
ownerShip ~hich the Government may have under any other

statute to !ny inventions made by a collaboratinq par~y

"(0) to the extent consistent with any applicable

·"(Cl waive, in whole or in part, any riqht of

'::"le

formeror

:.mderparty

employeesperm i t

or employ.. of a collaboratinq

aqency requirements,

5 arranqement; and

6

7

··i,.

8 employees of the laboratory to participate in efforts to

9 commercialize inventions they made while in the service

10 of the United States.

"(b) OEFISITION.-- As used in t~is section, the term--

record

development

one or more

.~

•

allof"(3) Each agency shall maintain a

" (1) tcoopera t i ve research and

~~~41. .~l'lt means any aqreementbetween'

agreements entered into under this section.

11

12

13

14

15

16 Federal laboratories and. one or more non-Federal parties

17 under which the jovernment provides personnel, services,

18 :aci1ities, equipment, ~r other resources (but not funds

19 to non-Federal par~Les) and the non-Federal parties

20 prOVide funds, gersonne1, services, facilities,

21 equipment, or other resources toward the conduct of

• f l .26

22 Specified research or development efforts which are

23 consi..t wi th t;,e !'tit> SliJN~ 0 f the aqency, except

24 ~such tel:l\l- do~s tf;.j- Jflfci4~ a procurement contract

25 ('I' cooperative aqreeltP-M- qf fAose ter:ns· are used in

17 rv"(;C ;f"J= .
Ii ,l(:11-~~.;hCf(iJt:.

. /2 .r( 4!~c,/lrl
ef7- r «c

.. q/l.ft;""f~~e4'lf/-j' <fM
\:>,~----.



development-arrangements (subj~ct to su~h regu13tions or

review proce4ures as the agency considers appropriate)

with oth2r rederal agencies, units of State - or local

( incl ud ingorganizations

enter into cooper3tive research and

industrial

to,\ (A:

government,

corporations, partnerships and limited partnerships),

7 public and,private foundations, non-profit organizations

8 (including universities), or other persons (including

9 licensees of inventions owned by the Federal agency):

10 and

11 " (9) to negotiate licensing agreements under

12 section 207 of tit~e 35, ~~ited St3tes Code, or other

13 authorities for ~overnment-owned inventions made at the •

14 laboratory and other inventions of Federal employees

15 that ~ay be voluntarily assigned to the Government.

16 " ( 2 ) "Jnder arrange~ents entered into pursuant to

17 paragraph (1), a Labo r a ec r v :nay--

~3 "(.'.) accept f:.lnds. s e rv i ces , and ?roperty from

19 collaborating parties and ?rovide serVices and ?roperty

20 to collaborating parties:

21

22

23

".(9) grant or agree 'S9 ,grant ~i advance to a
@I( C'{ /(1/ 0 I-

collaborating party ~atent~ lic~J(S. Zassignments, or

optio., thereto, /11 QUVt invention~ade by a :edenl

24

25

employe. under the ~n~N}~~nt.

the Federal agenc t ~QNFIJe~~ apprO?rl

such rights as

«« (,%//14/0'');
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Page 37b ~

It is my understanding that patent search files within'the U.S, Patent
and Trademark Office (PTO) are critically inadequate·because of poor
subject matter classification and low integrity as to content completeness.
Please size this situation for me by answering the follavring questions as
completely as you can:

HOlJ importan't is the search file to merdbere of the publ-ic 1;rtat need 1;0 make
patent related eearchee?

Critically important - decisions on whether or not to j~vest in innovations
or not are made based on its contents.

What is the pot.enirial; legal effec:t of either the public or a patent eaaminer .
relying on a eeax-oh. file tbhez-e documeniie ar-e missing?

Invalid pat.ents .can .be granted;, frequency of litigation can increase and
malpractive suits can result.

Does the faat that the files =e missing signific:ant numbere of documeniie ,
have a negative impaat upon u.s. industrial innovation?

Yes. The practi.cal result of missing documents is a loss of confidence in
the validity of patents "dth a consequent reduction Ln the effecti\Teuess of
the patent system in enhancing Lnnovatidon.,

Is anythirt{{ cUJ:'l'entz.y being done to inrpl'O've the integrUy oj' the fiZes?

Yes. The practical efforts in this area are directed towards a limited pro
gram to check and co=ect the integrity of some of the most active areas in
the Office's U.S. patent search files and to placing security labels on all
newly issuing patents in their original and cross-referenced 10cations in the
Public Search Room file. ;Much"more needs to be done by way of improving in
tegrity. Other alternatives stich as microform files are also cootinua1ly being
explored to insure that the PTa has the most efficient and effective search
file system.

H01.J Often is each subelase fiZe checked: 1;0 see 'if any documentie =e missing?

Under our present program only the more active subclasses (less thari 5% of
all the files annually) are being "checked _while some of the less active areas
of the search file may never be checked. If every subclass were checked in
order, it would take about 20 years to review the entire search file under the
present search file integrity program. Due to lack of funds, no integrity check
is presently made of the foreign patents in the search file. In fact, nO in
ventory of the contents of the foreign patent search file exists.
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Are the resourees adequate?

No they are not adequate to maintain the search file at an acceptable level of
integrity.

In yOU!' opinion are neLl progrcons 01' resources necessary to upgrade the patent
files uJithin a reasonable period of time?

Yes.

What ftouling and headaounts-reeoux-ces beqond- that aoai.l.abl.e to you now at tihe
current: budget Level: LJOUld you need 1;0 COITeet the patent files liJit;hin a
reasonable period of time?

To do this we would need approximately $5.5 million with about 150 additional
staff years. This excludes approximately $2 million needed to initia.te the
development of a fnl! text computer assisted search system.

I understand that the security system in the PTO Public Search Room was in
stalled to safeguard against integrity degradation of the patent search
files.

Pl.ease evaluate the sec:u:rity syst;em?

The security system has had a salutary effect on t:he public search file. It
has reduced the incidence of inadvertent removal of documents by the public,
and in those cases involving intentional pilferage, it has established a basis
for revoking the search privileges of numerous violators. 0

Although the public has generally responded to the securLty system in a highly
supportive manner. the potential for abuse will always be present. Since only
a small portion of the file has been brought under the system, the full impact
of the system cannot be measured.

What on-going costs are incurred through its operation?

The annual cost of operating the complete security system, including guard
service. sensing equipment. security labels and labor charges, has averaged
approximately $145,000.

Can it be improved upon and. if so. at what Leuel: of funding and uJith what;
expected reeul.ier .

Yes. A short range solution to the security of the existing search file
would be to accelerate the process of affixing security labels to all patent
documents that comprise the public search file. Presently only 20% of this
file is protected by the security system. At the current rate less than
22~.OOO patent documents can be brought under the. security system each year.
Further degradation of the search file would undoubtedly occur during that: time.
The entire file could. however. be protected during fiscal year 1980 at a fund
ing level of approximately $1.5 million.
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A long range and more effective solution is dependent upon microform technology.
Although several alternatives are being studied, the present state-of-the-art
is such that no immediate application suitable to our requirements is likely
to be found during the next several years. The microform approach has enor
mOus potential for achieving absolute integrity of the contents of our total
search file and, accordingly, will continue to be pursued.

Sou> uoul-d you prioritize tihe need to oomreet: pa-tent eearcli fiZes as compared.
1;0 tihe need tio reatify o-ther PTa probl-em areaer

High - at or near the top of our list of priorities.

The Patent Cooperation Treaty

The U.S. is now a participating member of the recently formed Patent Coopera
tion Treaty (PCT).

What impaa-t if any do inadequate u.s. patent eearch. fiZes have upon -th.e etiand-
a:rdof effort by -the U.S. in the PCT? . ..

Adverse. Inadequate search files may result in an inability to meet minimum
documentation and search requirements under the Patent Cooperation Treaty
(PCT) and will reduce the usefulness of the PCT to users and patent. offices.

W'na-t monies~ direct and indireet~ of iihe current: PTa budqet: do you atitx-ibute
1;0 participation in the peT?

$1.084 million will be spent in :FY 1980 for performance of funct:ions under
