NAPM believes that such a solid track record does 

not exactly cry out for "equity" and "fairness" measures 

which would maintain and increase high profits and re

venues, while at the same time preventing consumers from 

obtaining lower-cost safe and effective drugs. 

As the trade representative of small-sized generic 

manufacturers as well as larger firms, NAPM well under

stands the significance of profits to business growth. 

Generic industry profits have increased in recent years, 

due in large part to the expiration of patents for a few 

important and widely-selling drugs. 

NAPM believes that profitability is essential for 

this fledgling segment of the drug marketplace to con

tinue to be able to offer lower-priced, safe and effective 

products manufactured under state-of-the art conditions. 

Some of that profitability also is going to research. As 

an example, several of the drug products identified by FDA 

as being potential "Orphan Drugs" are under development by 

generic firms. 

Therefore, NAPM does not oppose the high profits now 

realized by brand-name firms. It merely notes that generic 

manufacturers, unlike their brand-name counterparts, are not 
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seeking rewards for their success in the form of new barriers 

to competition. 

NAPM believes that, rather than correcting an alleged

ly wrongful situation, patent extension legislation will 

provide a bonus to an industry that does not need it, at 

the expense of consumers and our elderly — and to the ex

clusion of other industries, none of whom realize the magical 

17 years of patent protection. The legislation as proposed 

is, unfortunately, protectionist and anti-consumer. 

As a final note, NAPM quotes the 1981 report on patent 

extension by the Office of Technology Assessment on the 

implications of this legislation: 

"Extension will be most beneficial to firms selling 
high income drugs and will therefore encourage re
search on drugs with potentially large markets. 

"However, it will not increase the attractiveness of 
research on drugs with smaller markets. 

"The bulk of revenues generated by patent extension 
will go to a relatively small number of firms who 
have a history of success in particular research areas. 

"The successes could increase their dominance in 
these areas and discourage other firms from con
ducting similar types of research." 

Respectfully submitted. 

NATIONAL ASSOCIATION OF 
PHARMACEUTICAL MANUFACTURERS 
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Dear Representat ive: 
On June 33th Representative Mike Synar introduced H.R. 3532, 

the Patent Tern Restoration Act of 1933. This b i l l would extend 
the period of monopoly marketing of brand-name dri!-:1* for up to 7 
years beyond the current 17 years of patent pro tec t ion . The b i l l 
p u r p o r t s to be needed to c o r r e c t an i n e q u i t y in e x i s t i n g p a t e n t 
law. The patent system is intended to reward innovation and then 
to f a c i l i t a t e compe t i t i on a f t e r p a t e n t e x p i r a t i o n . Congress 
Watch s u p p o r t s the p r e s e n t p a t e n t system and f inds no need for 
modification. The pharmaceutical industry is thr iving under the 
current system. We urge you to refuse to co-sponsor or otherwise 
support t h i s anti-consumer measure. 

The patent system does not guarantee £ 17-year marketing period— 
i t only exc ludes c o m p e t i t o r s from p r o f i t i n g from the i nvent ion 
for tha t period. 

The Pharmaceut ica l Manufacturers Associat ion i n s i s t s that 
there must be l eg i s l a t i on in order to address what they claim has 
been a d e c l i n e in " e f f e c t i v e pa t en t l i f e , " the per iod under 
p a t e n t dur ing which the product i s so ld . While i t i s not 
uncommon for the period of drug sales under patent protect ion to 
be less than 17 years , pharmaceuticals need no patent extension. 
A patent is only a r ight to exclude competitors from se l l i ng the 
inven t ion for up to 17 y e a r s , dur ing which the innovator may 
r e s e a r c h , t e s t , develop and e x c l u s i v e l y market the produc t . 
Because of the years o r d i n a r i l y needed to br ing a product to 
market, i t i s rare for a patent holder tc receive a f j l l 17 years 
of sa les under patent p ro tec t ion . Mo guarantees are provided by 
the patent system that a product wi l l ever be marketable—and any 
f a i l u r e to market p roduc ts for 17 yea r s i s not a problem t h a t the 
p a t e n t system i s designed to a d d r e s s . Products such as the 
t e l e v i s i o n and the z ipper took over 20 years to get from the 
drawing boards to the narket , much longer than the time i t takes 
drug manufacturers to get a product to the pharmacies. 

Drug manufacturers are responsible for most of the delay between 
patent issuance and drug approval. 

The Pharmaceutical Manufacturers Association claims that i t 
t akes an average of nine yea r s to ge t a drug to the pharmacies . 
However, the FDA approval p rocess took an average of 25 months in 
1981 and 23 months in 1932. Drugs i d e n t i f i e d as impor tan t 
therapeut ic advances were reviewed even more rapidly, taking an 
average of 11 months l a s t yea r . Much of the lag complained of 
l i e s s o l e l y wi th in the c o n t r o l of the manufac tu re r s . Drug 
companies which decide for commercial reasons to delay t e s t s or 
to abandon develop-nent of c e r t a i n d rug3 or which s u b m i t 

Congress Watcn • 215 Pennsylvania Avenue S.E. • Washington. D.C. 20003 • (202; 546-4996 
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inadequate documentation of safety or eff icacy, should not expect 
p a t e n t e x t e n t i o n s . The Food & Drug A d m i n i s t r a t i o n i s not to 
blame for al leged reductions of sa les time under patent . 

Many brand-naae drugs have far longer than 17 years of monopoly 
sa les because of physicians ' prescr ibing habfts and-FDA pol icy. 

Even a f t e r the p a t e n t e x p i r e s , many brand-name drugs face 
T i t t l e or no competition from gener ics . This occurs because many 
p h y s i c i a n s , in de f iance of r e c e n t l y passed s u b s t i t u t i o n laws , 
w r i t e p r e s c r i p t i o n s to prevent pha rmac i s t s from d i spens ing 
inexpens ive g e n e r i c d rugs . In a d d i t i o n , the Food and Drug 
A d m i n i s t r a t i o n has f a i l e d to i s sue r e g u l a t i o n s concerning 
exped i ted approval of g e n e r i c v e r s i o n s of drugs marketed a f t e r 
1962. As a r e s u l t , approval of the generic version may well take 
a few y e a r s a f t e r the p a t e n t e x p i r a t i o n of the brand-name drug. 
The ef fec t is an inadvertant grant of several addi t ional years of 
monopoly sa les to the o r ig ina l patent holder. 

Pa ten t e x t e n s i o n proponents have not provided i ndependent ly 
ve r i f i ab l e evidence to bu t t r e s s the i r a l l ega t ion of a_ decl ine in 
pharmaceutical innovation. 

The drug companies argue that without patent term extension, 
t h e i n c e n t i v e s t o do r e s e a r c h and d e v e l o p m e n t of new 
pharmaceuticals wi l l dec l ine . Unfortunately, they have not pro
vided evidence to support the i r claim that incentives for innova
t i o n have d imin i shed . The f ac t i s t h a t R&D has i n c r e a s e d , even 
when adjusted for i n f l a t ion . Another measure of innovation, the 
number of new molecular e n t i t i e s approved by the Food and Drug 
A d m i n i s t r a t i o n , a l s o shows no r educ t ion s ince the 1960s. The 
number of drug app rova l s which are cons idered impor tan t t h e r a 
p e u t i c ga ins has remained cons t an t for the pas t 25 y e a r s , a t 
about 3 annually. 

The drug manufacturers already have more than adequate incent ives 
to conduct R&D. 

There are cur rent ly numerous and suf f i c ien t incentives for 
innovation in the pharmaceutical industry. Cer ta inly a powerful 
reason to i n v e s t is the env iab le 16.9 pe rcen t r e tu rn on i n 
ves tment , second only to the banking i n d u s t r y l a s t year . The 
1931 ERTA 25% R&D tax c r e d i t a l s o encourages such a c t i v i t i e s . 
Estimates of the 1981 tax c r ed i t by the National Science Founda
t i o n , Div i s ion of Po l icy Research and Analys is put the t o t a l a t 
$57 m i l l i o n for the chemical i n d u s t r y and S45 m i l l i o n for the 
drug industry, 3rd and 4th of a l l indus t r ies benef i t t ing from the 
c r ed i t . There are a lso tax deductions permitted for most R&D and 
a s p e c i a l 53* tax c r e d i t for r e sea r ch on orphan drugs . Thus i t 
is understandable that Dow and DuPont are divers ifying into the 
pha rmaceu t i ca l i n d u s t r y . This is hard ly an area of d e c l i n i n g 
investment Incent ives . 
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But even if t he r e were a need to encourage R&D in t h i s 
industry, patent extension l e g i s l a t i o n is an inapt method. This 
l e g i s l a t i o n wi l l not induce innovation v/hich otherwise would not 
occur . I n s t e a d , should t h i s b i l l pass i t would merely i n c r e a s e 
p r o f i t s a c r o s s the board f o r . . a l l new' d rugs . The Office of 
Technology Assessment's 1981 report concludes that there is no 
evidence that addi t ional revenues derived from patent extension 
would increase the percentage of R&D a c t i v i t y . Indeed, because 
patent holders would be invulnerable froii competition for longer, 
there is a p o s s i b i l i t y that innovation would decl ine because of a 
l e s s e n e d need to use i n g e n u i t y in o r d e r t o r e t a i n marke t 
dominance. ' 

The' high cos t of p r e s c r i p t ion drugs w i l l become e x o r b i t a n t i f 
generic competition is r e s t r i c t e d s t i l l fu r ther . 

American consumers cannot afford to give the pharmaceutical 
industry greater p ro f i t s merely because the industry would l ike 
i t . Drug p r i c e s c u r r e n t l y . a re r i s i n g a t abo j t t r i p l e the 
Consumer P r i ce Index. Even now raany e l d e r l y and i l l Americans 
a re paying from 42 to 74 p e r c e n t more for t h e i r p r e s c r i p t i o n s 
than they would if t h e i r d o c t o r s would p r e s c r i b e g e n e r i c a l l y , 
according to the FTC. 

The arguments in favor of H.R. 3532 sound p l a u s i b l e enough. 
Many respected organizat ions including the American Association 
of Re t i r ed Persons , the Washington Post and the Mew York Times 
have bough t the patent extension proponent's arguments only l a t e r 
to repudiate them. We believe that the b i l l requires the,utmost 
s c r u t i n y . In the f i na l a n a l y s i s , t h i s b i l l amounts .tq an income 
t ransfer from chronical ly i l l and e lder ly Americans to a few of 
our most p r o f i t a b l e companies . We urge you in the i n t e r e s t of 
consumers, to refuse to co-sponsor, or to otherwise endorse t h i s 
measure. 
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Honorable Robert Kastenineier 
2232 Rayburn House Office Building 
Washington, D.C. 20515 

RE: Drug Patent Extension Bill 

Dear Mr. Kastenmeier: 

I am writing to express the serious doubts of the Wisconsin 
AFSCME Councils concerning the Drug Patent Extension Bill, also 
known as H.R. 3502. 

Such an extension is unwarranted and will certainly be 
detrimental to prescription drug users, many of whom are elderly 
or chronically ill. H.R. 3502 will prevent competition from low-
cost generic drugs for as many as seven years beyond the adequately 
protective 17-year patent term. The result will be to extend the 
time during which lower-cost alternatives to "brand name" drugs will 
be unavailable to working people and the poor. 

