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"KEY PORTIONS OF GENERAL ACGOUNTING OFFICE'S REPBRT T0O CONGRESS £
g PHGBLEMS HAMPERING THE USE OF GOVT-SPGHSGRED DRUG RESEARGH
(A report sent by the Compirolier Geuneral of the U.S. Elmsr Staats to )
_the President of the Sesnate and Speaker ef the House on Apgyst (2)

INTRDDUCTION

The General Accountmg Office has exammed into the admlmstratnon of grants for research in medicmal

| chemistry awarded to public and private institutions by the Department of Health, ‘Education, and Welfare
- (HEW). These grants were administered by the National Institutes of Health (I\!iH) as a constituent bureau

of the Public Health Service (PHS) until April 1,7 1968, when NIH was established as a separate oper-

‘ating agency within HEW. Our review was made pursuant to the authority of the Budget and Accounting
~Act, 1921 (31 U. S C 53) and the Accountmg and Aud:tmg Act of 1950 (31 U S C 67).

_0ur review was directed pr:mar;iy toward departmentai policies and procedures and practices of NIH and

" other cognizant organizational units of HEW for facilitating the achievement of research objectives in the
- potential development of drugs and obtaining optimum benefits toward the treatment of diseases and dis-

abilities of man, This particular aspect of the administration of grants for research in medicinal chemistry

‘was reviewed by us because we noted indications that certain university research investigators were having

difficulty in obtaining suitable means. for screening and testmg compounds prepared by them for further de-a
ve[opment into useful medlcmal drugs xxk % - _

BACKG ROUND _ '
Under the Public Health Service Act (42 U.S.C. 241), HEW has broad. responmblilties to promete and

1| coordinate research in the field of health and to make mformatlon concerning such research and'its practical

application available to the public. Under this authority, the Surgeon Genera!, through NiH, has made
granis-in~aid to support research in universities, colleges, hospitals, Iaboratorles, and other public and
private institutions. Medlrmal chemistry is one of the lmnortant rec;earrh areas qunnor*ed bv Federal
grants. o

General Informatien On Medicing! Chemistry Granis

NiH has two Medicinal Chemistry Study Sections responsible for the scientific review of grant applications
and for recommending those areas in which research in medicinal chemistry should be performed. According
to NIH statistics, during fiscal year 1967 about 560 grants, totaling about $13 million, were awarded to
grantee institutions for support of research in medicinal chemistry. During fiscal years 19_62*67, PHS
awarded about 3,000 grants, totaling about $53 million, for this type of research. These grants are in-
tended to encoutage research and to stimulate new investigations in fields needing exploration, including
the discovery of potential drugs that may he developed for use in the psevent:on and treaiment of diseases
and disabilities of man.

‘Seven of the eight institutes of NIH, together with the Natlonai Institute of Mental Health (NIMH), ! sup— B
- port medicinal chemistry investigations in the areas of their own research interest., For example, th-= fa-

tional Cancer Institute suppotts investigations in the preparation of compounds for use in the chemotherapy
treatment of {eukemia and other forms of cancer while support for preparation of compounds for use in the
treatment of hypertension is provided by the Nationai Heart Institute.

Grants for research in medicinal chemistry are awarded to institutions in behalf of investigators to support
programs which usually involve the preparation of chemical compounds. Depending upon the investigators'
particular approach, new compounds may result from either isolation of potentially active substances from
natural materials or preparatlon of potentfaily active compounds from various chem:cal materials .