the Patent Cooperation Treaty based on estimated receipts of 6600 Treaty
applicat:ions.

What amount has tihe PTOappropria-tions been -inereased due 1;0 u.s. paI'1;ici-
pation in the PCT? 0

Zero.

Prov-ide any other infoIW«:zticm. tha-t you -think ioould be heZpTuZ'in rrry better,
understanding PTa r-elated probl-ems that aI'e negativeZy impacted by inadequate
funding and headaoun-t resources. In providing such information, specify in
detaiZ the resouraes needed to meet a stated objective to be reached by way
of a speaified plan of action.

The Patent and Trademark Off:ice budget needs relate to four goals (and
problem) areas.

(1) The issuance of qual:ity patents that will instill confidence in their
validity by the patentee, the :investor, the courts, etc., so that the subject
of the patent will be developed and commercialized where warranted (con.fidence
in the validity of patents is declining).

(2) The prompt issuance of patents (within an average of 18 months of filing)
to speed the development of the technology and enable others to build upon it,
(pendency is 20 months and rising at the rate of 2 months/year) and;
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(3) adequate dis~emination of new technology to users (dissemination is
presently limit~d and of limited effectiveness).

(4) The prompt issuance of trademark registrations (within an average of 13
months of filing) to stimulate industrial innovation and facilitate the marketing
of products and services (pendency is over 17 months and is projected to double
by the end of FY ·1980; applications filed increased 50% over the 3 year period
1975 to 1978 and are continuing to increase at the rate of 9% per year).

An additional $14,267,000 would be required in Fiscal 1980 in order to properly
(1) upgrade the quality of patent examining to an adequate level ($5,575,000)
(2) achieve in a reasonable period of time an average application pendency of
about 18 months ($5,498,000), (3) provide for a more effective dissemination
of patented technology ($1,825,000) and (4) achieve trademark pendency of 13
months over a reasonable period of time ($1,369,000). This estimate reflects
a first year start-up of a long range program designed to meet the above stated
objectives over a period of years, particularly in the case of achievi~g av
erage patent application pendency of about 18 months. Funding in addition to
the first year start-up costs identified above will be required in subsequent
years. It is assumed that patent application receipts wcuLd rise slightly

. each year and that trademark application receipts would continue to increase·
at a conservative 7% rate.

The Patent Examining Corps

It is my understanding that the number of patent examiners has been decreasdng
for the past four years.

Why is it; being done?

The number of patent examiners has been decreasing because of budgeta~-y con
straints.

This year~ the time a pa-tent appUaation pends wiZl increase by several
months. WiZZ the number of patent examiners decrease again this year?
If eo; why?

The number of examiners ...-.ill decrease again in IT 1980, due to the in
ability of the PTa to pay for any replacements for normal examiner at
trition.

Your statement says the goal of the Patent and Trademark 0ffiae is to al.loe
patent app'ldoat-ione to pend only 18 months. You are not meeting toot goal.
HOU) many examiners are needed to meet the 78 month goal? HOU) much addi
tional funding iooul.d be required? HOU) much. UJOuZd it coet: in this »eqax-d
to stabilize pendency time at 20 months?

We would have to hire about 180 examiners in both fiscal years 1980 and 1981
and hire slightly more·than we have through attrition in each year thereafter
and (2) provide for a full overtime program in IT 1980 and 1981 to keep pend
ency from rising any further and by FY 1982 begin to reduce average pendency
to about 18 months by 1987. As pointed out in response to another question
above, the first year cost of a program to stabilize and later begin to re
duce pendency would be about $5.5 million and another $3.1 million the follow
ing year. The budget incerease is spread over two years because the Patent
and Trademark Office would be unable to assimilate all of the increase within
one year.

!.
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When and How to File Patent Applications
on University Discoveries

- Considerations That Apply

1) conception (prior to or in the course of a research project)

2) documentation of the invention

a) laboratory notebooks - witnesses

b) invention disclosure forms - witnesses

c) reports to sponsor, etc.

3) reduction to practice

a) actual

b} constructive

4) novelty search

a) literature and open market

b) patent art

5) evaluation of invention in view of prior art. (realistic

appraisal)

a) potential market

b) commercial interest

6) what is to be licensed, sold, or leased - claims to cover

a) product

b) process

c) royalty base

d) royalty rate

7) decision to file -- on what and when

a) product

b) process or method

c) product-by-process, etc.

'~'c/'-~
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PATENT PROGRAMS
BERNARD M. KOSLOSKI
ASSOCIATE --~.
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(212) 986-6622

June 1, 1976
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Mr. Norman J. Latker
Chief - Patent Branch
National Institutes of Health
Room SA-03 Westwood Building
Bethesda, Maryland 20014

Dear Mr. Latker:

Enclosed are two copies of the Proposal for our

meeting on Thurs~ay.

Sincerely yours,

/;~ -,
/~

B.M. Kosloski

BMK:emc

Enclosures

A FOUNDATION FOR THE ADVANCEMENT OF SCIENCE
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(From RESEARCH CORPORATION report for 1976)
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of basic research in colleges and universities. But not widely recognized
is the need for financial support if such basic research is to be accom
plished.

Because our own resources are limited, and because we are so firmly
convinced of technologically-based industry's dependence on, and
hence obligation to, basic research done in university laboratories,
Research Corporation is engaged in a major program to enlist such
industrial firms in a cooperative effort of financial support for academic
basic research. By this program, a company can take advantage of the
experience, effort and procedures of the foundation in searching out,
identifying and supporting basic academic research, without added
overhead. Within the year since the program's inauguration, one private
foundation and four companies have joined such cooperative programs,
and several more are actively considering participation. Opportunities
are also being offered to individual donors concerned.aboutthe present
state of funding for basic research, and to other foundations which may
want to join in supporting fundamental scientific research.

16

Aiding the Transfer of Technology
Complementing its support of basic research in colleges and universities
through its Grants Program, the Patent Program-the other activity in
the dual role of Research Corporation-expedites and implements the
practical application of such basic research for the public benefit by
means of the patent system. It was Frederick Gardner Cottrell's aware
ness of the value of this technology transfer from university laboratory
to commercial production that led him to the establishment of this
foundation, and fathered our present program of contributed services
to nonprofit educational and scientific institutions in evaluating inven

tions, prosecuting patent applications and licensing patents to industry.
The demonstration by Research Corporation of the value of such tech
nology transfer has led to the establishment of similar programs by
other organizations and agencies both here and abroad. The wide range

"f.""" '~":>'~"
-,cot, -'-'''t;''~



Nominating Committee Announces Candidates

Foundation Publishes Book on Multinationals
I

I
l:,
I
I.

Placement

Opportunities
Jobs anyone? The services of the

Placement Committee of LES U.S.A.
are available to 'applicants looking
for positions in. the licensing field.
Please send 'your resume (five
copies preferably) to the Chairman
of the Placement Committee:

John L. Sniado .
Director,
Patents and Licensing
KennecottCopper

Corporation'
161 Eas(42nd Street '
New York, New York 10017

',"'Companies'orfirms looking for
licensing personnel are invited to
send their. requirements 'in con-

. fidence to the Chairman of the
Placement Committee at the'above
address. The Placement Committee
matches the resumes received with
the requirements of the various
available openings. Resumes that
appear to meet the requirements of
any available,openings are then for
warded for consideration.

Board Status
10 Current members

2 Hold-over
6 New Members

.18

SWest
1 Canada

18

Respectfully submitted,
NOMINATINGCOMMIITEE

.. We are confident that our proposed
slate. of officers, and particularly Niels