There is no provision in H.R. 3502 which would compel drug 
manufacturers to use the profits gained from this additional 
competition-free period to expand research and development of new 
drugs. In effect, this bill will create a windfall for an already 
highly profitable industry. 

Please use your vote and your position as chairman of the 
Judiciary Subcommittee on Courts, Civil Liberties, and the 
Administration of Justice to oppose the Drug Patent Extension Bill. 
The pharmaceutical industry should not be allowed to increase its 
profits at the expense of the poor, the sick and the elderly. 

Sincerely, 

Dennis L. Boyer 
Legislative Representative 
Wisconsin AFSCUE Councils 

in the public service 
American Federation of State, County and Municipal Employees, AFL-CIO <^&-s 
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UNIVERSITY OF MEDICINE AND DENTISTRY OF NEW JERSEY 
100 BERGEN STREET / NEWARK, NEW JERSEY 07103 

OFFICE OF THE PRESIDENT 

August 30, 1983 

Honorable Robert W. Kastenmeier 
Chairman 

Subcommittee on Courts, Civil Liberties 
and the Adndnistration of Justice 

2137 Rayburn Office Building 
U.S. House of Representatives 
Washington, D.C. 20515 

Dear Congressman Kastenmeier: 

The Patent Term Restoration Act, S. 1306 and H.R. 3926 in the 98th Congress, is 
legislation of great significance not only for the drug and chemical industries of 
our nation, but also for medical schools throughout the country. 

As you know, the 17-year life of a patent is in itself a great incentive for 
individuals and corporations to invest their talents in discovering and improving 
pharmaceuticals and the chemical components thereof. Unfortunately, the effective 
life of the patent is greatly diminished because of the process of governmental 
review to which each drug is subject. This process, conducted in numerous stages, 
may last six to ten years, all of which time is charged against the 17-year patent. 
During this period of testing, neither the manufacturer nor the patent holder 
realizes a return on investment, and it was precisely this anticipation of profit 
which stimulated the research and development in the first place. 

The university of Medicine and Dentistry of New Jersey does not dispute the need for 
appropriate examination of all pharmaceuticals available to the public; indeed, we 
support thorough pre-clinical and human testing of these products. These vital 
procedures, however, are now conducted at the expense of corporations who regularly 
invest an average of $70 million in research and development per drug as well as 
individuals in the forefront of medical research. Many of these individuals are on 
the faculty of medical schools, which stand to gain significantly from sales of 
products for which the institutions hold patents. 

Although the Senate is expected to act shortly on this legislation, the House of 
Representatives has as yet shown no disposition to do so. As chairman of the 
Judiciary subcommittee with jurisdiction in this matter, and as the sponsor of 
similar legislation in the 97th Congress, you are in an excellent position to 
promote favorable consideration of the Patent Term Restoration Act in the current 
congress. I strongly encourage you to do so and will lend whatever support may be 
helpful to that end. 

Medical advancement is tied to progress in pharmaceutical discovery, and the latter 
is linked to financial incentive. We believe that H.R. 3926 strikes a fair balance 
between medical progress and the profit motive, and I urge your support of this 
legislation. 

I look forward to hearing from you and hope that you will contact me if I can be of 
assistance in any way. // 

M 
Sinceftly, 

Stanley S. Bergen, Jr., M.D. 
President, UMDNJ 
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Generic Pharmaceutical Industry Association 
200 Madison Avenue, Suite 2404 

New York, N.Y. 10016 
1212/ 683-1881 

26 July 1983 

Mr. David Beier 
Committee on the Judiciary 
2137 Rayburn House Office Bldg. 
Washington, DC 20515 

Dear Mr. Beier: 

As you suggested, we asked our patent counsel for an analysis 
of the suggestion that the Patent Commissioner could use his 
rulemaking authority to extend the effective market life of 
pharmaceuticals. 

The enclosed letter of July 22, 1983 from Alfred B. Engelberg 
cites several reasons why patent extension by regulation is 
contrary to the language and intent of the patent statute. 

If you would like to discuss this issue further, please feel 
free to call Mr. Engelberg directly. 

Sincerely, 

Dee Fensterer 
Director 

DF/b 
Encl. 

cc: Alfred B. Engelberg 
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July 22, 1983 

Mr. William Haddad 
General Pharmaceutical Industry 
Association 

Suite 2405 
200 Madison Avenue 
New York, New York 10016 

Re: Patent Term Extension 

Dear Bill: 

Enclosed are the relevant pages of the article which 
appeared in the November, 1982 issue of the Journal of the Patent 
Office Society relating to the proposal by the Commissioner of 
Patents to explore the possibility of using his rule-making 
authority to extend the effective life of drug patents. You may 
recall the April 25, 1983 issue of the Pink Sheet reports on an 
exchange between Representative Kastenmeier and.Patent Commissioner 
Mossinghoff on that subject and he was also questioned about it 
-during the recent Senate hearings. 

I thoroughly disagree with Commissioner Mossinghoff's 
suggestion that the enclosed article "was well-researched". In 
fact, it cites no meaningful authority for the proposition that 
the life, of a patent can be extended by regulation and the idea 
appears to be contrary to both the language and intent of the 
patent statute. 

I would call your attention to the following points 
which were completely overlooked by the author of the JPOS article: 

1. The patent statute (Title 35, United States Code) 
compels the Commissioner to examine patent applica
tions and to issue patents if the criteria for 
patentability are met (35 D.S.C. §1311. The statute 
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also defines specific time periods for that purpose 
(35 O.S.C. §133). Accordingly, the Commissioner 
lacks the rule-making authority to refrain from 
actually examining a patent application to determine 
if it contains allowable subject matter. 

35 U.S.C. §151 contains the following language with 
respect to the issuance of a patent: 

"If it appears that applicant is 
entitled to a patent under the law, 
a written notice of allowance of the 
application shall be given or mailed 
to the applicant. The notice shall 
specify a sum, constituting the 
issue fee or a portion thereof, 
which shall be paid within three 
months thereafter. 

Upon payment of this sum the patent 
shall issue, but if payment is not 
timely made, the application shall 
be regarded as abandoned." 

Under the foregoing provisions, the Commissioner is 
compelled to issue a patent within a defined time 
period if the application contains allowable sub-_ 
ject matter. The Commissioner does not have the 
authority to make rules which contradict the 
statute. 

Under 35 U.S.C. 5181, the grant of a patent may be 
withheld when the head of an interested government 
agency demonstrates that the issuance of the patent 
might be detrimental to the national security. 
Since the only current exception to the immediate 
issuance of an allowable patent is based on a 
statute (rather than a rule), any subsequent 
exceptions should also be statutory. Patent Office 
rules permit limited suspensions of time for acting 
on patent applications in certain other circum
stances but those rules do not contemplate a delay 
of several years in granting a patent. See 37 
C.F.R. 1.103; Manual of Patent Examining Procedure, 
Section 703. 

The fundamental public purpose of granting patents 
is to give the public the benefit of the disclosure 
contained in the patent. Accordingly, the with
holding of a patent application from issuance would 
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be contrary to the basic legislative intent of the 
patent law. Indeed, by withholding patents from 
issue, the Patent Office would be depriving both 
itself and the public at large of a vital source of 
"prior art" which would normally be relied upon to 
prevent the issuance of subsequently filed patent 
applications for the same subject matter. The 
author of the JPOS article recognizes this problem 
and suggests that it can be overcome by a rule -
which would permit publication of patent.appli
cations immediately after allowance but prior to 
issuance. Such a rule would violate 35 U.S.C. §122 
which requires that patent applications be kept in 
confidence. 

5. The proposed regulation by the Commissioner would 
violate the spirit of the decision In Application 
of Anthony, 414 F.2d 1383 (C.C.P.A. 1969). In that 
case, the Patent Office had taken the position that 
patent applications covering therapeutic compositions 
could not be granted without proof that the claimed 
composition met the PDA standards with respect to 
safety and efficacy. That position was overruled 
by the highest patent court. The Court of Customs 
and Patent Appeals (now the C.A.F.C.), on the 
ground that an invention could be "useful" in the 
sense of the patent law, even though it might not 
be commercially saleable under other laws. The 
Anthony case clearly stands for the proposition 
that it is not proper for the Patent Office to base 
its actions on commercial considerations. Indeed, 
it is well recognized that many thousands of "paper 
patents", i.e., patents covering ideas which have 
never been reduced to practice, are granted each 
year. 

6. The proposed patent extension legislation would 
result in an extension only if NDA approval is 
actually obtained and then only for a defined 
period of time. In contrast, the Commissioner of 
Patents would be granting the extension in advance 
and for an unlimited period of time. Moreover, the 
Commissioner obviously lacks the authority to make 
rules which would force an applicant to make avail
able information to establish that it was acting 
with due diligence in pursuing FDA approval. 

Please let me know if you have any questions concerning 
any of the foregoing comments. 

Cordially, 

AMSTER, ROTHSTEIN & ENGELBERG 

Alfre< 

ABE:mv 
Encl. 
cc: James Flug, Esq. (w/encls.) 



909 

PART THREE: POSSIBILITIES FOR NEW 
RULEMAKING 

Part 1 of this article traced the history of Patent and 
Trademark Office rulemaking since 1836. Part 2 discussed 
the scope of the Commissioner's authority to make rules. It 
showed that the Commissioner's power to make legislative 
rules under the authority delegated by Congress in 35 U.S.C. 
6(a) is very broad. It also showed that the Commissioner 
can issue interpretative rules. 

The present, final part of this article explains several 
possibilities for future rulemaking by the PTO, Many of 
these come from proposals for patent legislation. Policy
makers sometimes were incorrect in assuming legislation 
was necessary to implement the proposals. Although recently 
enacted legislation has preempted certain opportunities for 
rulemaking, a large number of opportunities still exist. 

The rules discussed in this part are given as examples 
that are within the scope of the Commissioner's authority. 
No position is taken on whether it would be desirable to 
promulgate them. 

I. PATENT TERM "RESTORATION" 

The 97th Congress came close to passing legislation 
called the "Patent Term Restoration Act."292 That legisla
tion would have extended the length of the 17-year patent 
term to compensate patent owners for delays in obtaining 
approval from Federal regulatory agencies to market their 
inventions. The legislation would have provided extensions 
of patents for food additives, pharmaceuticals, medical 
devices and chemicals, upon a showing that regulatory delays 
had occurred. 

Many patent owners encounter delays of several years 
in obtaining approval from agencies such as the Environ-

t 

292 S.2J5. 97lh Congress. 1st Sess. t l"«l l : H.R. *****. 97th Congresi. 2d Sess. 
l'l9«2). 
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mental Protection Agency and the Food and Drug Admin
istration. WJ Most people have assumed patent owners cannot 
be compensated for these regulatory delays without an act 
of Congress. In fact, the Commissioner possesses authority 
to provide relief through a rule that would defer the starling 
dates of the 17-year patent terms until patent owners obtain 
regulatory approval. 