Development of a compound into a medicinal drug involves nUmErous steps which can be broadly class:fied
as screening and testing. Screening involves a determination of biclogical activity and potential useful-

ness of a compound. Screening may be provided in two general categories, broad screening and specific

screening. Broad screening is generally designed to evaluate many compounds quickly and to reveal

e HIMH grants included i our veview were awarded when NEM?«* wasg a paﬁ* ef NIt ﬁn éanuary {, lsﬂ, PHMH Was oons s:-
fiited as g separate bureal. . :
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" biological activity in areas that may need more specific screening. -Specific screening is designed to pro-
vide preliminary data on the utility of compounds which is used to support an mveshgat:ona! new drug apph—
cation to the Food. and Drug Adm:mstrat;on (FDA) - R . ,

Compounds which indicate activity in an area of parttcular interest are subjected to testing to obtain further
‘information. Testing is generally conducted in two phases -- first on animals and then on humans -~ and
is desugned to prowde the data necessary to suppon a new drug appilcat:on to the FDA.

. Fac&htles for screenmg o testmg compounds such as those prepared under NIR- supported research com-
prise four general sources: Government test serwces, commercial and nonprofit testing laboratories, aca- -
demic institutions, and the pharmaceutical industry. The prmclpai Government test services used by NiH
are the Cancer Chemotherapy National Service Center for cancer chemotherapeutic agents and the Walter

- Reed Army Institute of Research for antimalarial agents. The fmdmgs discussed in this report contain spe-
cific comments concesning the ava:lab:hty and adequacy of the several sources of screenmg and testmg

'-servlcesl oL . Pt e .

Pafent Aspec‘ts Of Medlcmcf Chemrstry Grunts B

The scnentlhc and technologicai advances resultmg from N!H-supported research actmties frequently in-
clude patentab!e inventions such as potential new drugs. These inventions are subject, in general, to-the
‘provisions set forth in the President's 1963 overall Statement of Government Patent Poitcy and are, gov—
' erned, in particular, by HEW's patent regu!ations :

In Octobes 1963, the President issued a Statement of Govemment Patent Pollcy which provides that the
Government be responsnble for full expimtaa.:on of inventions for the public benefit. This statement of policy
seeks to protect the public interest by encouraging the Government to acquire the principal rights to inven-
tions in situations where the nature of the work to be undertaken or the Government's past investment in the
field of work favors full public access to resulting inventions. Specifically, the statement calls for the
Government to normally acguire the principal or exclusive rights to inventions resu[tmg frOm research’ whlch
directly concerns the public health or public welfare.

On the other hand the policy recognizes that the public mterest might also be served by accordmg exc!uswe
commercial rights to the contractor in situations where the contractor has an established nongovernmental
commercial position and where there is greater likelihood that the invention would be worked and put into
civilian use than would be the case if the invention were made more freely available.

The HEW patent regulations in' effect since 1955 specify that the res-u!fs of research.'supported by érants
shall be used in the manner which will best serve the public interest. The HEW patent regulations as con—
tained in the Code of Federal Regulations (42 CFR, pts. 6 and 8) provide:

e % % ip some cases it may be advisable to permit a utilization of the patent process in

order to foster an adequate commercial development to make a new invention widely avail-

able. Moreover, it is recognized that inventions frequently arise in the course of research

activities which also received substantial support fiom other sources, as well as from the

Federal grant. It would not be consistent with the cooperative nature of such activities

to attribute a particular invention primarily to support received from any one source. In

all these cases the Department has a responsibility to see that the public use of the

fruit of the research will not be unduly restricted or denied.“ :
HFW pohc;es governing the treatment of inventions are designed to afford suitable protection to the public
while giving appropriate recognition to the legitimate interests of others who have contributed to the inven-
tion, The regulations reguire that all inventions arising out of activities supported by tte grants be prompt-
ly and fully reported to the agency. The regulations require further that each grant contain a provision that
ownership of inventions and disposition of all rights be determined by either the responsible agency official
or, except for foreign rights, the grantee ms*:tutmns whose established po!:cues and procedures have been
approved by the agency.