Reimers, as President-Elect, will provide
outstanding leadership for the Society. At
the same time, there are a large number of
active and dedicated members who were
not nominated simply because we could
select only one candidate for each office.
This reservoir of talent bodes well for the
future strength of the Society.

Norman A. Jacobs, Chairman
Homer O. Blair
Marcus B. Finnegan
Robert W. Whipple
Leonard B. Mackey (Ex-Officio)

Employment
12 Corporate

4 Private Law
2 University

18

a

The Case for the Multinational Cor'
poration is a significant contribution to
present literature on MNCs and is a must
for. the international businessman at
tempting to understand and respond to in
ternational public affairs. and . planning
challenges. .

Copies .ot. the 229-page book are
available. to the _business community for
$4.95. Orders with accompanying checks
payable to the National Chamber Foun
dation should be sent to the National
Chamber Foundation, 1615 H Street, N.W.,
Washington, D.C. 20062.

William F. Pinsak - American Motors
Corp.

Peter F. Casella - Hooker Chemicals &
Plastics Corp.

The National Chamber Foundation, an
economic research foundation, has an
nounced the publication of a new book,
The Case for the Multinational Corporation:
Six Scholarly Views.

Edited by former National Chamber
Chief Economist Carl H. Madden, the book
contains papers and discussions from the
Foundation-sponsored National Con
ference on MultinationalCorporations.

It includes original studies by six well
known authorities on. international
business-Robert Hawkins,Thomas Horst,
Raymond Vernon, Louis •.•:Wells, Fred
Weston, and Richard Cooper, the newly'
designated Undersecretary of State for
Economic Affairs. It also features remarks
by Lee Morgan, president and Chief
operating officer, CaterpillarTractor Co.

The book objectively reviews criticisms
leveled against MNCs and identifies paten'
tial areas of change. Topics addressed ln-.
elude: Economic effects of multinationals
in the U.S.and abroad: their market power;
treatment of MNCs under U.S. tax policy,
and their influence on developing country
economies andsocieties.

I am pleased to submit the following
report of the NominatingCommittee of LES
U.S.A.

We propose to nominate the following
slate of candidates to be elected as Of
ficers and Trustees of LES (U.S.A.), Inc. at. TRUSTEES-AT-LARGE. (TWO-YEAR
the Annual Meeting 0' the Society in Palm TERM)
Beach Florida on October 9-13 1977. All PhilipJ. Sperber-Cavitron Corp.
of the' candidates have' been n~lified -and DavidE. Dougherty - CarborundumCo.
have indicated !th~ir availability and will· Robert E. Bayes - Shell Development
Ingness to serve if elected. Co.

PRESIDENT: Leonard B. Mackey - lIT Cyrus S. Nownejad - Oil Shale Corp.
Corp. With regard to the one-year Trustees,

PRESIDENT-ELECT: Niels .J. Reimers Roger Ditzel and Corwin Horton will be
- Stanford University completing the second year of their two-

PAST-PRESIDENT: William. Poms - year term, and they are therefore included
Poms,Smith,Lande & Glenny. above only to provide a complete listing of

SECRETARY: TdmArnold ..,...;.. Arnold, Trustees. Bill Pinsak and Pete Casella are
White & Durkee .. :.... ,... . being nominated to fill the remaining terms

TREASURER: William Marshall Lee - of Harry Donkers and Bob Johnson. who
Lee & Smith are being nominated as regional vice-

V.P. EASTERN REGION: David J. presidents. .
Mugford - Bristol-Myers Co.· Again this year the Nominating Oorn-

V.P. CENTRAL REGION: Robert H. mittee was able to select its slate of of-
Johnson - EltraCorp. ficers from a substantiai number of well-

V.P. WESTERN REGION: Harry C. qualified and capable members.We have
Donkers - Avery Products Corp. attempted to provide balanced represen-

V.P. CANADA: William S. Campbell - tation on the board on both a geographical
Consumer GlassCo. Ltd. and employment basis. To insure a con-

V.P.INTERNATIONAL: Gerard J. tinuing flow of new ideas our nominations
Weiser - Weiser, Stapler & Spivak provide for a one-third turnover of the
TRUSTEES-AT·LARGE (ONE-YEAR Board for this year. The statistics are as
TERM) follows:

Roger G. Ditzel-Iowa State University Geographical
Corwin R. Horton - Crown Zellerbach 6 East

Corp. 6 Central

~
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The investigator stated thathq,equate screening and
testing had not been received on 21 compounds syn~

thesized by him during the period 1963 to 1966 and

"•
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: "Grfntee inv~sti~ators .may '.:iso",:::>btain screening and
,,";', ': "testing! ~ervices from academic colleagues in other heal th-

'Telatedldisciplines, such as pharmacolo::;y and physiology.
I ,Howevert 10 of the Lrrves t i.ga t.ors contacted told us that
, these srrvices were limited in scope and that there were de-, '
jlays in receiving the results; l.imitations result from the
'" fact t.ha t their testing needs do not al.vay s correspond to .

. the ind~pcndent research programs of their colleagues. He
also haVe been infonned that academic testing services do

.:"not profide the screening and tes ting necessary to develop
promisrg co~pounds bec:-u:e tl:eir emphas i.s is on scientific
:kno'yle~lge and not on u t.L'l.Lza t.Lon ,

, .. ",.1 1 f' d t' ~amp es 0 lnn equ,a e
sdreenin~ and tes~i~gse~vices

',.. ,~e Fo'lLowLng examp'Les illustrate some of the adverse
"effect~ upon the medicinal chewistry research progra'11 brought
<about lty the lack of appropriate screening and testing se:::--

, ----:-. ,vices 0 :for the compounds prepared by tl-le research investiga-
°ctors 0 I . .. . I ' .

.l.J An experienced investigator credited "lith the dis
'Ii covery of at least two drugs received a grant
, mnounting to about $123,000 during the period 1954I to 1964 from the National Heart Institute for the

I
i.. study. of hypo tens ive compounds. During the initial
: period of t.he g'rarrt , at least one highly active
J cl inical drug resulted from this research. 0

··1 Six pharmaceutical compan Les expressed interest in
i testing compounds for tl,e irivestig~tor, and a work-

I
~ ing relationship was established W.ith one of these
, companies that promised to provide biological test-

, 'f ing to the point of clinical investigation. The
i investigator inform~d us that, subsequent to adop-

i. tion of t~e 1962 ~atent a~reement, the company

I
withdrew ~ts test~ng serv~ces and that generally
nil companies now decline to test compounds pre-I pared with Federal support. "
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~IO.\'ing to the difficulty of obtaining
":,,, ,screening of compounds obtained under a

""grant from the National .Lns t.Ltute s of
,'Real th, no data are ava i.Lab'l.e pertaining

..1:0 the poss ible antihypertensive activi1.7
,"" ,'''':,0£ the amino acid.",.... .

"

":'The investigator told us that, because he cou'l d ir..
~~btain proper screening for his compoLk,ds, he de
::~ided not to request a r-enewal, 6f his heart r e s e r
';grant•

.•..

':1'wo "eeks after the investigator submitted his! E
-compounds to the Center for tes ting, he was no. t'"
by the Center t.hut, due to reductions in its pr;
-grams, additional compounds would not be accept

. 'lIe informed us that PHS did not suggest any alto,
"tive testing facilities and that other arran~Ci;-:""

vere not made. He also stated that, follmo/ing :
1962 PHS requirements for a patent agreement, sc
1:ific information formerly 'provided by indus try

, '

....

..-::2. During the period 1963-65, grant awar-ds total b2=.
-abou t; $37,000 we re made to an investigator fo:;::-;:

"'Search in 'the mentel health area. According to
.. '" <files made available to us, the investigator at

",'tempted to make tes ting arrangements vi th two pi-;
':'maceutical firms; howeve r , both firms dec l Lncdv t-.

"sign the patent agreement required by PHS. !-xrc,:
'ments for testing were finally made vith the Psy
',phamacology Service Center of the National Ln's t.:
tute of Mental Health.

,'.

,
,;
•,
'.

..,;::,·,'that he had been unable to obtain any screenir.g for
:;,;>~",:·.::.J':14 other compounds" He. said that some t.es t.ing was
.:: ';;~;;'available at a university medical school on an Lr-

". ":',regular bas is and that CCNSC cancer tes t resul ts
were only indirectly related to his heart r es eerch .

':,An article published in 1966 in the Journal of
-Pharmaceuc Ic a'L Sciences d Lscuss Lng potential a:l.ti-

' ... i . hypertensive agents specifically mentionedtha pre:
. ':lem of inadequate screening in .thLs area of rasea:- __

.. :' ::and contained the f o Ll.owi.ng cerument concern ing th:' .
::: ..:.c,,:,.,.:·,:.-grant: .." ,'.. ,

.'
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,:.", ">':_:!~ longer made availa~le to h Ira•. He ex~l,:ix:ed that
'.' ":'";,''' ·pte inadequacy of ava i.l.abLe t es t ang f ac Ll.Lt.Les con-

. :' "'.. "'''fributed to his dccLs ion not to reques t a renewal
off his grant after 1965.

:;3_

I
IAno the r Lnves t.i.g a to r receiyed grants totaling about