Nothing in the patent code says the Commissioner must 
issue a patent immediately after completing the examination 
and determining claims are allowable.294 PTO procedures 
already provide for deferring the issuance of patents in a 
few circumstances."'" 

A rule deferring the starting dates of patents to com
pensate for regulatory delays would be within the Commis
sioner's rulemaking power under 35 U.S.C. 6 because the 
timing of issuance of a patent is a part of "the conduct of 
proceedings in the Patent and Trademark Office." A review
ing court would be persuaded that deferring issuance to 
await regulatory clearance is reasonably related to the pur
poses of the law the PTO administers.295 The patent code 
envisions that inventors will have a 17-year period of exclu
sivity. A rule deferring the issuance of the patent in order 
to give 17 years of effective protection would be viewed as 
consistent with the spirit as well as the letter of the law. The 
failure of the 97th Congress to enact patent term restoration 
legislation would not be taken to mean the Commissioner 
lacks rulemaking authority to accomplish a similar result.2'* 

293 U.S. Department of Commerce. Advisory Committee on Industrial Inno-
vatfon. Final Report, Sept. 1979, p. 157, Proposal VI (advisoi) commiiiee estab
lished as part of President's Domestic Policy Review of Industrial Innovation). 
See generally R.J. Anderson. Jr., "Patent Term Restoration", 8 APLA Quarterly 
Journal 340 (1980). 

294 Bin if. Sampson v. Banner, 466 F.Supp. 965. 201 USPQ 15 (D.D.C. IV'8i. 
There the court held, in an unusual fact situation, that v.hen an inventor demanded 
issuance after the claims had been declared allowable, issuance could not be 
delayed. However, the procedure discussed in the text would delay issuance only 
at the applicant's request. 

294a Manual of Patent Examining Procedure. Sections 1002.021b) and 1308. See 
rule 1.313. 

295 A "reasonably related" test was used by the Supreme Court in Mourning 
v. Family Publications Services. Inc.. 411 U.S. 356. 369 119731. See ie\t accom
panying note 189 mpra. 
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The fact that the Commissioner has not asserted authority 
to make such a rule before does not mean he lacks author
ity.*7 

Probably the biggest drawback to the rulemaking 
approach, in the eyes of the proponents of the patent term 
restoration legislation, would be that rulemaking cannot pro
vide any extension of patents already issued. Chairman Kas-
tenmeier's bill in the House of Representatives in 1982, 
however, did not affect patents already issued either.39* If 
the supporters of the legislation are willing to settle for 
extending the terms only of patents issued in the future, the 
rulemaking approach might be attractive. 

In drafting rules to establish a system for deferring the 
issuance of patents, several policy considerations would 
have to be addressed. Most important, the technological 
information in the patent application would have to be dis
seminated without delay. This could be done by providing 
that the application would be published by the Office imme
diately after the examination was completed, even though 
the issuance of the patent would be deferred.:w Several other 
details would have to worked out.500 

297 See text accompanying note 205 supra. 
298 H.R. 6444. note 292 supra. 
299 The entire patent disclosure could be published again when (he patent 

issued. As a less expensive alternative, only a brief notice might be published, 
similar in format to certificates of correction published by the PTO under 35 U.S.C 
254 and 255. The notice would be attached to the patent application published 
earlier. The published patent application could carry a .seven-digit identifying 
number just as if it were a patent, but the document would be labeled "issuance 
deferred-'. An automated sysiem could be designed to keep track of patents with 
deferred issuance. The PTO will be designing an automated system to keep track 
of patent maintenance fees that will be payable in a, few years under Public Laws 
96-517 and 97-247. The same sysiem easily could provide information on which of 
the applications whose issuance was initially deferred had issued, and the dales of 
issuance. 

300 A fee would need to he charged for deferring issuance, to cover the extra 
processing cost. Authority for such a fee exists under 35 U.S.C. 4lidl. as amended. 
The benefits of the delayed term should not extend to generic claims which cover 
a group of related compounds only one of which is the product undergoing regu
latory review. This problem might be overcome by allowing the applicant to file a 
divisional application. The rule would need to avoid compensating the applicant 
for an evaluation period prior lo ihe regulatory review. See R.J. Anderson. Jr.. 
note 29J \upru. This might be accomplished by requiring ihe applicant to file a 
terminal disclaimer giving up the lime period by Which the delay in issuance 
exceeded the period of regulatory review. The rule should discourage Jilaiory 
action on the part of the patent applicant in getting the praduct tested and approved 

file:///upru
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II. MERGING THE BOARD OF APPEALS AND THE BOARD 
OF PATENT INTERFERENCES 

S. 2255 and other patent reform bills proposed to merge 
the Board of Appeals and the Board of Patent Interferences 
into a single board with jurisdiction over both ex parte appeals 
from patent examiners and inter partes patent interference 
proceedings.301 In fact, legislation is not needed to merge the 
two patent boards. Section 7 of the patent code contains 
specific provisions governing the makeup of the Board of 
Appeals. Section 135, however, does not mandate any par
ticular structure for the Board of Patent Interferences. It 
does not even require that a Board of Patent Interferences 
exist as a discrete organizational unit.103 

The enactment of Public Law 97-247 in 1982 paves the 
way for merging the boards, because it eliminates the limit 
of 15 permanent members of the Board of Appeals.,0J The 
Commissioner now can appoint as many permanent mem
bers of the Board of Appeals as he chooses, and assign 
panels of Board of Appeals members to act as a board of 
patent interferences pursuant to 35 U.S.C. 135 when they 
are deciding interference matters.'04 

The principal benefit that has been cited for combining 
the boards is that it would avoid piecemeal consideration of 
issues of patentability and priority of invention."" Merging 

for marketing. This mighi be done by imposing a limit on the amount of time 
issuance could be deferred. 

301 S. 2255. 94th Cong.. 2d Sess.. «55(c) (3). 105 and 136. Thai bill called the 
combined board the Board of Examiners-In-Chief. The Board would have con
sisted of up to 60 E.xaminers-In-Chief. 

302 Section 135 states, "the question of priority of invention shall be determined 
by a board of patent interferences (consisting of three examiners of interferences! 
whose decision, if adverse to the claim of an applicant, shall constitute the final 
refusal by the Patent and Trademark Office of the claims involved. . . 

303 Public Law 97-2-17 (1982). Section 4. amending 35 U.S.C. ?(a) 
304 The merger of the two boards could be accomplished by administrative rial 

of the Commissioner, without a rule change, by abolishing the Board of Patent 
Interferences as a separate organizational unit and assigning its duties to an expanded 
Board of Appeals. The combined board might be called the Board of Appeals, the 
Board of Examiners-In-Chief, the Board of Patent Appeals and Interferences, or 
the Patent Trial and Appeal Board. In order to integrate interference proceedings 
and patentability appeals smoothly, however, a number of existing rules would 
need to be redrafted. 
. 305 In some cases an issue of patentability has been appealed to I he Board of 
Appeals and subsequently the <ame iNSue in the context i>l an interference pro-
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'•**• F-D-C REPORTS April 2S, 1983 

PATENT RESTORATION VIA REGULATION UNDER REVIEW BY PATENT OFFICE. HOUSE COURTS-
SUBCMTE. TOLD; REP. KASTENMEIER TAKING "WAIT AND SEE" APPROACH TO LEGISLATION 

The Office of Patents & Trademarks is considering whether to extend the effective life of. 
patents by regulation. Patents Commissioner Gerald Mossinghoff told Rep. Kastcnmeier's (D-Wis.) 
House Judiciary/Courts Subcmte. at an April 20 oversight hearing. 

"During the hearing, Kastenmeier referred to an article in the November issue of the Journal 
of the Patent Office Society, which asserts that the patent commissioner has the authority to defer the 
starting date of patent life until after regulatory approval for a product is granted. ",l% this viable, in . 
your view?" Kastenmeier asked. Mossinghoff replied: "We are considering it . . .That article was well- ' 
reseaxched. We have not reached a conclusion whether that would or would not be possible — although'-
1 tend to be persuaded by the arguments concerning the breadth of the commissioner's power." 

Mossinghoff added that his prime concern is the "delay of n e w ' ' 
technology." saying: " I f by delaying the starting date of a patent, we \l . ' 
were to delay the disclosure of new technologies. I probably would not be '.:,',. * 
favorably disposed towards ft ." - • - • - ' ''U* "r^" 

The subcmte. chairman pressed Mossinghoff on the point, saying that "even if, theoret
ically, you were correct, wouldn't you agree that a change in policy of this magnitude ought to be a 
statutory change?" Mossinghoff replied:"We certainly have to take that into account." 

The article referred'to by Kastenmeier and Mossinghoff is a treatise on the legislative 
history of the Patent Office and the traditional powers of the commissioner. Author Herbert Walmsley, 
a former patent office official who is now the exec director of the Intellectual Property Owners Assn., 
wrote, in part: "For instance, the commissioner, by rule if he wished, could institute a system for the • 
deferred examination of patent applications... [and could establish] a rule to extend the expiration dates 
of patents. A rule could establish a proposal similar to the one proposed in the 97th Congress in the pa-
lent term restoration bill.*' _ . 

Patent Office Strongly Supports Some Form Of Patent Restoration. Mossinghoff Says 

Kastenmeier, who shepherded the patent restoration bill through the full Judiciary Cmte. . 
last summer only to see it die in the House Rules Cmte. as time ran out in the last Congress, is taking a 
"wait and see" attitude on the legislation this year. In response to an inquiry from "The Pink Sheet," ' 
Kastenmeier said he has "not made any decision" whether to renew the effort. "I'm inclined to wait 
and see how the legislation fares in the Senate before deciding" whether to proceed in the House, he 
said. Sen. Mathias (R-Md.) has scheduled Senate hearings on patent restoration for June 22. 

Kastenmeier also suggested that the enactment of Rep. Waxman's 
(D-Calif.) Orphan Drug Act "may very well have slowed some of the drive 
behind patent restoration." He elaborated: " A great concern of the phar
maceuticals {industry] has been in R&D costs, and I think this bill may 
help out alot in this area." _ ' . 

In prepared testimony before the subcmte., Mossinghoff reiterated his strong support for 
some form of patent restoration, saying that "when the present systems of necessary regulatory screen
ing are overlaid with the fixed 17-year patent term, the results discriminate against very important 
segments of our industry." The patent commissioner also told Kastenmeier that his office is "seeing 
progress" in its efforts to reduce patent application review time from an average of 27 months to 
18 months. . '.. - • • 
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Generic Pharmaceutical Industry Association 
200 Madison Avenue, Suite 2404 

New York, N.Y. 10016 
(212} 683-1881 

12 July 1983 

Mr. David Beier 
Judiciary Committee 
2137 Rayburn House Office Bldg. 
Washington, DC 20515 

Dear Mr. Beier: 

Per our discussion last Thursday, enclosed are: 

(1) Supreme Court decision and transcript of Inwood v. Ives. 

(2) Background and court decisions on FDA's Paper NDA Policy. 

(3) GPIA analysis entitled "Patent Extension: An Expensive 
Solution to a Nonexistent Problem." 

(4) Analysis of patent law and practice by GPIA counsel, 
Alfred B. Engelberg. 