{ The terms screening andl testing are efien used interchangsably. In subsenusnt sections of this repord, fhe terms ave used in
acoordancs with the usage mads by investigators and by others interviewed by us.
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As a condition of each research grant, the Surgeon General was respdnsnbie, in accordance with HEW regu-
~lations, for determining the ownership and disposition of all rights to any invention resulting either directly

'.'retary for Health and Scientific Affarrs HEW

Need To Prowde improved Meons To Focilitate Screening And Testing Of Compounds Prepared

-search efforts tend to provide useful scientific information in the area of health~related chemistry, the use~
fulness of such research would be greatly enhanced if the compounds received the timely screening and = |

‘culties.in obtaining the screening and testing services which they believe are essential to the development
1| and practical application of new compounds. They told us that previously these services had been obtained |

: Prior to 1962, pharmaceuttcaf compames had roUtmely made tests, at no charge, .on compounds developad |

. they acquired certain rights to the development and marketing of promising compounds, without mcurrmg
‘the cost of synthesizing the compounds to be screened and tested.

~ Grantee investigators advised us that generally screening and testing by Government facilities, by com-

for screening and testing,

~resolution. Involved here is the.determination of ownership and disposition of inventions conceived under

ar mdirectiy from-PHS grants; in October 1966, this responsrbrl:ty was transferred to the Assrstant Sec—-

**-k*k e &

FINDINGS AHND RECOM‘ﬂENDAT!GN

Under Grants Fof Research In Medical Chemistry

Our review of the administration of medicinal chemistry research grants showed a need for prowdmg im-
proved means to facilitate the screening and testing of compounds prepared under the grants and to assist
in obtalmng opt:mum benefrts from the research in the form of new drugs :

We found that many grantee mvestigators had been unabie to obtaln the screenin'g and testing services
necessaty to determine the usefulness of compounds prepared during their research. Although these re--

testing necessary to determine their potential medicinal value in the treatment and cure of human diseases.

Grantee in\}estigators at ei'gh't'of the 10 universities at which our review was made have encountered diffi-

from the pharmaceutical industry but that since 1962, when PHS revised its patent procedures and re= :
quired a formal patent agreement, this cooperation had no longer been forthcommg and no adequate substl— i

tute services had been avallab!e

................. £n
U_y gfdllttﬁt‘:b Iilt? bUilI}JdiilEb lﬁbt‘_’l\.’t‘.‘u bt:\!t:.‘idl UEHEIILb in return for [JI'UVIUIHH Llii;' LEbL bt‘f\r’lbt‘b lH gent‘rdf,

mercial or nonprofit testing laboratories, and by academic institutions had been adequate for determining a

specific activity or effect hut that these sources had been found unsatisfactory as they had not provided the
broad-scale screening which the investigators considered necessary for developing synthesized compounds
into potential new medicinal drugs. Some investigators advised us that they were redirecting their research
by concentrating on more basic chemistry studies while others were drrecting their research around the need

We found that the dxfflcultles encountered in obtaining screening and testing services were related to certain
problems in the administration of the Department's regulations concerning invention rights which needed

HEW grants, which was a factor contributing to the reluctance of mdustry to prov:de services to grant—
supported investigators. : . )

On the basis of our observattons, we proposed that the Department direct rts efforts toward timely determi-
nation of rights to potentially patentable inventions, in order to reduce unceriainties as to the status of in-
vention rights. We proposed also that the Department clarify the intended use of institutional patent agree-~
ments of which only limited use had been made but which appeared to be a useful device for assrgnmg
ownership rights while protecting the pcb]rc interest. :

Our findings on the dlfftcultles encountered in obtaining screening and testing services for NiH-supported
grants in medicinal chemistry and in the administration of HEW regulations conceming invention rights,
together with the views of cognizant Government and non-Government officials, are further discussed in the
following sections. The Department’s comments on our findings, which were furnished to us by letter
dated March 20, 1968, from the HEW Assistant Secretary, Comptroller, are summarized startmg on paga
S5~42 and are included in full as appendix 11 to this report. :
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le'ficuitles Encounfered fn Ob’rummg Screemng And Teshng Serwces .