$71,000 during the period 1964-66 from the National
/Institute of General Hedical Sciences (NICl-IS).
lAbout the time of the first award' em official at
!NIGrffi suggested that the investigator have his com-

I
t,pounds ~e:ted for ~iological actiY~ty and especia~ly

'c'for arrt.LvLraL, ant.Lcanoer , and arrt.LcorrvuLs ant; ac tlV-
-; . ··tities. "'.' .:•.. , ." . '.;'

.J,.,..... l' d' tho h' 'd
.. ;,'c...ne anves t ".!-gator exp aa.ne to us' at a.s compoun s

.' ..lwere of the type that should receive broad biological
rscreening. However, the only screening and testing
j;arrangements made were with CCNSC and they did not

I
, :p r ov i d e for anticonvulsant screening. The investiga
·tor stated that no Governmcnt. testing. facility of

r·£ered broad screening and th:'lt no such testing "las
I·,available at any of the institutions listed in the
lNIH booklet "Biological Testing Fac i1 i ti'es." He
/ ..stated that he was particularly conc e rricd vabout; his
I inabil i 1..7 to ob tain arrt.Lconvu'lsant; tes ting and that
!'7PHS had not assisted him. .
I .
l;Prior to 1962 the .investigator had sent compounds to
i.-pharmaceutical companies for testing. Tes t resu1 ts

·.j-.,·from one company shoued that a co:npound, submitted
"I~.:for ~esting in 1955, had be~n s'U~~ected to at.least
" 20 dJ,.fferent test systems, Lncl.ud i.ng several In the..
j·area of anticonvulsants the latest test occurring in
I March 1966: The. inves tiga t.o r s tat~d that the ~nad<=

'..•..quacy of h i s current arrangements LnfLuenee d h i.s deI cis ion not to request a renewal of his grant.

.,,+-. Since 1959, awards totaling about $141,000 have been

. i .'made to an investigator by the National Cancer 1n-
I· stitute (:':1). In connection with compounds pro-
I dpced unde r the grant, the investigator has made
~ ar-rangcracn ts w.it.h CCNSC for anticancer testing andI 'since 1962 has submitted over 100 compounds. His

i! .,. ..
;.. ., ""- ....

-,

~

.(

...
A

",

,

-'

"
,to



~:~, '..
,',

•..

-!
correspondence with CCNSC indicates that his com
pounds might also show activity in the treatment of
mental disease; he infoDmed us that, in his opinion,
the compounds, should also be tested for blood pres-
sureactivi ty • • i
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'We found that, wi.t.hLn the broad terms of the grants,
.~everal grantee investigators have ~edirected their researc
'efforts away from the objective of developing compounds hx-.

. ing potential new medicinal value in the prevention and t·,::
ment of human disorders. Some investi'gators are concorrtr a:
on basic chcmi.s t ry studies ever: though they had o r Lg Ln.vl.Ly
proposed to prepare compounds \-ri t.h potential rned Lc Lna l, ve.;.
.in several areas of health. We were advised by oth~~ invc
'tigators that, because of their awar erie s s of testing proP!.:.
encountcr-ed by o thers , they intentionally directed their L:

search ar-ound the need for testing. The f'o l.Lowtng cases ii,
lustrate the changes bei.ng made in the direction of the re-
search effort in certain medicinal chemistry g r an t s as a rc:
Bult of the difficulties being encountered in obtaining ad:.
quate screening and testing services.

-

~' ."

':; ".:' .._~ .. ;,' ,',

', ....

---

'-t. ~i "

.....

',

He advised us that attempts to make testinr; arrange
ments through the National Ins ti tute of l'len tal Heal c
were unsuccessful, and he expres&ed doubts to us
whether ade~late testing arrangements could be made
with medical school facilities. 'The only regular
testing arrangements made by him were \1ith CCNSC,
a'l, though a phurmaceu t i.c a'l, company had p rovLdcd S08e

'tests in mental chemistry prior to 1962. TIle inves·,
tigator stated that, a Lt.ho ugh an t i.cancer e c t Lv i ty is
the main concern of the lJCI, .he would liEe to ob t.a Lr:
broader screening of his compounds.

'Change in direet;an of research

•
. .

1. At one 'university an investigator received g r an t s
about $49,000 during the period 1962-66 from eIIG,-!::;
The Lnvcs t.i.gu t o r \'TaS preparing various kinds of pC)..
tential medicinal agon t;s when he appl ied for the P:
grant. In his application the investiga~or stated

. that he planned to obtain screening and testing frc
a pharmaceutical fi~ •

' .
•.
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The investigator stated that his attempts to obtain
COd ~ ". c ]-, h 0 l's~reenlng an ~esclng LTom ~~e p ~rm2ceutlca In-

dustry we re uneucces s fu'L and that he finally made
arrangerr:ents wi.t.h a university pharoacologist who
provided limited services. The investigator in
formed us that his current research goals \-lere lim-
ited and that his testing needs we r e also limited.
He said that tl1e broad testing proposed in the orig
inal grant application was still valuable and that,
if it had been obtained from Lndus t ry , the direction

·of his research might not have changed.

I,' "••
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'I Subsequentl?, he received a comm i tment from. the finn
I for these services. Howevcr , in .MGY 1962, ,the firmI advised him that it was opposed to the signing of

" the patent agreement required by PHS. The investi
I gator made 0.1 t.e rriat;e testing arrangements wi t.h a
I commercial testing laboratory and later with a uni
I. versity pharmacologist for specific types of tests,
! but not for broad screening. The investigator has
I informed us that he is currently interested in the
! study of how drugs wo rk and that he is studying speI cific drugs whose medicinal value is already known ,

I
, rather than concerning himself with develop in6 new

,I drugs.

'"2/.'Another investigator, who received grants of about
, . "If, $66,000 ~or the period 1962-66, proposed in his

" . initial grant application to submit his compounds
, I' to routine. screening ~n order to obtain as broad.. J an eva'l.uat.Lon as po s s LbLe ,

I
I

!
I
~ .

I
I
i

, ~n the basis of the several grants reviewed by us and-of
discu+sions wi t h grantee investigators, it appea'rs to us that
the difficulties encountered by grantee investigators in ob
taini~g adequate screeni.ng and testing of compounds have ad
vers~~y affected the achievement of important objectives of
research grants in medicinal chemistry. These difficulties,
whichl.many of the investigators attributed to the inability
to obfain the cooperation of the pharmaceutical industry and

the "ravailability ~f ad~qUat: alternative ,o~rce'.Of

I,
!
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'anc testing, a~so seem to be .elated to certain
in ~)e ad~inistration of HDi resulations concern

'iuvention 'rights, ·...hich are ,discus~<ed in the subsequent

of this .eport•.
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,The regulations (sec. 8.2) provide four criteria for
use by the responsible HEW official in determining dispo~

tion of rights under section 8.l(a). One of the criteri~

(sec_ 8.2(b)) states that an invention may be assigned t-:.
HEll to a' "Competent" organization if it will be more ade.
quately and quickly developed for widest use, providing
there are ade.quate safeguards against unreasonable royal:
and repressive practices.

-

---

'-.:
' .."

In accordance vli th the general po1 icy concerning F-'"
-·-lication or patenting of inventions, we found that Ir.sw S

era11y Eo l Loved the practice of disserr.inating the resul t ,.
of PHS-sponsored research to other research \wrkers and 
the public through publication. Publication ~as the e£i~

of making the results of research freely available to 2.1,:
,interested parties and, subject to existing patents,pe~

nonexclusive e:~loitation of the discoveL7_ However, we
have be.en advised by representatives of the pharmaceutic:
industry that, since commercial development of n ew drug::
generally costly, the industry vi11 not undertake. this c.
velopme..n t unless some form of exclusivity can be obtain:'.

"

During our revielol, several grantee Lnve s t i ga.to r s L::
formed us that, in their op Lrrion , pub'l.f.cat.Lon of the re··
sults of their research "as not an adequate means to er.:
development of promising corapourid s into new drugs. In
dition. '-Ie noted that in April 1962 the Director of the
tional Cancer Institute advised the Surgeon General tha
Was doubtful that the policy of emphasizing dedic2,tion

.inventions to the public through publicationlolould make
ventions available or that such a policy woul.d all-rays s
the public interest. He stated that a no-patent concer
delayed the marketing of inventions because there was r.;
protection for the investment of the developer.

Assignm'2nt of invention rights bv HEH

Our review showed that HEH had not taken timely a c
to determine the disposi t.Loi; of rights to certain Lrrvcrr.:
and that only limited use had been made by HEH of the ,~._

thority provided in the regulations to assign invention
rights to "competent" organizntions, such as grnntee Lr.:
tutions. We found that, at the time of our f i.cl.dvork i:
