| cm'P&Q“ TATION OF NORMAN DORSEN c
CONCERNING TEE CONSTITUTTONAL ISSUES RAISED BY .
CTION 202 OF TEE PATENT EXTENSION PROV;SIONS QF
R H Rn 3605 -
My,ﬁaﬁe is Na#zén_ﬁd:sen. i;hévelheen-cnlthe
*acul y of New fcrk'Unive:sity School éf.Law“sincé
'1961j-and have taught codxseé in Céﬁsﬁiﬁ#tionél Law,
_Antitzust.Lawﬁ‘mha Legal Proces and Lec;slatlonf'amang.

_ eﬁheﬁs. iI'am‘éurrenh ly - F:eaeslck ané Crace Stckes
‘Profasséf.cf Zaw.. Since 1986 I have a1so taught reguf'f
léﬁly as a v;sx ting P”cfesscr at ‘Barvard Law 5chool

I havé wwht cern sevar;T hooks ané law review artlcles,

ané hava often test ified bchra Longress on constitu-

."-*cna1 lssue i se*vea as Presmdewt or tne SOC+euy

of Amarlcan Law Teache*s Gurinhg 1972 and 1973.. .

- From 1926 to 1977-1 was‘Chainman of the Depaftment
'ﬁf'Health,TEéucatiou, and Walharﬂ‘s Revlew 3anel cn New
Drug Regulation. Undaw my alrectlon the ﬁanel proqucem

five vclumas-oﬁ'studies on the ahuq raculatlon process.

. Since 7977 I have puzlwshaa arhlc;es on the regu’atcry

Hi

rocass in the Annals of Internal Mediclna and ths FYood..
Drug Cosmetic Law Jouzrnal.

T wag asked by represen tatives of a coa li ion
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o cetermi e if the bi ll presemts any serious ccenstitu-

~tiom al P”Ob13m5°' In my judgﬁeﬂua'cons tutlona? E’cblems

do ex;sb and they are substantlale.=

W;bh the consent of tha Cmmmﬁtte,, I wcu1d l;ke
‘to subm*t a statement for the reco”d that fu?ly expzesses
the reasons for this ccnclus;en._ In_th;s cral pveseﬁtaw"

tion, T shall outline the essential alaﬂaq ts Qf the,

analysis.

'ﬂl.'_‘t'is ﬁndispﬁted'thét.ﬁéﬁeﬁt grénté are-praperty :
rightslprotecteé by the Fifth Amanément-télthe Constiﬁuticn;'
*tle 35, U S C. § 261 sbatasmli“patants shall have the
attr ibutes or pe*soﬁal prcnerty, _Suprame.cGurh rullngs
namblauously azfxrﬁ this prcnex s righﬁ;'
| 2. Tﬁa rxght of exc7u51ve use is aﬁ intagral
compcnént of the pabeﬁt grant and the p*caerty rlght.
With parti cular pevt*neﬂce to thp probler b fore us,
the Couxt cg.Appealsnagruﬁpe :eqeral Circuit; in the :
.recent Eolér.decisioﬁplhas aénﬁixmed that prote sction

of this right'is necessary for the

s

nnovator pr ope iy

the fruits of—hié'c:eatlve labor.
3. 'Section 202 of the prcposeé statute wou1
abrogzte the Ti ight *ecoc““zeé ln the Belax éecisicn

by making it " lawsul ”oh an infringer to make and to



 aell;_as uel*.as to Lse, the patented subsbance durlng 

_the pex od of tha patent craqt lF done for tne pu*gose
 of secu*;ng anwrcval from the FDA,-
4.‘ Sect;cn 202 ra;ses & bas;c lsSLe unae* the’
;Tak;ngs C?ause of the El th Amancmeﬂto-'mhls nrcvi51cn';
*eéuixes the government, ‘when it accugres.nrﬁvate proﬂerty 
‘for publ;c purwoses, to way ”3ush ccmgensat;on fa* all
'.taklngs._ This prcvzszgn was des;gﬁeq,_in the‘wor&s of ﬁhe'.
'_sﬁmpama courtf'“tﬁ bar Government ﬁrom.foréi;g gdma ?eaplé
~alone to bear ‘public burdens which, in.ali.fai:néss'and

Ejust;ce, should be borne by;the public as a whole.