(5) The Eisman/Wardell study circulated last year. Note that 
"effective patent life" is measured from the first patent 
issued and that the authors conclude that 40% of decline 
in EPL is caused by increased time between patent filing 
and clinical testing and by a shorter pendency period in 
the patent office. 

(6) New York Times report (2/4/82) of the OTA analysis for Gore 
showing that company delays, rather than the government 
regulatory process causes loss of monopoly life. 

(7) Wall Street Journal article (4/25/83) quoting a former 
Searle officer that "the industry has to take a good deal 
of the rap for drug lag, because many drug applications 
are incompetent, poorly done and don't prove anything." 

(8) American Home Products memorandum distributed to Congress 
in September 1982 indicating the strategy to amend the 
prospective Kastenmeier bill ih.conference to make it 
"consistent" with the retroactive Senate bill. 

(9) Letters from consumer groups, unions, seniors and others 
urging defeat of drug patent extension. 
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(10) Recent articles on the sharp increase in RsD spending 
and the future for drug innovation. 

Jim White of Gore's staff indicated that he would send you the 
hearing record, OTA's regression analysis, and Gore's 1981 letter 
request to the PMA for patent and FDA filing data. I am sure 
that Waxman's staffer. Bill Corr, who is thoroughly familiar with 
this issue, would also be glad to provide any additional infor
mation you might want. 

Please don't hesitate to let us know—Bill, Jim or myself— 
whenever you have further questions. 

Sincerely, 

Dee Fensterer 
Director 

DF/b 
Encl. 

cc: Jim Flug 
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j ; A . \ i O i l ) . CM.II-L>i;S ' IA •.•Ai3i 

OFFICE OF THE PRESIDENT 

March 9, 1982 

James F. Flug, Esquire 
Law Offices of Lobel, Novins & Lament 
1523 L Street, N.W. 
Washington, D.C. 20005 

Dear Mr. Flug: 

You asked for my views on the Patent Extension Bill; I 
am happy to provide them as follows, with the understanding 
that you will communicate them to others in unchanged form, 
and only in their entirety. 

I think that the proposed Patent Extension Bill is 
desirable in principle; indeed, when I was Commissioner of 
the Food and Drug Administration we argued, in connection 
with the Drug Regulation Reform Act of 1978, that changes in 
the patent laws should be considered as an accompaniment to 
proposed changes in the new drug approval process. 

I believe, however, that the Bill should be passed only 
if the following conditions are met: 

1. The amount of the extension should return to 
innovators only that protected patent time taken 
away by the government regulatory process. Even in 
the absence of the present new drug approval 
process, patentees would require substantial time to 
develop, test, and otherwise prepare for the 
widespread commercial sale of a new product. These 
steps are meant to occur within the patent period, 
and should not be deducted from it. Moreover, even 
when government requirements are being met, delays 
are often the responsibility of the manufacturer and 
not the Food and Drug Administration. Accordingly, 
extensions should only reflect time actually 
occupied by the government during the approval,' 
process. 

2. Other barriers to vigorous post-patent competition 
should be removed. It was our intention, in 
proposing modifications of the new drug approval 
process when I was Commissioner, that extensions of 
the period of market exclusivity designed to 
compensate for government "regulatory time" would be 
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balanced by statutory changes to decrease certain 
barriers to entry now enjoyed by innovators in the 
post-patent marketing period. In considering patent 
extension legislation, therefore, Congress should 
also make clear that appearance is not protected, 
and that there are appropriate encouragements for 
the use of the non-proprietary name. 

Finally, extensions should only be granted if there 
are changes in the new drug approval process that 
eliminate duplicate testing and other requirements 
that amount to surrogate barriers to entry against 
competitive products during the post-marketing 
period. . 

Sincerely yours, 

Donald Kennedy 
President 

O - 85 - 30 
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AMSTER, ROTHSTEIN <St ENGELBERG 
COUNSELORS AT LAW 

PATENTS • TRADEMARKS • COPYRIGHTS 

9 0 P A R K A V E N U E CABLE AODRESS 

N E W Y O R K , N E W Y O R K I O O I 6 A M R O T H P A T 

T W A NUMBER 

7 t O - S B l - 4 7 6 e 

TELECOPIER NO. 

E IZ-2Be-OS5A 

July 11, 1984 
TELEPHONE NO. 

2 I 2 - 6 S 7 - 5 9 B 5 

Honorable Robert W. Kastenmeier 
Chairman, Subcommittee on Courts, Civil Liberties 
and the Administration of Justice 

Committee on the Judiciary 
House of Representatives 
Washington, D.C. 20515 

Re: H.R. 3605 - Drug Price Competition and 
Patent Term Restoration Act of 1984 

Dear Mr. Chairman: 

I am patent counsel to the Generic Pharmeceutical 
Industry Association (GPIA) and am submitting this letter in 
response to the June 27, 1984 testimony of Gerald J. Mossinghoff, 
Assistant Secretary and Commissioner of Patents and Trademarks, 
on HR 3605. 

In his testimony, the Commissioner suggested 
sweeping changes in the patent term extension provisions of 
the bill which would clearly upset the delicate balance on 
which the compromise embodied in H.R. 3605 is based. The 
Commissioner claims that these changes are necessary because 
HR 3605, is too complicated and would create an undue administrative 
burden on the Patent Office; and that the eligibility requirements 
for patent extension are too arbitrary and undermine principles 
of patent law which have existed for over 200 years. None 
of these arguments can withstand scrutiny. 

At the hearing, the Commissioner used a chart of 
frightening dimensions to illustrate his allegation that 
HR 3605 would impose an inordinate administrative burden on 
the Patent Office. The appearance of this chart was so 
intimidating that it seemed on its face to prove the Commis
sioner's point and there was no opportunity at the hearing 
to examine its actual content. In fact, the chart is nothing 
more than a piece of advocacy which contains an overly 
complicated "computer age" breakdown of the provisions of 
HR 3605. It is not representative of the manner in which 

MORTON AMSTER 
JESSE ROTHSTEIN 
ALFRED B. ENOELBERG 
DANIEL S. ESENSTEIN 
PHILIP H. GOTTFRIED 
MICHAEL J. BERGER 
NEIL M. ZIPKIN 
ANTHONY F. LO CICERO 

JOEL E. LUTZKER 
MILTON SPRINGUT 
OAPHNE GRONICH 
KAREN ARTZ ASH 
KENNETH P. GEORGE 
SUSAN R. REISS 
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applications for extensions would actually be processed 
despite its title. In actual practice, the Patent Office 
would most certainly require the use of a standardized form 
of Application for Extension. Similar forms are a normal 
part of current Patent Office practice. Such a form would 
obligate the patent holder to provide the necessary information 
to establish both the eligibility for and duration of a 
patent extension. I have prepared a model for such a form 
and it is attached to this letter. This simple, one page 
form contains the essence of the Commissioner's useless chart 
in a practical and usable manner and demonstrates that the 
"administrative burden" amounts to a few minutes of clerical 
time for each extension application. 

HR 3605, expressly permits the Commissioner to 
rely upon representations made by the applicant for extension 
in determining whether or not the applicant meets the eligibility 
requirements for an extension. The proposed form takes 
advantage of that provision in a manner which is analogous 
to the manner in which the Commissioner now relies upon 
representations of an applicant for an original patent with 
respect to such matters as prior public use, prior publication 
or prior sale of an invention. Full disclosure by the 
applicant for an extension is assured by criminal penalties 
(18 U.S.C. Section 1001) as well as the possible loss of any 
patent extension. In addition, HR 3605 provides that the 
validity of an extension can be challenged in any patent 
infringement litigation just as the validity of an issued 
patent may now be challenged. 

In view of the foregoing, it is hard to escape the 
conclusion that the Commissioner has unfairly characterized 
the administrative burden actually imposed by HR 3605. 

HR 3605 would not make every patent eligible for 
extension and would limit the length of extensions. The 
Commissioner claims that these limitations are arbitrary, 
unduly restrictive and violate principles of patent law 
which are as old as the patent system. This is a meaningless 
and unfair criticism since the idea of patent extension 
itself is a radical departure from the basic principles of 
the patent system. As the Commissioner certainly knows, the 
issuance of a patent carries with it only the right to 
exclude others from the practice of an invention and was 
never intended to provide any guaranteed period of commer
cial exploitation to the patent owner. In fact, the patent 
owner's ability to derive profit from a patented invention 
has always depended on a variety of factors which are not 
relevant to the date on which'a patent is granted. These 
include federal and state laws which might restrict or 
prohibit the use of a patented invention on safety, moral or 
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other grounds; the existence of an earlier-issued blocking 
patent; the time and money needed to commercialize an invention; 
the existence of a market; etc. 

About 20 years ago, when the safety and efficacy 
requirements of the current food and drug law were first 
enacted, the Commissioner of.Patents took the position that 
a patent covering a drug should not be granted unless and 
until the FDA had ruled that the drug was safe and efficacious. 
At that time, the highest patent court ruled to the contrary 
based, in part, on the argument made by research intensive 
drug companies that the issuance of patents for non-commer
cialized products would spur the investment necessary to 
develop these products. See Application of Anthony 414 F.2d 
1383 (CCPA 1969). The issuance of a patent on a drug product 
at an embryonic stage of its development, is inconsistent 
with the argument that a patent should guarantee its owner 
17 years of commercial exploitation. Yet, that has been the 
practice in recent years and it accounts for far more of the 
loss in commercial patent life than regulatory delay. 

It is well-known that the impetus for patent term 
extension legislation came from the research intensive drug 
companies through the lobbying activities of the Pharmaceutical 
Manufacturers Association. PMA produced a mass of questionable 
statistics which were designed to support a claim that 
commercial patent life had shrunk to as low as 7 or 8 years. 
It heavily relied on that data to argue for legislation 
which would have extended the life of every patent for up to 
7 years. In the course of legislative hearings on earlier 
versions of patent extension, it became apparent that the 
PMA statistics were misleading and that pre-marketing regulatory 
review was only one of many factors which had an effect on 
the length of a commerical monopoly. A large number of 
other significant factors, all of which are largely under 
the discretion and control of the patent owner, were identified. 
These factors include when a patent application is filed in 
relation to the actual state of development of the invention; 
how long the patent application remains pending in the 
Patent Office; the scope of the patent in relation to the 
commercial product which it seeks to dominate; the number • 
and type of patents which may ultimately be granted to cover 
different aspects of the commercial development; the time at 
which clinical investigations are commenced in relation to 
the patent application and issue date; and the pace of 
development. 

At the time HR 6444 was under active consideration 
by the House, PMA was still managing to successfully resist 
Congressman Gore's demand for the production of sufficient 
information with respect to NDA application and approval 
dates and the identification of all relevant patents so that 
an independent determination could be made with respect to 
the extent of the alleged problem of shrinking patent life. 
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Congressman Synar was finally able to pry that data loose 
from PMA in the latter part of 1983. It revealed that the 
arguments for shrinking patent life were based on the first 
patent to issue which covered a new chemical entity that had 
never before been used as a drug. When full consideration 
was given to the existence of other (later) patents and to 
the regulatory delays encountered by generic drug makers in 
bringing products to the market, the effective commercial 
monopoly life for the 50 top selling drugs turned out to be 
15.5 years and for the 100 top selling drugs it was almost 
14 years. Although the Commissioner continues to deny the 
existence of "evergreening", the data presented to Congressman 
Synar and analyzed by Congressman Waxman's staff established 
that there are numerous instances in which more than one 
patent must expire before there can be any competition. The 
most typical situation involves an early issued product 
patent followed by a later issued therapeutic use patent 
claiming the only FDA approved use. 