J~ua~ 1967, HE>! had not acted upon, several petitions

. '.. '.
.. ~

. . .
20
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\ lwd bceJ rcceived from grantees for assignment of rights.
We founJ also that, from 1962 through June 30. 1965, HE\1I .. .

:bad asstgncd invention rights to grantees in only one situ-
·ation~ INIH records showed that, during the 1962-65 period,
..... grantee!' had reported a total of 682 inventions resulting .

· ~rom N~-sponsored research and that n~~erous requests had
. 'been re~eived for assignment of rights.

I . .
.' 'Su!bsequent to reporting inventions, grantee organiza-

tions nlay petition HEU for assignment of invention rights
·on an ilndividual Cilse basis. In such instances pursuant to
secti0rl 8.l(a) the responsible HEH official, in accor-dance
with sdction 8.2(b) of the reb~lations, may assign the in
ventioi rights to the grantee for a limited period.

. I. .CHfV officials provided us with a list of.nine petitions
..'receiv ..• d by HEH from grantees that "ere pending determin8,

::tion a of January 1967. TiW of these petitions had been
···'~.submitted in 1963, one in early 1965, and three others were
:··:at· 1eart 6 months old.

.-' . IJpiversity and industry officials advised us that they
-"Were df.iiSS&tisfied .·,ith the determination of rightsprovi-
:sions !bY the agency because the provisions did not provide
·-critCJ:jia and guidelines for determining rights; there we r e
Uncertlainties as to the determinations to be TI1o.de. The

"£ollovjing case illustrates the delay s and uncertainties in-
'Nolvel in resolving c. petition f or p at.errt rights made by a
";tin~velsi ty we visited during our review:

·In January 1966 a university petitioned PHS for assign
'ment ff dome~tic ri~hts to inventions c~vering steroi~ ~om-
· -pound]s conc e Lved uncrer a PHS grant. P'rLor to the p e t i, t.Lcn.
the S~rgeon General had permitted the university to file
.sf.x pb.tent applications, P.t least 14 companies expressed
.inter~.~t inlicenscs for development of the un i.ve'r s Lty I S

LnvenltLons , ...
· I .

~e were advised, however, by a university official
that In.i 0 company wcuLd develop the inventions \li t.hout; cxcl.u-

. 'sive !rights to p ro t e ct; its investment in the development of
the ~nventions. He stated tho.t, as of May 1967, no develop
mentlwork,had been done on the inventions by any of the 14

I
" ,.... .
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Ii d d th . 't' b 'd 1"recornrnen e at un~vers~ ~es e perm~tte to use ~cens~ng

incentfves to attract indust17 investment in product devel
>opmentlr . (Hearings on Government Patent Policy. pt. 2.
..}>. 645,,) .

. .

Dbring our r evdew , we requested llE1-/' to provide us with
::inforIT\btion concerning the current status of its determina
·tions dcr section 8.2(b), including the nine pending

cases s hown in its January 1967 listing. This information,
.provi ed to us in November 1967, showed a marked .increase

.. ·in deartmenta1 actions, inasmuch as !:ISH:,

'.
J

'j. Had signed section 8.2(b) determinations, assigning
, invention rights to the grantee for e limited pe-
. :riod. in seven cases. . _ ..

". i .. .
.'.. . ... I..J1'I.ad decided to dedicate the inventiqn to the public

..... ., ". . , in one case.
", e· . J ..

: ." l-Ias evaluating additional Lnf'ormatidon received on
) .i-: . I "the remaining case.

"The iJltformation provided to us also showed that, since Jan
uary 1967' 17 other proposals had been s'ubm i t t ed to ES,; for
8.2(b determinations; HI:H had made determinations in four
cases 'and was evaluating the proposals received in ~he

.ot.her- 13 cases.

~n the basis of our observations, we proposed to the
secre~,ary that HE\l, in l:i,ne with its responsibility, should
direc' its efforts toward timely determination of rights

·to, aid the appropriate disposition of, potentially patent
.able ~nventions resulting from research in medicinal chem~'

istryl., reported by grantee investigators. \·le believe that
such rction would serve the public interest by reducing the
uncerit-ainties of the status of invention rights.

. ~ '. ..
. ~

.. '.rse of institutional agreements
,

.. ' ..Our review showed that HEW had made only 'limited use
.of th!e regulation permitting the assigning of the determina
tion pf invention rights to grantee institutions whose pat
ent ~Iolicies held been approved by HEH (45 ern. 3.lb). This
reguljation h.:ls been applied !hrough the use of institutional

1
I•
,
t

•
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"
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..;:.agr~~~ents bet'Nee~ PHS and i~dividU~l'~~'~ver~itie~, and 18
....: ··such rgreemcnts, entered into between 1953 and 1958, are '.
r. ;'... :·.now if' existence. At least 34 other universities have sub-
., ", .mitte:.' requests for these agreements; howcver , in rbrch

. 1967. we were advised by HEH officials t hc t no additional
.'. agre.erents, h~d beer: approved beca~se oPin.ions of _responsible

-. agency o f f Lc i.aLs d l f f ered coricer-m.ng .t.he value ot such
agreetents~ . . '. ..' . .

. ,
'~e found that HE\?, in addition to nlacing limitation...·r . ' . . .. ,

I . on thf, number of institutional agreements being approved,
,place~ limitations on the institutions' administration of
.the agreerr:ents now in existence, because it required use of
the P¥S patent agreement. Some agency officials have ex

.presstd the opinion that the use of patent agreements should
'not bf required a:t grantee institutions wh i ch are holding
instifutional agreem2nts and that greater use of institu
tionaf agreements would help alleviate problems in obtaining
.sere],ing and testing services L:/ Pharm~ceutical companies.

-- . nformation obtained during our revie'IY shows that in-
.:;vestifators,,~rom:-t leas~ seven 0; =~~e un~ver~i ti~,s, holding
.,.agreerents ..,~ th PrIS encount.cz-cd GL" ~ Lcul. t.L es a.n maxang

scre,... ing and testi,n g a.rrangements ·.Ii th Pl',,1armaceutical com
'panie', because of the required US? of the PHS patent agree-

.'.ment. I The f o l.lovdng case illustrates problems encountered
'when Ecreening and testing arrangements 'Here sought:

·~:n November 1962 the'chairman of the. patent board at a
: iversity holding an institutional agreement advised
an investigator, as well as university administrators,
that PHS preferred to have investigators obtain scre(,n-

.lng and testing ror their compounds from commercial
laboratories not engaged in the. maDufacturing business •

. Testing fees were to be charged to the grant. The
:~hairman pOinted out that he had:

,- ..,.

'''*** protested this and other recent actions
·.·of the USPHS in issuing directives requiring

.compliance on matters contrary to established
'procedure within the university and the uni
~crsity's institutional agreement with that
agency ***."

-. ! ..
i _..•.. \
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... ·!()n ~w~ occasions the un Lve'rs Lty advised the Deputy
'. " .,.'c0/surgeon General that fees for the required testing

,,,;:,.>,-,, •. ,~ .. 'Would aTu:r..mt·f-.:-om about $30,000 to $~O,OOO a~d wou~d

'>,:::c·.v...,,'li:OnSUlne nearly all the funds of the grant. The urn,»

••.• ; • t .• rversi ty r-ecommended action to permit the use of the
·free services of the ph~rmaceutical industD'. The
.Deputy Surgeon. General replied that altl:]pugh there was

", 'imerit in this ar-gumen t , PHS had no alternative but to
",fT:'.<·ruse the amended patent agreementclau~e on- screening

i:ompounds.
"

l
i

:;': ..... tOn the basis of our obscrvat i.ons., \ole proposed to the
. <SecrEtary that HEH clarify the intended use of institutional

.. :,agreements and r-ev i ew the necessity for requiring the U,,2

;'~~,iof r:~~ent agreements by grantee institU~_ions whose patent

.~"::r'h~do::~"".:,:":naP:=,ved by H",. . .
z ; ~. .:I. .. ~ .: -. ';;' " . ,". '" .. •
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Views 1f agency offic~als
d " . .'.," :'''8n proposeo actlons

,~LOgnition of problem area

'J f d th 't . . j'Ell ff'"f oun at, pr lor 0 our r ev i cw , var i ous '\ '0 1-

cials pad expressed their views on problems concerning the
, means reeded to provide improved screening:and·t~stingof·

compoupds resulting from PHS grants for research in medic-
.. Lnal, c~'.emistry. Cognizant HE\ol officials have been awa r e of

the difficulties experienced by grantee investigators in
~arran ing for adequate screening and testing of compounds.

". They ~lso recognized that procedures implementing depart-
: •. ;m,ent P~!",OliCies had been unsatisfactory and had ccrit r Lbu t ed

to th loss of screening and testing services formerly
" ,.'provi "ed by' the pharmaceutical industry. ..-" ,

, .'

"

"

......,."'.,... ,_ .. _.

.. -;

" " '. . '~n March 1963 the Deputy Director of NIH stated in a
:.'Letten to the Director that:

..---·..fit i~ becoming increasingly apparent that our
·~urrent patent policy does present a problem for