We: drscussed with 38 mvestlgators the results of their NiH- supported research efforts . Many of these in-
vestigators informed us that the cooperation of the pharmaceutical industry generally ended in early 1962
when PHS required the use of a formal patent agreement which was a part of the investigator's application
and part of the terms and conditions of the grant whenever a commercial organization becamea involved in the
research. The agreement provided that any invention which arose or which was developed during the course
~ 4! of the work aided by the grant would be referred to the Surgeon General for determination as to whether-

|l patent protection should be sought and for the disposition of rights under any patent issues thereon.

The provision regarding determination of invention rights has been.a part of the investigator's application
since the 1940's., We were advised by the Assistant Secretary, Comptrolier, of HEW that the amended
patent agreement of 1962 did not involve any change in PHS policy but that it merely formalized in writing
the relationship-and respective rights of the parties in light of the investigator's obligations to the PHS
under the grant ag“eement Also, in 1962 PHS strengthened |ts procedures for the requ:red repon;mg of
inventions. : : u T P . o .

- The’ agreement contamed a number of condztlons governing the subm:ssron of chemrcal compounds to phar—
“maceutical companies for screening purposes, including a provision that the Government shall reserve a

‘nonexclusive, irrevocable, royalty—free l:cenSe with the power to sublicense for all Gouernment purposes
: One conostlon specnﬁed that R o : o _ o :

"The pharmaceutlcal company shail be permltted to obtam patent rrghts to new uses
of compounds developad at its own expense, except where the grantee contributed or
participated in the conception or reduction to practice of such new use. . ., or where
such new use is within the field of research work suppotted by the grant."

Representatives of the Pharmaceutical Manufacturers Association (PMA) advised us that, because of un-
certainty concerning the interpretation of new use rights, its members had declined to sign the patent agrea-
ment and had discontinued screening and testing services for compounds prepared under NiH-financed re~ .
search, Officials at two pharmaceutical firms, with whom we met to discuss problems involved in providing
screening and testing services for NIH~supported investigators, informied us that they had considered ex-
clusive invention rights to be necessary to permit recovery of research and development costs and that
assurance of invention rights was not provtded in the 1962 patent agreement.

We found that during recent years HEW has considered a number of changes in its patent agreement adopted
"in 1962 for use by grantees in connection with compounds to be submitted for screening and testing. Dur=
ing fiscal year 1967, while our review was in progress, HEW prepared a revised patent agreement which
was intended to clarify the rights of the contracting parties. This agreement differs significantly from that
originally required in 1962 in that it does not restrict the tester's rights of ownership to new uses of com~
pounds which it may discover at its own expense without the participation or suggestion of the PHS investi-
gator even "where such new use is within the field of research work supported by the grant " '

Representatives of the PMA advised us that, although recognizing that the proposed agreement would not
solve all problems in this complex area, they endorsed it as a progressive measure, They pointed out,
however, certain ambiguities which they believe require further clarification, in particular with respect to
the rights of a tester who develops at his own expense a first utility completely unrelated to the subject
matter of the grant and with respect to the interpretation of the term “co~inventor" as it applies to the rela-
tionship between tester and grantee, when the latter asserts a r:ght because of hrs prlor suggest;on of pos—
szble medicinal value of large fields of co*npounds : : - )

- Because of the relucfance of pharmaceutical firms to sign the patent agreemem adopted in 1962 a review
was made by the NIH committee on Biological Testing which in its May 1962 report stressed the urgency
of deveioping biolegical testing facilities in academic institutions. : :

The report of the NIH committee stated that the patent regulation was "depriving m._dlcma! chemists of the
most important source of help in determining biological activity." The committee agreed to compile a list
of testing facilities and, as a result, an NIH booklet "Biological Testing Facilities” was published in
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' ._Health d;scontmued its services in 1964,