HR 3605.incorporates the knowledge gleaned from 
the foregoing data and is therefore more restrictive than 
earlier versions of patent term extension legislation such 
as S. 255 and H.R. 6444. More specifically, the bill is 
based on the simple principle that only the earliest issued 
patent which either claims or fully discloses an approved 
drug product can be extended one time. That extension is 
for a maximum period of five years or for 14 years following 
the drug approval date whichever is shorter. These rules 
do not, prevent the research-intensive drug companies from 
continuing to apply for large numbers of related patents or 
to control the filing or issue dates of those patents in 
relation to the commercial development. Rather, they provide 
a reasonable period of extension for the only problem which 
the PMA companies have even alleged to exist — shortened 
patent life for the first patent covering a new chemical 
entity — while discouraging the use of patent extensions to 
slow down new developments or as a new tool for manipulating 
the patent system so as to unfairly lengthen patent monopolies. 

The ultimate test of the fairness of the patent 
term extension provisions of HR 3605 is the endorsement of 
the bill by a 2 to 1 majority of PMA members. If PMA did 
not believe that the bill fairly addresses and solves the 
problem of shortened patent life it would not have endorsed 
this compromise. In view of that fact, it simply makes no 
sense for the Commissioner to attack those provisions as being 
too arbitrary or restrictive or to argue in favor of a more 
liberal patent extension policy. 

The Commissioner's lack of appreciation for the 
problem which HR 3605 addresses and equitably solves is 
highlighted by his testimony with respect to the Bolar 
decision. GPlAand PMA were able to reach a compromise 
only because patent owners were assured of a longer commercial 
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monopoly period and generic drug manufacturers were assured 
of obtaining the necessary approval to engage in competition 
immediately after that well-defined monopoly period ended. 
The parties recognized that it was essential to this compromise 
that generic companies engage in the necessary steps required 
to obtain ANDA approval prior to the patent expiration date 
so that they could commence marketing immediately after the 
patent expired rather than 2 or 3 years later. The agreement 
to accomplish that result was reached without controversy 
because it was consistent with common industry practice 
extending back over many years and therefore did not infringe 
on any vested economic interest of drug patent owners. The 
Commissioner's disregard for the fairness of the compromise 
is demonstrated by the fact that he is anxious to provide 
patent owners with relief (in the form of patent extension) 
for the time which they lose in getting to market because of 
regulatory delay but is unwilling to give generic companies 
the same relief from the same problem at the end of the 
patent monopoly period. 

Finally, it should be noted that throughout the 
course of the many hearings which have been held on the 
subject of patent term extension, the Commissioner has not 
come forward with any data whatsoever which would suggest 
that the commercial life of patented inventions in any field 
remotely approaches 17 years; that the commercial life of 
drug patents is materially shorter than the commercial life 
of patents in other fields; or that extending patent life in 
any field for any reason would stimulate investment in 
research or development. Rather, the Commissioner has 
consistently supported whatever proposal would lead to 
longer patents without regard for any demonstrated need for 
such a change in the patent law or.the impact of such a 
change oh the competitive environment or on consumers. Such 
an institutional bias is not surprising but it is disappointing 
that the Patent Office is unable to make a more constructive 
contribution to this compromise effort. 

Respectfully submitted, 

AMSTER, ROTHSTEIN & ENGELBERG 

ABE:Ilk 
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Extension Amplication Dates 

Patent No. Issue Date: Expiration Date: 

Patent Holder: Assignment Recorded: Reel 

H1A Approval Date: tXA Submission Date: IND Pi l ing Date: 

Active Ingrodient(s) in Approved Product: _ _ _ _ ^ _ ^ _ _ _ _ ^ ^ ^ ^ ^ _ _ _ _ _ _ ^ ^ ^ _ ^ _ _ ^ ^ ^ ^ ^ _ 

Patent Claims Covering Approved Product or Use(s): 

^ ^ ^ _ _ d e c l a r c 3 that (s)he i s the 1 t i t l e ! of the above-identified patent 
holder and i s authorized to submit t h i s application for extension of the above-identified patent purcuant t o 35 U.S.C. S156. 
A copy of the patent for which extension i s sought i s enclosed. 

I hereby declare the following with respect to th i s application: 

1. The patent for which th i s extension io sought claims a product (method of using a product) which was subject to a 
regulatory review period under the Pood, Drug and Cosraetic Act pr ior to i t s commercial marketing. The relevant dates 
of that regulatory review period arc set forth above. 

2. The patent for which t h i s extension i s sought has never been extended. 

3. The patent for which th i s extension i s sought does not claim a product (method of using a product) which received 
permission for oaiineicial marketing under the Food, Drug and Cosmetic Act before the NDA Approval Date se t forth 
above. 

4. The act ive ingredientfs) in the approved product, including any s a l t o r e s t e r thereof, as a s ingle e n t i t y or in 
combination with another act ive ingredient has never received permission for commercial marketing under the Food, 
Drug and Cosmetic Act before the NDA Approval Date s e t forth above. 

5. The following patents have been identified in the application under Section 505(b) of the Food, Drug and Cosraetic Act 
for the above-identified appiwed product as patents for which a claim of patent infringement might reasonably be 
asserted in the event of the unlicensed manufacture, use or sa le of the approved product: 

To the best of ray knowledge, the approved product (method of using the product) i s not claimed in another patent 
having on e a r l i e r issuance date or which was previously extended. 

The approved product i s claimed in U.S. Patent No. but i t i s not identical ly disclosed or described 
therein. U.S. Patent No. had never been and v i lTnever be held by the patent holder herein and the 
patent for which extension i s sought 'has never been and wi l l never be held by the holder of U.S. Patent No. 

7. To the best of ny knowledge, the approved product and the use approved for the approved product are not iden t i 
ca l ly disclosed or described in another patent having an e a r l i e r issuance date or which was previously extended. 

An extension of years, months and days u n t i l [Date) i s sought based upon 
the following calculat ion: 

1/2 (NDA Submission Date - DO Fi l ing Date) •> _ yra. cos. days 

{NDA Approval Date - NDA Submission Date) = yra. mas. days 

The extension does not exceed five years and will not extend the expiration date of the patent for more than fourteen years from 
the NDA Approval Date. 

I acknowledge! the duty to disclose information which i s material to the examination of t h i s application in accordance with T i t l e 
37, Code of Federal Regulations, SI .56(a) . 

I hereby declare that a l l statements made herein of ny own knowledge arc true and that a l l statements made on information and 
belief arc believed to be t rue: and further that these statements were made with tha knowledge that willful false statements 
and the l ike so made are punishable by fine or imprisonment, or both, under Section 1001 of T i t l e 18 of the United States Code 
and that such wi i l tu l false statements may jeopardize the val id i ty of the application or any patent extension issued thereon. 

APPLICANT'S SIGNATURE DATE- "" 

POST OFPICE ADDRESS ~ ~ 
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ATTACHMENT 

GENERIC DRUG TESTING AND APPROVAL 
PRIOR TO EXPIRATION OF PATENT ON BRAND NAMB DRUG 

BRAND NAME DRUG 
(Generic Drug) 

PIONEER FIRM 
Generic Firm 

DOSE APPLICATION 
SUBMISSION 
with test 
data 

DATE OP 
APPROVAL 

PATENT 
EXP. 

LIBRIUM 
(Cnlordi-
azepoxiue HCL) 

ROCHE 5 tig 
10 my 
25 HLJ 

12/59 
12/59 
12/59 

4/60 
2/60 
5/60 

DARVOII 
(Propoxyphene 
HCL) 

Ban 
Zenith 
Parke Davis 
Mylati 

LILLY 

Zenith 
Leuerle 
Danoury 
Roxane 
Cord 
Bolar 

10 rag 
5-10 mg 
5-10 ug 
10 aq 

32-65 mg 

7/72 
5/73 

12/74 
12/74 

3/57 

1/71 
7/71 
2/72 
6/72 
7/72 
7/72 

6/76 
3/75 
8/76 
3/76 

8/57 

11/71 
9/72 
8/72 
0/73 
10/72 
12/72 

12/72 

ORANASE 
(Toloutaoide) 

ALDACTAZIDE 
(Hydrocnoloro-
thazide) 

UPJOUtI 

Warner Laraoert 
Hylan 
Chelsea 
SKF 
Cord 
Zenith 

SEARLE 

Bolar 
Chelsea 
Hylan 
Cord 
Zenith 
Barr 

8/56 5/57 

9/77 
6/78 

10/77 
11/77 
4/78 
7/79 

9/60 

7/77 
8/77 
7/78 
1/79 
4/79 
2/80 

11/79 
4/79 
1/79 
8/79 
6/80 
3/80 

9/62 

2/79 
4/81 
8/79 
7/80 
5/80 
4/81 

12/78 
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HYGnOYOtJ 
(Clcr thaliuoiie) 

PERSAN'fltlE 
(Dipyridamole) 

NIXLARILL 
(Thioridazine) 

DIABIMASE 
(Chlorpropanide) 

VIBRAMYCIM 
(doxyc-yline) 

ALDOI1ET 
(methyldopa) 

USV 

Hyian 

Bolar 

Zenith 
Ban 

BOEHRINGER-
INGBLHEIM 

Pnarmadine 
prcono 
Cord 
Bolar 
Zenith 
Chelsea 
Bar 

SAHDOZ 

My Ian 
Cord 
Zenith 

PFIZER 

Premo 
Chelsea 
Phariaadine 
Zenith 
Par 

PFIZER 

Rachelle 
Chelsea 
Danbury 
Lemmon 
Barr 
Myian 

HERCK 

Cord 

100 ay 
50 lay 
25 lay 

50 my 
25 my 
25 my 
50 my 
50 my 

25-50 ay 

25 ay 

10-25 ray 
100-150 ay 

50 my 

200 my 

10-25-50 ay 
1U-25-50 my 

50 my 

50 ay 
100 my 

125 my 
250 my 
125 ay 
250 By 

1/60 
1/60 

12/77 

1/79 
11/79 
6/79 
5/79 

10/79 
3/80 

4/61 

1/79 
2/79 
3/79 
4/79 
4/79 
6/79 
7/79 

12/58 

12/58 

12/58 

6/82 
9/82 

11/82 

8/58 

3/75 
11/79 
2/80 
6/80 

10/82 

6/66 
6/66 

2/73 
8/78 

12/76 
6/79 
9/82 

10/81 

12/73 
2/62 
1/83 
1/83 

4/60 
7/67 
9/79 

2/81 
2/81 
3/81 
3/81 
4/81 
3/81 

12/61 

9/79 
10/79 
8/80 
9/79 
9/79 
9/79 
9/79 

5/59 

6/70 

5/61 

3/83 
8/83 
4/83 

10/58 

7/80 
10/80 
11/80 
6/81 
2/84 

12/67 
8/68 

7/73 
8/81 
2/77 

12/79 
1/83 
3/82 

1/75 
12/62 
6/84 
6/84 

9/79 

4/79 

3/83 

10/84 

8/82 

9/84 
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AMSTER.ROTHSTEIN a ENGELBERG 

MEMORANDUM 

SECTION 202 OF H.R. 3605 IS. NOT UNCONSTITUTIONAL 

Section 202 of H.R. 3605, in pertinent part, reads is 

follows: 

It shall not be an act of infringement to 
make, use or sell a patented invention 
solely for uses reasonably related to the 
development and submission of informa
tion under a Federal law which regulates 
the manufacture, use or sale of drugs. 