, ~rantees who depend upon industrial laboratories
:1for biological testing of material produced wLth

iHS support." . ,.'.. " .

-. lnAugust 1964 the Director NIH advised the Surgeon
. General , PHS, of the need for change in the HEI-l policy to
,permit effective collaboration with industry. He stated

" in th1 memorandum that, since early 1962, problems had in
.c:;:easfd to the point whe.re a prompt revie\'l of the policy

,appeal"" ed necessary. The Director stated that investigators
'found the drug industry best able to accumulate the data
neces" ary for the licensing of a ne\oT drug. , '

The Deputy Surgeon General, PHS, forwarded the August
1964 tetter to ·the HE\ol Patent Officer and stated that:

'1'*** it is preferable to create conditions that will
rttract private initiative rather than to undertake

"complete government financing of the cost of re- ,
'fl,earch and development of all inyentions that grOlv

. ut of the government I s program.". :
: . . I

" , Il-·· ,'" .. ,"..... ..., ..-.,....
~
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\ ." ·.I~ August 1965 the Dii:ector of NIH advised the Subcom..;

. '.' 'mittee Ion Patents, Trademarks, and Copyrights of the Senate
" JUdiCiJry Commi t t e e that:

':~::" . __ :,-,., ;he uncertainties involved~n after-the-fact de
t~r~ination have created barriers for collabora
t~on by the drug indu~try with NIH-supported sci
e~tists in bringing potential t har-ap au t Lc agents'

~1!"" ·to the point of practical application."
I' .
i . '..

and thit: ' .

,':.ltqompounds which sh~\v some promise in early
'.0 sJ+ages of investigation may be of no benefit
,··t~ the public and may not serve t.he public in-

terest unless clinical testing is undertaken and,
.·t:le resulting, drug *** marketed. **,~ it seems
. 'sensible to be able to involve industry in the
··t4sting and marketing phases of drug .development

• I" . . . .

"$tnce these firms already possess capabilities
. 'i.~ these areas that would have to be duplicated,

<E!lseIYhere to accomplish these necessary purposes."

!
-,REVI vicIYs of July 1957

'1+ May 1967 ,,'e' advised the Secretary HSH, by letter, of
our firdings concerning the problems in obtaining appropri~

.. .at;e sCl."eening and testing for compounds prepared uncier
Governfuent-sponsored research. We inqUired about the steps
being faken or contemplated Within the Department to pro
.vide ipproved means for screening and testing compounds re
$ultinf from. the PHS-supported program for research in
rnediciral chemis try. -.

Ip his reply of July 1967, on behalf of t~e Secretary,
,the ASfistant Secretary for Health and Scientific Affairs
informFd us ~hat, sinc~ the :esp~nsibility for patent mat
ters w~s ass~gned to h~s off~ce ~n October 1966, the Depart-
rnentlslpatent policies and administrative practices, in

.. eluding the problems relating to screening and testing of
compourdS, had been under continuing review.

.'I
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13, 1959, as an
agencies with

a revised patent agreement between in
and screening and testing organization.

, B _ ~

':'~:" ':1:hej Assistan~'Secretary ~entioned ~hat a private con- .
'''';sulting firm was studying certain patent problems related to

··HEH opert, tions in connection wi t h a contract study being uri
...de'r t akenl for the Comm i t t e e on Cove'rnrneri t; Patent Policy of
':the Fede al Council for Science and Technologyl and that
the Dep~tment intended to use the study in the formulation
of any~hanges in policy or administrative practices found

'.to be ij order. . '.
J .

. Th~ Assistant Secretary further stated that two steps
were unqer consideration to promote screening and testing
,of comp1unds identified by grantees: (1) extension of the
use of ~lanket institutional agreements and (2) entertain~

.ment Of!"apPlications by other grantee institutions under
~ection·8.2(b) of the regulations for assig~~ent of principal
rightsy HEW to such institutions on a case-by-case basis

··where i~ was determined that such action would promote more
,.cadequatp and wider utilization of the compounds, including

screening and testing. However , HEW had reached no' final
_.uecisioh regarding changes in patent policies or in the

---- .: ,.;above, a~ministrative practices.

H~W co~ments of March 1968

I
A1!ter we brought the matters discussed in this report

.zo the attention of the Secretary for review and ccrnrnan t ,
.-we "ler , furnished with the Department I s corrrnerrt s , by let ter
':dated larch 20, 1968, from the HEW Assistant Secretary,
Comptr~ller. In this letter (see ap p , II), we were informed
essent~ally ,of four principal actions taken or being taken
oby thelDepartment to resolve the, problems related to the
scree~.ngand testing of compounds under HEW-sponsored re

-jsear-cb]

. .. i ese actions include:

11 The use of
,r·vestigator

-l-E~s-t-a-D~[~ished by Lxecutive Order 10807, March

inte~agency body representing the principal
scieI1ltific or technical missions.

.'

_00. • ..... • •. " ....-.
28
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planned issue of a comprehensive statement of
Department's policies and requirements regard
the screening and testing of compounds.

The more expeditiou~ 'issuance of determinations
permitting assignment of an invention to a compe-.
tent organization on a case-by-case basis.

The planned use of a revised standard
patent agreement.

i.... t". ; '~"'-'----'- ._. _.~._ .

,..,.
" .

.

e.

r.. .l.

I4. The
! the
ling

The s+veral actions as reported to us by the Department are'
~umrnatized below •

Jt. During 1967, HEll put into effect a revised form of
..patent agreement whLch , as po Lntcd out by the Department,
diffet..ls significantly from that required in 1962 in that it
doesot restrict the tester's rights of ownership to new
uses . f compounds which it may discover at its O1.;n e;~pense

cWithopt the participation of the NIH-supported investigator,
even.!'lYhere such new use is within the field of research
Mork ..\Supported by the grant."

I
i
fiEH has informed us that its records Lnd l c a re that the

r'evis!~d agr-eement; is acceptable to some member-s c'::: the phar
maceujtical industry who are interested in.provid:'ng screen
ing ~d testing services and that investig2tors and phar
mace11tical companies entered into 53 agreem2nts, using the

. ,'revi ed form during calendar year 1967. HEH has informed us

. also .t.ha t the form of the required patent agreement will
unde~lgo further r evLew and that additional changes will be
madej wher~ appropriate, to ensure recognition of th.e re
'spec~ive rights and interests of HEI-T, the investigators,
a~d 9he organizations performing screening and testingser~

.v~ce,1·

.. lIn comnlenting on the revised agreement the president of
the ~.harmaceuticill Hanu f ac t ure'rs Association advised us that
it wis a much needed improvement to the eXisting arrange
ments, and, although recognizing that certain problems would
stilj exist, the association endorsed it as a progressive
measJre.

"

~
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-. t. HEW has rea~firmed ·that . the use of institutiona~

'.... agreeTents, as provLdcd for under Department patent po l.tcy ,
serve$ the public interest and should be continued. HEW
has ifformed us that a revised standard i.nstitutioni:ll patent
agrccfent, now in preparation, will permit the grantee in
stitufion to retain and administer the principal o\mership
rightf in inventions made under Department grants, will

. clearly define the rights of the parties with ~espect to
such ~m.-entioIls, and wi l L set forth general guLde Lines gov
erninr the licensing of inventions.

! . ... ..
~ HEW considers that the revised agreements wLLl, go far
towar~ solving the problems encountered by investigators .

'in cornection.with screening and testing and will, at the
. ...sameI'": fUllY. pro t cct; the public interest •

. ' .B. During 1967, HEloT has made efforts to expedite the
.. " ·i.ssuapce of de t er-rai.na t Lons pur-suant; to the provision in its

~atenf regulations that permits assigTh~ent of an invention
____ to a fompetent organization on a c as e-ibyv case basis. HEH

stater that it was its intent to act as expeditiously as
possible on a nwnber of requests pending for such assign
ment'l as well as on those determinations already made since
.April'1967. HEW intends to use this provision of the regu
lations where an institutional agreement is not in effect.

. ~.HEH has recognized the need for a comprehensive
staterent of the Department's policies and requirements re
gardi['g the screening anp testing o£ compounds arising out
of Dei artment-sponsored research. HEH has Lnforrned us that
it i5 ends to issue a statement which Hill outline the De
'partment I s policies and clearly set forth alternative meth
ods o~ obtaining screening and testing services and that it
will rncourage the utilization of GoverTh~ent facilities
whenerer appropriate.

Fn surnmory , lIEH expressed its recognition that newly