- 2rmstrong v. U. S., 364 U.S. 40, 49 (1960).

5.-=This'nolicy“has particular force in the realm

‘o& ahant c*anbs.,'The Constitut;cn plainl .States that
P

'_;ha naten sysham is: EOLnaed on hhe publlc Ollcy."to

'promcta hhe prog*ess o& Sc&ence ané usa:u‘ Arts. LT

© ® -

‘The syst zem has been a great success; it has nade a major

contzzbu ion to the countrv“s'technolocical preeminence.

he relia nee wh*ch has bean pTacec on OL_ patant ?stam

=4

,by,inventors and by those who unde:w ite “esearcn and

elopment shouléd not be Cnilleé'by retrcact lvely

i-h

stripping away existing rights.
6. Apart from the patent arez, hne Su“*ame Couxt

has recocnized that the right to exclude‘otne:s frem the




.

use of & nossess;cn 15 the tauchshone QL prxvata propexty,‘

Jastlce B”andels whobe tha*‘"[a]n essenbxgl alementxoa_

v-indivzaual prcperuy ;s tne legal rxghtﬁto excludq others

from e joylng Lt._' International News Service v. ASso~
ool

ciated Press, 248 U.S. 215, 250 (1918) (dissenting

opinicn) . Recently, in Kaiser-Aetna w. U. S., 444 U.§5.

164 (1979} , the Court ruled that thé-fe&eral ggvernment
could not recu;ra a prlvately devel@ned end operated
marina tc apen 1tsalf o tha use of the céneral public

wathcut the paynen* of just COﬂpensatlcn,

7. SQthcn 202 seaks to accomp’;sb w;tb pharmaw

ceutidal'pa ants preCLselv the result nron;b; ed by hhe-

Supraﬁe“Court ln Kawse*—Aetna with respec* to t&a mq ina.

t seeks to interhe“e w;th a Daten* ncl&ev's rﬂgh

exclus;ve use in a manner whlcn the Co hop ol o Anueals-f

for the :ederal Clwcult - tha smec*al;zea annellate

court with gxcluslva 3uzlsdictlon-ove: patant appeals

== characterized as worthy of sumshanti 1 monetary -

damages. Bolar, slip opinion at 9, 11.

- 7

8. Section 202 is'alSQ vulnerable'uﬁ&er'aflongv
line of cases that recacﬂlze that taxnugs can_cccur
when government *ecu’at;on preven s an owre* Zxrom us

[

his property ~-- even though the governme *'does not



mhvsmcal‘v occuny tha §rope y or trans;er it sﬂ a thl*&
person. " The reason is that demvsvahlon of use aeFeats

an owne*’s reasonable lnveshment«hased expectab_cns.

E.G., ﬁennsvlvanla Cozl Co. Vo Mahon, 260 U.S. 393'

(1922) (statute which regulated subsu:&ace m&n*ng in a

_way thah ef:ect;vely depzlvea the owner of a coal"

cdecoszt of tha right %o mine was a_ aklnc")

SNV The "taki ﬂg“ contemn#hteq by Section 202 is

.even more ofrensxve than the ”tak;ng condemned 1n the

Kaiser-ketna casa. The*e, the gnve*rment scuch* =L
£o glva the cenexaT publﬂc an e=semﬂnt in a prlvaue

marina. _Here,_the transfer is a:om,a buszness to its

'COﬂ“e itsr. This "free rider" prdvisicn un&erscores

the facﬁ that.the:equities_éll Tun aqalns tﬁe propés.d |
Section 2Q2.' Wé:must ﬁdtlﬁcrget that the comﬁanv haldlng
the patent funded the ?rq&uct‘s resaar:h and development
an&'incuﬁrec the costs associated W1hh ln*ormwng the
:_madiéal_p Of.SSlOﬁ and cenara‘ mubllc of its va lue and
wse.