The purpose of the foregoing provision is to permit a 

generic drug manufacturer to engage in the limited experimental, 

activities which are necessary to obtain FDA pre-marketing approval 

before a patent expires so that actual competition between the 

generic drug and the original drug can begin immediately after the 

patent covering the original drug expires. Section 202 does not 

authorize any activity which would deprive the patent owner of the 

saie of a single tablet during the life of a valid patent. In fact, 

the limited testing activity required to obtain FDA approval of a 

generic drug would not normally result in the use of even a single 

generic tablet for its therapeutic purpose during the life of a valid 

patent. 

On January 27, 1984, Professor Norman Dorsen, testifying 

on behalf.of a small group of dissident members of PMA, argued that 

Section 202 of H.R. 3605 violates the Fifth Amendment of the 

Constitution because it involves a "taking" of private property 

without just compensation. Professor Dorsen contends that patents 

are a form of property; that the right to exclusive use of a patented 

invention is an integral part of that property right; that Section 
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202, in overturning the decision in Roche v. Bolar, takes away part 

of that property right from the patent owner; and that this "taking" 

is an unconstitutional taking of property in violation of the Fifth 

Amendment. In order to arrive at this conclusion. Professor Dorsen 

is forced to stretch both the facts and law well beyond any reason

able breaking point. 

No one disputes that patents are property, but a serious 

dispute does exist as to whether Congress ever vested a patent owner 

with a property right of such dimensions that it would prevent the 

experimental activity which Section 202 would now expressly permit. 

The Bolar decision is not, as Professor Dorsen would have us believe, 

an obvious reaffirmation of a 200-year old principle of patent law. 

Rather, it is the latest in a long line of case-by-case decisions by 

the courts which reaffirm that not every literal "use" of a patented 

invention constitutes an infringing "use" under Section 271 of the 

patent laws. Indeed, in the Bolar case itself, the Federal Circuit 

stated: 

Because Congress has never defined "use" 
its meaning has become a matter of judi
cial interpretation. Although few cases 
discuss the question of whether a parti
cular use constitutes an infringing use 
of a patented invention, they neverthe
less convincingly lead to the conclusion 
that the word "use" in Section 271(a) has 
never been taken to its utmost possible 
scope. (Emphasis added.) 

Until the Bolar decision, the judicial construction of the 

term "use" has consistently upheld the public's right to "use" a 

patented invention for purposes which do not distrub a patent owner's 

economic enjoyment of the exclusive privileges while variously 

characterizing such non-infringing "uses," as d_e minimus, experi-
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mental, outside the scope of the patent or in the public interest. 

Those interpretations are consistent with.the Supreme Court's more 

practical definition of the patent property right as the "right to 

be free from competition in the practice of the invention." Mercoid 

Corp. v. Mid Continent Investment Co., 20 U.S. 661, 665 (1944).* 

The totally unsettled nature of Professor Dorsen's al

leged "property right" which, for the first time, was found to exist 

in the Bolar decision, is highlighted by several other significant 

factors as follows: 

1. The lower court in Bolar found that Bolar's experi

mental activity was not an infringement and stated as follows 

(Memorandum and Order of October 11, 1983): 

. . . the Court cannot find a basis for 
holding that Bolar's limited experimen
tal use of flurazepam HCL would consti
tute infringement. First, Bolar realizes 
no benefit during the term of the patent; 
its activities are in no way connected 
with current manufacture or sale here or 
abroad. Nor do its activities lessen 
Roche's profits during the patent's term. 
Second, post-expiration delay in compe
tition unintentionally imposed by FDA 
regulation is not a right or benefit 
granted by the Patent Law. This Court 
will not act to protect the right or 
benefit that is without legal basis. 
Third, Roche can point to no substantial 
harm it will suffer from Bolar's FDA 
studies before the patent expires. Bo-
lar's threatened activity is at best de 
minimus and will not support an action 
for infringement. 

* The "experimental use" exception to patent infringement is closely 
analogous to the "fair use" doctrine of the copyright law which has 
recently received much attention from both Congress and the Courts 
in the Betamax home tape recording controversy. As noted by the 
Supreme Court in the Betamax case, the economic harm to the copyright 
owner is a paramount issue in determining whether a particular use 
is "fair" or "infringing." 
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2. The Bolar decision was the first of its kind relating 

to the status of the "experimental use" exception to patent infringe

ment in the context of PDA testing.* No prior attempt had ever been 

made by a drug patent owner to prevent a generic company from 

engaging in pre-marketing tests required by the FDA before a patent 

expired despite the fact that such testing was a common and well-

known practice in the drug industry. 

3. In early 1984, the PMA Executive Board, including 

most of those companies which now oppose Section 202 on constitu

tional grounds, approved Congressman Waxman's proposal to incor

porate Section 202 into H.R. 3605. At that time no one suggested that 

this was an unconstitutional "taking" of a settled or valuable 

property right. Indeed, such a suggestion would have been dismissed 

as ludicrous in view of past industry practice and the lower court 

decision in the Bolar case which had been rendered shortly before 

Congressman Waxman's proposal. Congressman V.'axman obviously recog

nized that the Bolar litigation might drag on for years and, 

depending on its ultimate outcome, could upset the balance between 

longer patent life and faster generic drug approvals. Section 202 

was designed to eliminate that possibility so that agreement could 

be reached on the overall compromise embodied in H.R. 3605 regard

less of the Bolar result. 

.* About a year, earlier in Pfizer Inc. v. International Rectifier 
Corp. , 217 U.S.P.Q. 157 (CD. Cal. 1982), a District Court had found 
that activities relating to obtaining FDA premarketing approval did 
not constitute an experimental use under the patent law. However, 
the defendant had previously engaged in commercial infringement of 
the same patent and was in contempt of a Court Order for engaging in 
any activity which violated the patent. The Pfizer case was disre
garded by the Bolar Federal Circuit Court because of its unusual 
fact situation. 



930 

Professor Dorsen's hypothesis that an unconstitutional 

"taking" has occurred is critically dependent on the presumption 

that the alleged "property right" was so well established even prior 

to the Bolar decision that drug patent owners made their investment 

decisions based on a belief in its existence. That hypothesis not 

only ignores the facts which establish that the alleged right has 

never been enforced but is also based on a literal construction of 

the word "use" in Section 271 of the patent law -- a "permissible 

scope" of the word "use" which was even rejected in Bolar. Professor 

Dorsen demonstrates a significant unfamiliarity with fundamental 

principles of patent law in seeking to elevate the controversial and 

unprecedented decision in Bolar into an inalienable property right. 

Ironically, if the Supreme Court, which has not yet ruled 

on the issue raised by the Bolar decision, agrees with the District 

Court decision in Bolar, Professor Dorsen's constitutionally in

alienable "property right" would vanish just as quickly as it came 

into being. But, he most certainly would allow the courts such a free 

hand in construing the legislative intent of the patent laws without 

regard to whether such constructions had an economic impact on 

existing property rights. It makes no sense that Congress cannot 

express its actual intent on the same matter matter without facing 

a choice between compensation to patent owners or a 17-year delay in 

making its intent effective. The Constitution vested Congress, not 

the courts, with the exclusive power to establish the scope of the 

patent gr,ant. If Professor Dorsen's view of the relative roles of 

Congress and the courts was correct, Congress would be rendered 

essentially powerless to clarify existing legislation and the 
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courts, for practical purposes, would control the right to amend the 

patent statute. Even the Bolar court disagrees with this view of the 

balance of power. In Bolar, the Federal Circuit Court of Appeals 

noted the pendency of H.R. 3605 and stated: 

It is the role of Congress to maximize 
public welfare through legislation. 
Congress is well aware of the economic 
and societal problems which the parties 
debate here, and has before it legisla
tion with respect to these issues. [Ci
tations omitted.] No matter how persua
sive the policy arguments are for or 
against these proposed bills, this court 
is not the proper forum in which to debate 
them. Where Congress has the clear power 
to enact legislation, our role is only to 
interpret and apply that legislation." 
(Emphasis added.) 

Professor Dorsen has correctly noted that the recent 

decision of the United States Supreme Court in Ruckelshaus v. 

Monsanto Co. reaffirms that (1) economic impact and (2) inter

ference with reasonable investment-backed expectations are the two 

most important factors in evaluating whether or not a "taking" has 

occurred as a result of government action. However, he ignores the 

Supreme Court's express recognition that the determination of whe

ther a "taking" has occurred in a particular case is an essentially 

"ad hoc, factual" inquiry. Instead, he demonstrates a complete 

misunderstanding of the fundamental differences between trade se

crets and patents in attempting to analogize Section 202 and the fact 

situation considered by the Supreme Court in the Monsanto case. 

A long line of cas.es define a "trade secret" as any 

technical or business information which is known and used in one's 

business which gives him an opportunity to obtain an advantage over 

http://cas.es
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competitors who do not know or use it. Kewanee Oil Co. v. Bicron 

Corp. , 416 U.S. 470 (1974). Thus, when the EPA made Monsanto1 s trade 

secrets available to Monsanto's competitors, it totally extin

guished Monsanto's property right. Despite that fact, the Supreme 

Court found that the EPA's disclosure of Monsanto's trade secrets to 

third parties did not constitute an unconstitutional "taking" except 

for the brief period of time between 1972 and 1978 when the relevant 

statute explicitly created an expectation that trade secrets sub

mitted to EPA would be protected. Indeed, as a general matter, the 

Monsanto Court found that it was an entirely appropriate act of a 

public character for the government to enact a law which was designed 

to get competitive products on the market more quickly even though 

it would cause Monsanto to lose its trade secrets. The policy 

underlying Section 202- is closely analogous to the public policy 

approved in the Monsanto case. 

The Supreme Court's failure to find a "taking" in the 

Monsanto case (except for the limited 1972-78 exception) despite the 

rather complete devastation of the property right by EPA would lead 

a reasonable person to the conclusion that Section 202 does not 

involve any "taking." The limited "experimental use" permitted by 

Section 202 does not, in any way, impinge on the exclusive right of 

the patent owner to make, use and sell the patented invention for all 

commercial purposes during the life of the patent. The permitted 

experimental use would not result in competitive commercial activity 

until all valid patents expired. Accordingly, Section 202 has 

absolutely no economic impact during the life of a patent and dees 
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not interfere with any reasonable investment-backed expectation of 

the patent owner that he will reap the full monopoly profits during 

the entire 17-year life of a patent free frcrr. any competition.* In 

attempting to analogize trade secrets to patents, Professor Oorsen 

has totally overlooked the fact that trade secrets have unlimited 

duration and cease to exist only when disclosed whereas patents are 

expressly granted for a limited time. Section 202 merely ensures 

that the time limitation on the life of a patent will be meaningful 

and that patent-like monopolies will not be inadvertently continued 

beyond the patent expiration date. 