synthesized or identified compounds resulting from
Depar~ment-sponsoredresearch constitute a valuable national
TeSouf!::CC and that their effective utilization. is a part of
HEW's! progrClm goals. HEH has stated that it will continue
to make such changes in its practices CIS are necessary to
fost,1:- the fullest utilization of all suchcoml'0unds, in a

I
30
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I . .
~~nnet that will protect the legitimate interests of the
'publit, the investigator, and the scre~ning organization.

<:onclLions . .-: '. ~ .. " " ; . . .,
... ~ln the basis of information obtained from grantee in-
:vestigators and cognizant .$gency officials, it appears that
the.sefu1ness of the HEH grant program for research in
med~'~.:ina1 chemistry has been adversely affected because of
the :ifficu1ties encountered by grantees in arranging for

.ade :ate screening and testing services. Although the re-
searqh efforts of grantee investigators provide useful sci
-errt i, ic information in the area of health-related chemistry,
-op t L rum bcrie f i.c s are not obtainable if compounds wh.i.ch may
·have potential medicinal use do not receive adequate screen-
ing "nd testing. .

•. C'~~.__ .. " •• -"---'-' •• _ ......_- _ ... _. -" - - ---.....

r l:we believe it is important t.omo t e that, in a meeting .
('Wi~h: agency officials ~n Jun~ . ~96~, the Pr~siden7 ~f the
·.Un~trd States expressed spec~tlc lnterest In med~clna1 re
,.-searfh and in achi.eving increased practical results f r orn

--- 'dru~ research in the form of treatment of diseases. Agency
,.offihCials have advised the President :~D.t a ~ajor impe~im~nt

,"to ¢ese goals has been the patent pc i i.cy wh i ch has mace It
I .extj~me1Y difficult to make use of the resources and ser- .\:iCj of the pharrnaceu t LcaL induatry. _./

. . !F~llo~~~ng't~~~ me~~;~;-," tl~~ 'p~es iden~'~'ef::;:;'to t~:-"
c~bltantial amount of funds be~~g spent annually by NIH on
'bio~hemical research and, after mentioning the role of med
ica~ :ese~rch in control of ~olio and tuberculosis and in

. 'psyJh~atrlc treatment,' stated: 1

1'''These examples provide dramatic proof ~f \v~at '. ~
can be achieved if we apply the lessons of re
search to detect, to deter and to cure disease.

'The Nation faces a heavy demand on its hospitals
.and health manpowe.r , H2dica1 research, effec-
tively applied, can help reduce the load by pre

. r venting disease before it occurs, and by curing
, ...disease when it does strike.
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·::··~'~ut the greater re',vard is in the well~bcing of
"oJJr citizens. He must make sure that no life-

.r .. ,-iogiJlving discovery is locked up in the laboratory,"

.'~

......

,,'RecoTILrn'ndiJ t ion to the Secretar
,-of Health, Education, and \':""lfare

wi recoTILrnend that the Secretary of Health, Education,
.. -and We~fare develop and put into effect such policies and
.proced~res as are necessary to provide adequate screening

" and te~ting of compounds resulting from liEU-supported re
,search lin medicinal 'chemistry to facilitate the development

O:of pot ntial drugs for the prevention and treatment of
--;diseasE!s and disabilities of man, ' "

--

ltil: 'is apparent that HEl'; officials have, for some time,
.irecogn~zed the problems discussed in this report,and we

have si1nce been informed that remedial measures are under
TtTaYOr[lunder consideration, including changes in the patent'

agreem~•..•. nt for. screening' and testing purposes, increased use
of insitutional agreements, and IT.ore expeditious assign-
ment 0 invention rights at the time of grant award , HO"l-

l," .evcr , 'ntil such time as the contemplated actions have been
fully ·Implemented, it is not practicable for us to assess

I ,

"the e f flec t Lvene s s of those various measures an-d to determine
I

whethe: they \Vill enable investigators to obtain adequate
screen 'In g and testing services in connection wi.th their HEW
"supporged research.activities, '

I•,
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.. ~.~ .
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.·d.Jr r evLew of the administration of HE\-1 grants for re-
.i:·· searc~ in medicinal chemistry included an examination into
!' ·the p~tinent legislation and the regulations, policies, pro
1 .<:edUrjS, and prac t Lcc s of HE\1 and its constituent organiza
Itions, to t hc extent appli.cc:l>lc. Our wor k was p er f ormcd at
i ·t.he h adqunrters of HEI·T, PHS, and NIH, and at selected e du-.

catioqal institutions, which ~ere recipients of PHS grants,
in thJ States of California, Michigan, Minnesota, and Wis-

• II ..ccnsan ,
~ '., .
u

'fe r evdewed selected grants, ·totaling about $4.6 mil-
lion,.lawarded duc-ing the period 1962 to 1967 to 38 research
invesligators at 10 educatior.al institutions. He examined.
the gI:ant82s I research p r ograms and obtained infor:nation
from :he investigators and university officials as to the

I .
arrantements made or available for screening and testing

'nel~ c4Pmpounds to determine their usefulness. Our revie'"
'did n!~t include an examt.nat i.on of the manner in which the
£unds'were expended under the grants.

.:'---'. . .:, e met I'lith reoresentatives of t,'70 pharmaceutical Ei.rms
-and or the Pharmace~tical Hanuf2.cturers Association to de

ctermire the basis of the industry's actions discussed in
't.hds report.

"fe discussed with responsible agency officials perti
.nerrt ': spec t s of the Department I s policies affecting the ad

:minLsfration of the grants and possible changes contemplated
in 'lrh pol\cie, or implementing procedure,.
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Present

Present

J-u1y 1962
Aug. 1965
Mar. 1968
Present

Oct. 1965
Present

, '. ·i'o,
j

, i :'.,.»PENDIX I
I
i

•

1965

1961
1965

1961
1962
1965
1968

Tenure of office
From To

:"':Aug. ' -1.955

". .
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-- -};Mar.
:<Oct.

-'Jan.
,.July

. ·Aug.
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·.DISCUSSED IN THIS REPORT

., •• ,1.

RESPONSIBl,E ,~R THE ACTIVITIES
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i
':31IE DEPARTHENT OF rIEALTH, EDUCATION, AND HELFARE

I
I,
I

t
I

::5ECRl1TP.RY OF HEALTH, EDUCATION,
". :.1illJi) l-IELFP-.RE :,

. .Abraham A. Ribicoff
,~thony J. Celebrezze
",ohn W. Gardner

. '11ilbur J. Cohen

--- ~;;ASSJTANT SECRETAr-.IT FOR HEALTH
-~ SCIENTIFIC AFFAIRS

, <note a): '
. ~Philip R. Lee

I!
;SUR~EON GENERAL, PUBLIC; HEALTH
-S~RVICE:

, JL-uther L. Terry
,William H. Stewart

DIRECTOR, NATIONAL INSTIWTES
-'~F HEALTH:

, -- J;' .tame~.A. Shannon

f ' "
·Ef'ective March 13, 1968, the Assistan~ Secretary was given di~~ct authority
. -ov.!'r PHS and FDA. Ef f ec t Ive April 1, 196B, r.he functions p r ev i owsIy as-
- ..s~&ned to PHS vcrc ass igned \:0 tv;o nev ope r-a r ing ng~ncics--the Nat i.oriaI In
, s~itutes of Health (including th" former NIH and ce i-t.a i n additional f'unc.-
t~Qns) and the Health Services and Hent~l.Heal:.h J..ciministration (comprising

,ell other functions. previously ass i.gncd to PHS), The Surg,evn General ....as
lllfde t.he p;incipal dcpu ty to the Assistant Secretary.
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Attachment not included.

bd . k K '1' ,APPENDIX II
· .Mr. Fr[., e rJ.~ • .!ta;;>e : .Page 2

••..;~n+ in the R:port. Hm, ., con:idered a ~_er of
':~::'changcis in the patent agreement requirad to be signed

.· ..;:for s~'.r(;!e.nin9. • .Durin.9 1::1,",67 I a .revised ~orm of aq:eement
" ··:was p t into effect, a copy of which is attached. l The

·form!: the agreement cur:::-ently in use differs s~gnifi

cantlYj f r om that originally requh-cd in 1962. It does
-no t; relstrict the tester's rights of owne r sh Lp to new .

. 'uses 9£ compounds ',:hich it :l~ny discover at its O ....m ex
pense t~ithout the par t.Lc Lpa t.Lon or suggestion of the

. PBS i11j.vestisator even "where such nex....use is within the
· ·field lor research wo rk supported ;,y the grant." . \',e ,

W1derSjtand that restrictions of this type in agreemer::.:~

.forme~.l.Y in use were unacceptable to a number of phar;"a
',-;ceutir companies •

.:: :Our r~cords indicute that the revised agreement is
· accep~ablc to some members of the phar~aceutical ~n

dustri1 who are interested in providing screening .:ind
..testirlg services, and that PHS investigators and ?narrrta
·,ceuti9alC0::1panics errt.er ed into 53 agreements using t..'1e
;revisid form during calendar year 1967. The form of the
~Tequi!]cd patent .. agreement will un..:icrgo further r evLcw ,
and at~ditional chan'3"~s will be made wh e r e app:=.-opriat:c to
,assur~ reco;;nition of the respectiv8.rights and interests
,of th ~ PHS, its investigators ando::.-ganizations pe r Eo rru
~~ng slrccning undtesting services:

·As no1ed in the Report, it is the seneral policy of this
.. Depar~ment that the resultsof Department research should

be ",idely, pro~ptly, and freely available to other re
.·searcl1 worke r s and the pqblic. At the same time , the