September 1963. The bool\let contained only names of aoademsc institutions, commerc:al and nonproﬂt
- laboratories, and Go¥E facilities. Representatives of severaipharmacsttical firms advised NIH ™™
-that; € of the provisions-in the patent agreement concerning the determination of :nvent:on nghts, it

wourld not be adwsab!e to include the names of their firms in the booklet e 1F

In commentmg on -Government~ supported testmg faf:lhtles, such as those that eX|st for cahcey or ma!arla,
grantee investigators generally agreed that they provide adequate screening and testing services in their
particular disease area but pointed out that they do not provide for the necessary broad-scale screening. .
For example, an official of the National Cancer Institute has stated to us that the Cancer Chemotherapy -
National Service Center (CCNSC} does not send left-over compounds received from grantee investigators
|| to other laboratories for testing in other disease areas but relies on the grantee investigators to obtain such
" services. Moreover, Government facilities are not available in all disease areas, and one which had been
included in the NiH booklet, the Psyohopharmacology Service Center of the Nat(onal lnst;tute of Mental

"Commerc;ai and nonprof;t testmg Eaborator:es offer Sc:reenlng and testmg ser\nces both drreot!y to grantee
investigators and indirectly as contractors for Government testing facilities.: Direct tésting services are

" usually limiied to the tests requested. A letter from a commercial aboratory to one of the investigators we
_interviewed indicates that broad screening is available but that only-limited tests on humans are performed
'as the laboraLory 15 basmally a se,\nce orgamzatlon not concerned vnth drug development N S

Grantee mvestlgators may also .obtam screemng and testmg services from academlc co!leagues in other
health-related disciplines, such as pharmacology and physiology. However, 10 of the investigators con-
tacted told us that these services were limited in scope and that there were delays in receiving the results;
limitations result from the fact that their testing needs do not always correspond to the independent research
programs 0f their colleagues. We also have been informed that academic testing services do not provide
the screening and testing necessary to develop promising compounds because their emphas:s is on sclentif:c
: knowledge and not on ut;llzat:on . L : : :

FhkR kK kX

.Cho-nge. In Direction Of Research

We found that, within the broad terms of the grants, several grantee investigators have redirected their re-
search efforts away from the objective of developing compounds having potential new medicinal value in the

“prevention and treatment of human disorders, Some investigators are concentrating on basic chemistry
studies even though they had originally proposed to prepare compounds with potential medicinal value in
several areas of health, We were advised by other investigators that, because of their awareness of testing|j
problems encountered by others, they intentionally directed their research -around the need for testing. The
following cases illustrate the chang'es being made in the direction of the research effort in certain medicinal
chemistry grants as a result of the dlffseuh:les heing encountered in obtammg adequate screening and
{esting services. :

1. At one university an investigator received grants of about $49,000 during the period'1962—66
from NIGMS . The investigator was preparing various kinds of potential medicinal agents when he
applied for the PHS grant. In his application the investigator stated that he planned to obtain
screemng and testing from a pharmaceutica] firm, .

Subsequently, he received a commitment from the firm.for these services, However, in May
1962, the firm advised him that it was opposed to the signing of the patent agreement required
by PHS The investigator made alternate testing arrangements with a commercial testing labora-
tory and later with a university pharmacologist for specific types of tests, but not for broad
screening. The investigator has informed us that he is currently interested in the study of how
drugs work and that he is studying specific drugs whose medicinal value is already known rather
than concerning himself with deveiopmg new drugs. : :

2 . Another investigator, who received grants of about $66,000 for the penod 1962-66, proposed
in his initial grant application to submit his compounds to routine screenmg in order to obtain as
broad an evaluatlon as possible. R . . J
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‘The investigator stated that his attempts to obtain screening and testing from the pharmaceutical
- industry were unsuccessful and that he finally made arrangements with a university pharmacoiogist
- who provided limited services. The investigator informed us that his current research goals were:
limited and that his testing needs were also limited. He said that the broad testing proposed in
‘the original grant application was still valuable and that, |f lt had been obtamed from mdustry, the
o dEI’ECtIGi’i of hxs research m:ght not have changed : : ne D ,