It is true, that the experimental use permitted by Section 

202 may reduce or even eliminate the possibility that the patent 

owner's monopoly will extend beyond the patent expiration date. But 

the inadvertent monopoly extension which results from the fact that 

generic manufacturers must comply with FDA pre-marketing regula

tions is not a vested property right of patent owners and cannot 

properly form the basis of a reasonable investment-backed expecta

tion. As stated in Upjohn Manufacturing Co. v. Schweiker, 681 F.2d 

480, 484 <6th Cir. 1982): 

"The Pederal Food, Drug and Cosmetic Act 
and the underlying regulations governing 
the approval for the marketing of new 
drugs were not intended to provide pa
tent-like protection for a seller who has 
gained approval of a pioneer new drug 
application." 

* It is of more than passing interest that in the Bolar case the 
Circuit Court noted that even Roche's lawyer candidly acknowledged 
that any monetary damage to Roche as a result of the experimental 
activity was nominal. 
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Moreover, a long line of Supreme Court cases including Scott Paper 

Co. v. Marcalus Co., 326 U.S. 249, 259 (1964) have held that: 

"Any attempted reservation or continua
tion in the patentee or those claiming 
unc'-r him of the patent monopoly, after 
the patent expires whatever the legal 
device employed, runs counter to the po
licy and'purpose of the patent laws." 

Surely, a Congressional enactment such as Section 202, which does no 

more than ensure that this sound policy is not inadvertently dis

rupted by other federal laws such as the Food and Drug Law, cannot 

be reasonably construed as a "taking" of property. 

Wholly apart from the foregoing, it is clear that drug 

patent owners had no expectation that the "experimental use" excep

tion expressly set forth in Section 202 was not already part of the 

patent law. It was certainly well known to all current patent owners 

at the time they sought patent protection that the term "use" is not 

defined in the patent statute and that certain types of experimental, 

de minimus and other "uses" are not, or may.not be, infringements as 

a matter of judicial interpretation. As previously noted, the Bolar 

decision was the first of its kind and was contrary to the common and 

previously unchallenged practice of testing prior to patent expira

tion in the drug industry which . existed for many decades. No 

comparable legal or economic factors were remotely present in the 

Monsanto case but the Supreme Court nevertheless found that there was 

no "taking" except for the limited period of time when the EPA 

statute guaranteed that trade secrets would be protected. 

In summary, Section 202 does not raise a constitutional 

question because it does not impinge on any vested property right 

and, even if it did, the trespass is so minor that it has no economic 

impact on patent owners. 

ABE/fgl 
7/13/84 
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CONSTITUTIONALITY OF §202 OF PATENT EXTENSION ACT 

1. §202 falls within the Public Purpose Requirement. 

In order to pass constitutional muster, a "taking" of property by 

a governmental entity must be done to further a "public purpose". At an 

elementary level, this has been said to prohibit the government from 

taking the property of A and giving it to B.1 Yet, the fact that a given 

governmental act inures to the benefit of individuals — even identi

fiable persons — does not, of necessity, mean that the act is purely 

private. So long as the legislature's judgment is not "palpably without 

reasonable foundation,"2 the means it chooses to effectuate its judgment 

— even means that could be characterized as a private transfer — will 

not serve to undermine its constitutionality. 

The above was emphatically reaffirmed by a unanimous Supreme Court this 

term in Hawaii Housing Authority v. Midkiff, 52 U.S.L.W. 4673 (U.S. May 30, 

1984). Hidkiff involved the constitutionality under the "public use" 

requirement of a Hawaii law which operated to permit the state government to 

condemn privately owned land in order to transfer fee simple title to 

individual homeowners. The purpose of the law was "to reduce the perceived 

social and economic evils of a land oligopoly traceable to their (Hawaii's) 

monarch's." Jd_. at 4676. The original landowners argued and the court 

1. See, e.g. Hawaii Housing Authority v. Midkiff, 52 U.S.L.W. 4673, 
4674 (U.S. May 30, 1984). See also Calder v. Bull, 3 U.S. (3 Dall.) 
386, 388 (1978); Tribe, American Constitutional Law S9-2 (1978). 

2. Midkiff, 52 U.S.L.W. at 4576 citing United States v. Gettysburg 
Electric P.. Co., 160 U.S. 668, 680 (1896). 
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urn si 
of appeals held that the law was unconstitutional because it effectuated a 

private transfer. Id. at 4674. 

In reversing, the Supreme Court held that the 'public use' require

ment is "... coterminous with the scope of a Sovereign's police powers." 

Id. at 4676. Accordingly, the Court stated that its review role was the 

"extremely narrow one" of determining whether the governmental action is 

"rationally related to a conceivable public purpose ..." Id. (emphasis 

supplied). Further, with regard to the means chosen by Hawaii — the 

private transfer to individual homeowners — the Court stated: 

The mere fact that property taken outright 
by eminent domain is transferred in the 
first instance to private beneficiaries 
does not condemn that taking as having 
only a private purpose. The Court long 
ago rejected any literal requirement 
that condemned property be put into 
use for the general public. "It is not 
essential that the entire comminity, 
nor even any considerable portion ... 
directly enjoy or participate in any 
improvement in order [for it] to 
constitute a public use" ... . "What 
in its immediate aspect [is] only a 
private transaction may be raised 
by its class or character to a public 

affair" The act advances its 
purposes without the State taking 
actual possession of the land. In 
such cases, government does not 
itself have to use property to 
legitimate the taking; it is only 
the taking's purpose, and not its 
mechanics, that roust pass scrutiny 
under the public use clause. 

Id. at 4677 (citations omitted)(emphasis supplied). 

Given Midkiff, any argument that §202 is unconstitutional because it, 

at first, aids drug manufacturers rather than serving a public purpose would 

certainly fail. Sec. 202 not only falls within Congress' plenary authority 

under the Patent Clause but also serves to enhance the public benefits 
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that patent legislation is designed to serve. * 

As has been noted by others, Article 1 $8 of the Constitution grants 

Congress broad authority to regulate patents in order to "promote the 

progress of Science and the Useful Arts." The patent laws effectuate this 

purpose by giving creators a limited exclusive control* for a definitely 

set period of time. In effect, the patent laws expand on the cormion law 

rights of inventors'* by extending exclusive control. The latter scheme 

however was not designed to benefit the patentee but rather to benefit the 

public by (1) providing incentives for inventions; (2) promoting "disclosure 

of inventions to stijnulate further innovation and to permit the public to 

practice the invention once the patent expires"; and (3) "to assure that ideas 

in the public domain remain there for the free use of the public." Aronson v. 

Quick Paint Pencil CO., 440 U.S. 257, 262 (1979). 

If the present law is interpreted to prohibit "use" of patented drugs 

by drug manufacturers for the purpose of preparing an FDA application, the 

result is that the public is illegitimately deprived of the benefits of the 

patented article for at least two years after the expiration date — a result 

contrary to the purposes of the patent laws. Stated otherwise the patent 

holder's "legal monopoly" is illegitimately extended beyond the expiration 

1. E.g. Roche Products, Inc. v. Bolar Pharmaceutical Co., Inc., No. 
84-569 (Fed. Cir. April 23, 1984)(the word use "has never been taken to 
its utmost possible scope." 1Q. at 6.) See also, Deep South Packing 
Co. v. Laitram Corp., 406 U.S. 518 (1972). "... [W]e should not expand 
patent rights by overruling or modifying our prior cases construing 
the patent statutes, unless the argument for expansion of privilege 
is based on more than mere inference from ambiguous statutory language." 
Jd. at 531. 

2. E.g. Raulings v. National Molasses Co., 394 F.2d 645 (9th Cir. 
1968). 
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date — a result not only contrary to Congress' bargain with the patent 

holder but also contrary to "this Nation's historical antipathy to monopoly 

and of repeated congressional efforts to preserve and foster competition." 

Deepsouth Packing Co. v. laitrum Corp., 406 U.S. 518, 530 (1972). 

Section 202 serves to cure the above result — a result caused inadver

tantly by the operation of FDCA — towards the aim of assuring immediate 

public access to creations which are technically in the public domain upon 

the expiration of the patent. The latter is without question a public 

purpose. In fact, the Supreme Court in another.case this term, Ruckelshaus 

v. Monsanto Corp., No. 83-196 (U.S. June 26, 1984), held that a provision of 

FIFRA strikingly similar to $202 was not invalid as effecting a private 

transfer. With regard to a provision permitting EPA to use and potentially 

disclose the trade secrets of some manufacturers to evaluate the applica

tions of others, the Court stated: 

It is true that the roost direct beneficiaries 
of EPA actions under the data-consideration 
provisions of FIFRA will be later applicants 
who will support their applications by 
Monsanto or some other original submitter... . 
This Court, however, has rejected the notion 
that a use is a public use only if property 
is put to use for the general public... . 

So long as the taking has a conceivable 
public character, "the means by which it 
will be attained is ... for Congress to 
determine." ... Congress believed that 
the provisions would eliminate costly 
duplication of research and streamline 
the registration process, making new 
end-use products available to consumers 
more quickly .... Such a procompetitive 
purpose is well within the police power 
of Congress. 

Id. at 25-26 (citations emitted). 
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Tne means chosen by Congress in §202, limited access to experimental quan

tities of a patented drug by other manufacturers for purposes of filing an 

FDA application, cannot under Midkiff and Monsanto serve to transform that 

public purpose to a private one, especially since those manufacturers will 

not be competing for profit in the marketplace until after expiration of the 

patent. 

2. §202 is Not A Compensable Taking of Property 

Not every governmental interference with private property constitutes 

a compensable taking under the Fifth Amendment. Rather, the Supreme Court 

has consistently distinguished nonoompensable "regulation" and compensable 

takings. Although the distinction between regulations and takings involves a 

factual inquiry and is, thus, somewhat unpredictable,1 the mere fact that 

the governmental action causes some diminution in value to the property 

holder will not transform it into a compensable taking. As Mr. Justice 

Holmes stated in Pennsylvania Coal Co. v. Mahon 260 U.S. 393 (1922): 

Government hardly could go in if to some extent 
values incident to property could not be 
diminished without paying for every such change 
in the general law. As long recognized, 
some values are enjoyed under an implied 
limitation and must yield to the police 
power. But obviously the implied limitation 
must have its limits, or the contract and 
due process clauses are gone. One fact 
for consideration is the extent of 
diminution. 

Id. at 413 (emphasis supplied). 

1. E.g. Kaiser Aetna v. United States, 444 U.S. 164, 175 (1979)(no set 
formula exists for determining a "taking"; ad hoc factual inquiry 
conducted to determine what "justice and fairness" requires). 
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Later cases Indicate that even substantial diminution in value and in 

potential economic exploitation will not be deemed a taking short of complete 

destruction of any potential economic use.* Excepting cases involving 

overt permanent physical occupation of property,2 recent decisions show 

that the Court will balance the following factors: (1) the character of the 

governmental action; (2) its economic impact, and (3) its interference with 

reasonable investment backed expectations. Pruneyard Shopping Center v. 