·polic~ recognizes that in seme situations, and particu
~larlYlwhere co~~ercial development of inventions will be
.costl~,the public interest can best be served if a
'~evel~per is granted some exclusivity for a limited period
of ti~e. .
.'. I

.secti~n 8.1(b) of the Department Patent Regulations pro
VidesJ,that ownership of inve~tions mace unc:e~ DeJ?art..:,cnt
'sponsrcct research may be lert to a grantee ~nst~tut~on

,for administration in accordance with the grantee's.. s
I
i
~

1 t·
GAO rote:

I
!
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'·-.e~taflished policies and procedures wi.t h such modifications
-as maybe agreed upon, provided that the Assistant secretary,

. ,Health and Scienti~~~ Affairs, finds that the policies and
'.,:'-- procjdures, 'as rnod i.f i ..ed, are such as to assure t.ha t the

,iJ1vclr.::ion will be made available without unreasonable 1.'18

.~triltions or excessive royalties. ~his aspect of Dcpart-
; mentpaten'tpolicy has been undergoing r-ev i.ew , and it was

~. rece~tly reaffir~ed that the policy serves the public
.inteiest and should be continued.

,:At J~ present tlme, a revised standard basic Instittltional
.··.pate~t l\;re8ment, to be utilized under section 8.1(b), is
:'undet preparation. This Agreement wi.Ll, permit t1:e grantee
:,.:instttution to retain and to administer the principal
cownershio rights in inventions mace under Department crants

_ ;.'and 4wards, will clearly define the rights of t;1e parties
-'with lrespect to such inventions, and ·.",ill set forth general

"g~delines governing the licensing 0= inventions, including
'1imiiations on the duration of exclusive licenses that may

. be glanted. It \-1ill also include the reservation of a

. royatty-fcee license to the Govern~ent and ot1:er appropriate
·,safeguards to protect the D~blic interest. Lric Lud Lnq all of

. ·thosJ specified in the'1963 presidential s t.a t.eman t; of
'-Govefm.1cnt patent policy. These latter safeguards will
i.ncl~de a reservation to the Government of the right to
·requtre D1e granting of additional licenses royalty-free
or 0' terms that are reasonable under the circuwstanc,"s

_""here such licenses are necessary to ::ulfill' public health,
'...welfJre or safety r8quirem0.nts. As soon as the terms of

this!basic agreement can be fully developed, the existing
.agre1m::mts wi Ll, be terminated and s t.and a.cd agreements will

·.he e1tered into with qualified grantee institutions.
,

We cjnsider that the Institutional Patent Agreer:-.ents ~lill

go fir towards solving the problems encountered by investi
gato~s in connection with the screening and testing of com-

.. pounds synthesized or identified uhdcr D,:,partment-sponsored
'-reseJrch and w i.Ll., at the s ame time, fully protect the,
PubliC interest. An rnstitu.tional Patent J\green~ent will

-.. ...
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':-':••, a.,,"o'jz' a .",ntee in"titu~ion to enter into agree~ent"
,,-., ,'with' pliu:cmaceut:ical companies for, the screening and

testin~ o~ co~?ounds and to agree to grant limited
1 ' i 1·' "h '--0 uSl_v1 .i.cense a 'to any. a.nvorrt.i.ou s t at may r e suLt;

the sC1eening. I,ll such licenses will be required
inC1UOj. the conditions and safeguards specified in

"xnstit1tional E'atent Agreement. ' ,

. se'ctic>t f3.2(b) of the Department patent Regulatio~S '-
author~zes the Assi-st<::nt Secretary., Health and scientific

'''Affairf' to permit assignmc'?t o~ ;"n invention by the in-
' .. ",ventorl to z: competent org;:m~zat~on on a case-by-case

....- .basis there he finds t1:at. the in:cnt~on ~ilil~ _t~.creby be
",qnore aiaequately 8..11d qui.ckLy d e v e Lop e d for w~o_est use,

and ::.hft there are s a t.Ls f accory safeguards against un
reasonfble royalties and repressive practices. During

·'1967 r If;;fforts \';ere mace to expedite the issuance of
deterdinations pursuant to this provision. Since hpril 1,

, _ '1967 ~ Ififteen det,er~in,:tions howe been i~SUGd J?ursuant t<J
--,sect~Oin 8.2 (b) pe:=~u.ttJ-ng a s s Lqnmerit; of J.nvent~ons'to '_ '

:9ran~1e.ins~it~tions. A n~er'o£ reque~t~ ar~ pending,
. and 1ij ~s· our ~ntent toccnt~nuc to act ons~cn rGquestS

-as ex~editiously as POSSible". I',t'! intend to corrci.nuo to
utili1e this provision of the Regulations where an 1nsti
,tut.io~al E'atent ~greement is not in effect.

f
, . I '", h bl Lat.cd 'h ',-DurJ.n't! our r ev i ew 0-,- t. e pro ems a s eoc a at;e "atJ screen~ng

and -tfsting of corapounds ,arising out ·of Department-sponsored
.xeseafch , it has become apparent t.ha t, there is a clear-cut
need r,or a comprehensive statement of the Department's
POlic~'es and requirements regarding -this SUbject. There--,
fore, it is our intent to issue a statement outlining ~1e

.Departr.:ent I s policies regarding screening and testing of
comp1dun~s,and clear~y setting f~r~h the ,alternative meth~ds

-o f ot<un~ng ac roe na nq and test~l~g aexvace s that are ava a L>
'-able to investigators s uppo r t.cd by the Dcpart.'uent. This
Btat~ment will encourage the utiliziltion of Government
"faci~itios, includi:1g the Cancer Che~otheriJ.py, National

--serv~ce Center (CCNSC) and the Halter Reed ll.rmy Institute
,-, of REisearch for screening whenever appz.opr ia ce ,I . '
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, IJames;'. Kel:ly
i.iAssistant secretary,
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,:in s+ary, we consider that the r.c suits 0 f Departroent
;"sponsrred research, including nevlly synthesized or
,', identtfied oompo und s , constitute a valuable n a t.Loria L

,·resoukce, and that the effective utilization of such
•. "c6mpo!nds is an essential part of the Departrr.ent I s pro-

i ' . . h
'1, :,.·.:?ram foals. ,,'le Lncend to corrc a.nue to mak e such c anges

.~ .an oUf p r ac t.a.ce s --as are necessary to foster the fullest
,,-.utilifation of all compounds synthesized or identified
.~urinf the cour~e of research supported by the Depar~~ent

,~ sUfh a manner as t~ recogn~ze an~ protect :he le~itima~e

·,c:'.1nterj;sts. of the pub l.d.c , the.. J.nvestJ.gator, ana the aozeen i.nq
"" .•..~DrgantzatJ.ons..

.! '--: i' .
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,.';Mr •. F'r'ederic,.k K. Rabel
, ' ,Ass~stant D~rec·tor

: 'Civil Accounting and
, Aud,atincr D".vision
.unit:~, St;;tes G8neral Accounting Office

·:Waslu-!ngton, D. C. 20548

-Atta~r.•ent [1].
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-As former U. S. Secretary of State Henry Kissinger declared two

years ago at the OECD ministerial conference, the world today needs

security policies to deal with food and energy issues in parallel with

armaments. He thus made a very importantpbint, namely, that a smooth

distribution of food, energy and other resources contributes, beyond

contest, to the l~·;~iii:i:·e;;ance of world peace. The establishment of com-

prehensive security measures has thus become necessary.

Consequently ·all countries ai-e.confronted not only with the task

of transferring existing technology but of evolving all possible means

to ensure that the last quarter of the 20th Century will be one of peace.

The tasks in technology transfer must be carried out in accordance with

these.high level aims .

Japan itself is .faced with the task of finding out how much it can

contribute internationally from now on to the realization of these goals.

Her major contribution will be technology that in the first placeseeks to

realize civic objectives. ·1 am firmly convincedthat Japan can make a

worthy contribution in this respect.

I also believe that those countries which until now have achieved

major technological results in military or naticnal-poltcy projects will

be successful in transferring these results to the attainment of civic'

goals, It is with anticipation and eagerness that we look forward to the

results of the promotion of either bi-lateral or multi-national cooperation

proj ects in order to achieve this obj ective.
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_ In the field of tel.ecommunications in which I am engaged, I ]:>elieve

that the smooth exchange of information can contribute in a large way to

prosperity and peace by promoting better understanding among the people

in one country as well as between the various nations. I therefore con-

sider it my mission to build and. eauip the infrastructure for a telecommu-. .. . '. . .

nications systemftira global society arid am endeavoring to bring it to

realization.

It is thus my aspiration to .see. achieved the transformation of our

present international society, full of antagonisms and suspicions, into

a peaceful world where confidence and cooperation prevail, through the

solution of the problems of the economic society of today, rendering

needless the current arms race. S~ch are my views as a pzrvateindu

strialist and. the r-eason why I lay more weight on actual results than

on a. concept.
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