'10. The policé P¢ﬁar_eiception'bf the Fift
'_&meﬁdmenﬁ's Ta;ing Clause is deaigned.t0 pro£ect the

an

public heal H morals and safety. It i

n
!';1
[
o
'
}—ﬂ
-
0
U
U‘
I—l
1]

-

to 'Section 202. Policas power cases all invelve prepersy
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community. & patent is neither a nuisance or a dangex,
Indeed, the Constitution itself xecogmizas that it is

econom;cally ces;*ahle and socially usef ful.

.11, Wor is Sect;cn 202 analagous tc certaln

_ zonlqa or &;nances mnzch have not been ccnslceved taklngs

because they prov;qe an "averags rec;p*cc ity of aavantagee“

“Mahcn, supza at 4150 Thara'aﬁa £wo réasansqfoﬁ.this con=
“clusion. FirSt, this rathe r.-oulous cechn ine has heves
_been acmlvaé, as far as I know, tc dLﬂLnLSh the rlghts |
'_oF pateqts - whmc& after all are un;cuely subjec to;_

constltutionaﬁ protecblon. .Second, the roposad 1e ig~

la xon daes no* grant “ave”aae reciprocit vy of advantagé,"
Dn tne ccntrary, a subshant*al lmbhlanmaﬂs present in’this

blll betwaen hhe patenb extans;cn Drcv*s*on in Sectzon 201

o andg Sectvon 202, wn;cn presents mne const;tut*cndl prohlam.

a

Wwith minor exceptlons, Section 201 extencs_patent life-on1y

for patents that wili come int@'being atter enactment of

bill (thus, most ex;sh_ng p““ents would nob aualify for

A e———

extensian)u - On the other hand, Sac be 202 woula appl

retros?eﬁtz l to ceprive everv na;ennea of h;s exclusmve.

rlcnt to use,.:In other wcrds, hha economlc benefit s c“

pahenb extens;on are sueculatlve and not eveqlv sﬁarea,.

wn;le ;he‘negahlve_econcm;c img act-oﬁ he p&cna*ty r~c4 ts
[ I '

of patentees £rom Section.zﬂz is ce*taln anc unlversal.-

12. Although retroactive laws are noct invarizbhly -
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slaticn has been a well

of constituticnal problems because, &s one authority has




. defeated."”

"one of the fundamental considerations
of fairness recognized in every legzl
system is that settled expectations
honestly arrived at with respect to.
substantial interests ought not be
Sutherland's Statutes

‘and Statutorv Construction § 41 02

(4th ea, 1912)

'Retroactive 1ecislaticn in the ﬁateht'area presents an

especiall y cTear case of LnFaL:ﬂess bacau=e the govern-

rent is
owners
patent

pélicy

inherent

ditionally been care_ul to leg*sLata prcspﬂc*xvely.

‘2 party to the pauanh grantJ In acdxtlon, pabent

hava’always'relied on the express terms of the'

statute and on constitut lanally g*cundea Duhllc

when they a;sclosa the;: inventlons.

13.  To avcld the const tu ;onal d;fflcultles

c patant.rlghts; tha Paten* Act o: 1952 pbovzces

it has llm;bec bhe e?fec cf'new s;atubes on

in-retroactive legislatlon, Ccngress has tr-w;

that Yany rich+ts or liabilities now etis in g undex sucﬁ

[repealed] section or parts tha”eef shalT not be

by this

its apn

"enaczme
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ected

repeal.“_ Act of Ju,y 1s, 1952 S a, 66 Stat.
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llcat”aq,

nt, bhe " ing” problem wale be a"OLdec entirely

The rights cf property irvolved here are ‘substan

ih

. ..n .n o l';l -a- - - _;-
#he constituticnal infirmities significant.

nly ng onTY to paueuus issued af
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. If Section 202 were ne*alv prospect lve'i
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