Robbins, 447 U.S. 74, 83 (1980). 

Although some have implied that the exclusivity provisions of the 

patent laws weigh heavily in this inquiry,3 in reality that fact, standing 

alone, is entitled to little weight in the determination of a "taking". 

Certainly it is true that existing law characterizes patents as property and 

extends an undefined right to exclusive control. Yet, exclusivity is an 

attribute of all private property and no one has proffered a persuasive 

reason why patents should be scrutinized nore strictly than other forms of 

property. 

Applying the factors stated above to the impact of §202 on patentees 

clearly indicates that it should not constitute a taking. As stated above, 

1. E.g. Andrus v. Allard, 444 U.S. 51 (1979)(upholding statute prohi
biting most profitable use of property); Penn Central Transp. Co. v. 
New York City, 438 U.S. 104 (1978)(upholding state landmark law); 
Village of Euclid v. Aribler Realty Co., 272 U.S. 365 (1926)(diminution 
by 75% of property not a compensable taking). 

2. E.g. Loretto v. Teleproimpter Manhattan CATV Corp., 458 U.S. 419 
(1982). In Loretto the Court suggested that complete physical takeovers 
will always constitute a taking. Id. at 427. 

3. Statement of Norman Dorsen at 15-16; statement of Henry Paul 
Vonaghan at 8. 
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§202 is an economic action designed to enhance the policies behind the 

extant patent laws, to increase oompetition in the pharmaceutical industry 

and to further the aim of decreasing health care costs to individuals. The 

section in no way results in a physical invasion, permanent deprivation or 

destruction of the patentees property or its conmerical interest in the 

property. The character of the governmental action is a minlscule intrusion 

to further a substantial public benefit in an area of recognized plenary 

congressional authority. 

With regard to the second factor, economic impact, certainly the 

benefit in terms of society at large is clear. Compared to this substantial 

public benefit, the economic impact on patentees is trifling. Sec. 202 does 

not affect a patentee's ability to conraercially exploit its legal monopoly 

during the life of the patent. In terms of dollars and cer s, what §202 does 

prevent is the patentee's ability to maintain its monopoly control for a 

period of two years after expiration of the patent. Certainly, one would be 

hard put to argue that this does not impact the patentee's profits. Yet, 

it does such at a time when patentee has no statutory right to maintain a 

monopoly1 — a time when the patentee is presently able under Roche v. 

Eolar to exploit for gain a product or process which is legitijr&tely in the 

public domain and which Congress has said should be subject to competition. 

The above leads to the factor which has so far been most relied upon by 

1. In fact in other contexts, the Court has held explicitly that 
attempts to "extended" patents beyond their term is contrary to the 
purposes of the patent laws and, hence, forbidden. E.g. Scott Paper 
Co. v. Marcalus Co., 326 U.S. 249 (1964). 
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those objecting to §202: the "reasonable investment backed expectation" of 

the patentee. Basically a reasonable investment backed expectation consti

tutes a substantial benefit which is intended for the property holder. 

E.g. Webb's Fabulous Pharmacies v. Beckwith, 449 U.S. 155, 161 (1980). "A 

'reasonable investment-backed expectation' must be more than a "unilateral 

expectation or an abstract need.'" Monsanto at 17 citing Iji. In terms of 

"benefit" to the patentee, the only affect §202 has is to deprive the 

patentee of a de facto two year extension on its patent. Thus, assuming the 

correctness of Roche v. Bolar, the benefit or "competitive advantage" 

deprived the patentee is one to which, under the law, it is not entitled. 

If this "benefit" did not exist, the only thing lost to the patentee 

under §202 is some vague, ephemeral right to exclusivity with little to no 

economic or commercial value. Thus even if allowing others access to patented 

material for the liniited purpose of filing an NDA constitutes a "use" under 

the present law, its affect, on the total patent rights of the patentee is de 

minimus. "At least where an owner possesses a full 'bundle' of property 

rights, the destruction of one 'strand' of the bundle is not a taking, 

because the aggregate must be viewed in its entirety" Andrus v. Allard, 444 

U.S. 51, 65-66 (1979). Andrus v. Allard is particularly enlightening as a 

comparison to §202. Andrus involved the constitutionality under the Fifth 

Amendment of the Eagle Protection Act and the Migratory Bird Treaty Act, 16 

U.S.C. §§608,703, which flatly prohibited any sale of products made from 

certain wildlife even if the products were manufactured prior to the date 

of the acts. The Supreme Court held this was not a taking despite the 
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fact that the acts and regulations under them denied property <firi"ers the 

roost profitable use." ld_. at 66. The Court noted that the owners could 

s t i l l own and transport the products and thus a total deprivation did not 

exist . Jd_. " . . . [ I ] t i s not clear that appellees will be unable to derive 

economic benefit from the a r t i f a c t s . . . . A t any r a t e , loss of future 

profits — unaccompanied by any physical property restr ict ion — provides a 

slender reed upon which to rest a takings claim. Prediction of profitabi

l i t y is essentially a natter of reasoned speculation that courts are not 

especially competent to perform. Further, perhaps because of i t s very 

uncertainty, the interest in anticipated gains has traditionally been viewed 

as less compelling than other property-related interest ." Jd_. (citation 

emitted).1 

Compared to the diminution in value incurred by the property holders in 

Andrus, that allegedly caused by §202 i s pocket change. During the l i fe of 

the patent, patentees will not be financially or competitively injured by 

§202. The only injury caused by §202 is the speculative anticipated gains 

patentees may receive because of the de facto and illegitimate extension of 

their patents because of regulatory delay. 

Some have argued that the competitive advantage lost to the patentee is 

re la ted in some vague way to the expenses incurred by the patentee in 

research and development costs and regulatory review.2 Yet, certainly 

1. In Andrus, the Court also rejected the appellees argument that the 
Congressional purpose could be achieved by a l ess d r a s t i c rr.ear.s. 
"[E]ven if there were alternative ways to insure against statutory 
evasion, Congress was free to choose the method i t found most effica
cious and convenient."- Jd_. at 58. 

2. E.g. Statement of Norman Dorsen at 17; Staterr^nt of Kenry Faul 
"onaghan a t 7. 
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the former costs factored into the original decision on the 17 year patent 

period as part of the incentive to inventors. Regulatory costs also are 

an insufficient basis on which to find that 5202 interferes with investment 

backed expectations. Such costs constitute "a burden borne to secure 'the 

advantages of living and doing business in a civilized community"1 and are 

not a justification for depriving the public of health care products at 

competitive prices. 

Contrary to the suggestions by others, the Supreme Court's recent 

decision in Ruckelshaus v. Monsanto Co. does not alter the above analysis. 

Monsanto involved the issue of whether EPA use and potential disclosure of 

trade secrets was a taking under the Fifth Amendment. The Court held 

that a taking existed only for the period between October 22, 1972 to 

September 30, 1978 when statutory law explicitly guaranteed confidentiality. 

To the extent that the definition of "use" in 35 U.S.C. 5271 encompasses the 

* 

limited use of patented material provided in §202, a surface analogy can be 

made to the Monsanto holding. Yet, the Court in Afonsanto did not purport to 

change the existing law of "takings", which, as mentioned before, served 

to sustain as a "regulation" a law which deprived property holders even of 

the most profitable use. See Andrus v Allard, 444 U.S. 51 (1979). Rather, 

obviously crucial to the Court's decision was the nature of the property at 

issue. "With respect to a trade secret, the right to exclude others is 

central to the very definition of the property interest. Once the data that 

1. Andrus v. Allard, 444 U.S. 51, 67 (1979) citing Pennsylvania 
Coal Co. v. Mahon, 260 U.S. 393, 422 (1922)(Brandeis, J., dissenting). 
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constitutes a trade, secret is disclosed to others, or others are allowed to 

use that data, the holder of the trade secret has lost his property interest 

in the data." Id .—at 23. In .ef-fecf., the governmental action in Monsanto 

resulted in a total deprivation of the attributes of the property at issue. 

In contrast, ra.the extent that/4202 interferes with any property interest, 

it deprives a patentee-exclusive control over a portion of its property with 

little if any legitimate economic value. 

The Court in Monsanto also stated the existence of reasonable invest

ment backed expectations should be determined as of the time the property 

holder knew the extent of his right to exclusive control. Jd_. at 19, 25 

nl7. Thus, with regard to the fact that the 1975 amendments to FIFRA which 

retroactively mandated nondisclosure of trade secrets to 1970, the Court 

stated that "the relevant consideration for our purposes is the nature of 

the expectations of the submitter at the time the data was submitted [to 

EPA). ld_. at 25nl7. Kith regard to noncomrercial use of patent information 

for applications to the FDA, patentees were not aware of this element of 

their exclusive control until the April 25, 1984 decision in the admitted 

test case of Roche v. Bolar. Although the court in Roche held that use for 

applications was "use" under §271 of the patent statute, it is undoubtedly 

true that Congress did not contemplate such a definition of "use" in 

1952 'when it enacted the patent law. As the Supreme Court has stated, "use" 

under 35 U.S.C. §271 .means the "right to be free from competition in the 

practice of the invention", Liercoid Corp. v. .'.iid Continent Investment Co., 

200 U.S. 661, 665 (1944), which clearly implies commercial use for profit. 
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As stated above, §202 does not interfere with the latter. Until Roche, in 

fact, it was industry practice to use patented information for applications 

to the FDA. E.g. Wall Street Journal (cite)(FDA approval of Cort drug still 

on patent). The problem of substantial delay in getting FDA approval did 

not really occur until the Drug Amendments of 1962. See e.g. Roche at 12. 

Nothing in that law dealt with its effects on patentees. Pertinently, the 

court in Roche admitted that its interpretation of "use" was subject to 

revision by Congress, lti. at 15-16.1 

1. Professor Dorsen has argued that 5202 is constitutionally invalid 
because there exists no "average reciprocity of advantage". It is true 
that in certain cases the Supreme Court has considered, as part of the 
total factual history before it, that a given statute contains some 
sort of reciprocal advantage. However, the Court has never elevated 
such to one of the factors, listed above, for analysis in takings 
cases; nor has the Court even intimated that such a fact is in any way 
determinative of a takings issue. To argue that the lack of such 
reciprocity forecloses the constitutionality of a given enactment is an 
interesting theory more suitable for a law review article than a 
discussion of the extant legal doctrine of the Fifth Amendment. In 
addition, those drug patentees who have under existing patent a truly 
innovative product or process — rather than a product or process 
which received a patent because of minor alterations or combinations — 
derive the advantage under H.R. 3605 of a 5 year extension on their 
terra to make up for regulatory delay. Finally, assuming Professor 
Dorsen's argument is in anyway viable, to say that patentees are 
somehow entitled to a reciprocal advantage for a provision that causes 
them absolutely no legitimate economic or commercial disadvantage 
would be, as they say in law school, to exalt form over substance. 

o 