On the basrs of the several grants rewewed by us and of d:scussmns w1th grantee mvestlgators, 1t appears 3
to us that the difficulties encountered by grartee investigators.in obtaining adequate screening and testing .
-of compounds have adversely affected the achievement of important objectives of research grants in medici--
“nal chemistry. These difficulties, which many of the investigators attributed to the inability to obtain the
cooperation of the pharmaceutical industry and the unavailability of adequate alternative sources of screen-
ing and testing, also seem to be related to certain problems in the administration of HEW regulat;ons con-
cerning invention rwhts, wh:ch are d;scussed in the subsequent saction of this report. S

: lencuihes In Administration Of Requtuhons Concernmg lﬂvenhon Rtghis

We noted certam d:fficulties in the admm:strauon of regu'atlons concernmg mventson rights wh:ch needed
‘resolution to facilitate the development of grantee investigators' discoveries of potential new drugs. These
.difficulties involved the determination of ownership and disposition of inventions conceived under PHS
grants for research in medicinal chemistry, whichk we found was a factor contributing to the reluctance of
~the drua industry to provide screemng and. testmg services to NIH supported mvest:gators S

4lt is the genoral pohcy of HEW that the resuits of Depa tment sponsored research shou!d be made wnde!y, -
wromptly, and freeiy available to other research workers and to the public. At the same time, the policy:
recognizes that in some situations, and pasticularly where commercial development of inventions will be .
costly, the public interest can best be setved if a developer is granted some exclusivity for a limited time,
However, we were advised by HEW officials that, in view of an opinion of the Attorney General (34 Op. -
A Atty, Gen, , 320,328 (19240, HEW could not quarantee exclusive licensing of inventions. HEW of- -
|l ficials told us that this opinion generally had been interpreted as holding that agencies Wx—'

'ciuswe l1censes under_g*ggevnment—owned patents wsthout specific staiutory autf*om;

HE W regunataens (45CFRE) require that all mventions ansmg out of activities suppOited by grants snall be.
prompily and fuily reported to the agency. The regulations, as quoted on page S-34, permit a utilization

~of the patent process in order to foster adequate commesc:a' development to make new inventions widely - |

| available to the géneral public. The regulations specify that determination. of ownership and disposition of
invention 'rigé’;ts may be made by either the responsible official on a case-by-~case basis {sec, 8.1@) or,
except for fereign rights, under blanket “institutional agreeme nts"..by grantee institutions whose policies
-and procedures have i oeen approved by HeW (sec 8 1(13)) T e AT S

The requlations (sec. 8 2} provide four crltena for use by the respons:b!e HEW official in determmmg dis=.
position of rights under section 8.1(a). One of the criteria (sec. 8.2(b)) states that an invention may be
assigned by HEW to a "competent" organization if it will be more adequately and quickly developed for
widest use; provsdmg there are adequate safeguards agamst unreasonable royaltles and represswe prac-
tices. : . :

in accordance with the general policy concerning puhlication or patenting of inventions, we found that HEW
generally fellowed the practice of disseminating the results of PHS-sponsored research to other research -
workers-and to the public through publication, Publication has the effect of making the results of research
free[y available to all interested parties and, subject to existing patents, permits nonexclusive expioitation
of the discovery. However, we have been advised by representatives of the pharmaceutical industry that,
since commercial development of new drugs is generally costly, the mdustry will not undertake this deveiop-
ment unless some form of exclusivity can be obtainad, : :

During our review, several grantee investigators informed us Ehat, in their opinion, publication of the re~
sults of their research was not an adequate means to ensure development of promising compounds into new
diugs. In addition, we noted that in April 1962 the Director of the National Cancer Institute advised the

Surgeon General that it was doubtfu! that the policy of emphasizing dedication of inventicns to the public
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‘through publication would make inventions available or that such a policy would always serve the public
interest, He stated that a no-patent concept delayed the marketing of mventtons hecause there was no

_ protect;on for the mvestment of the devefoper S : T ﬂf) :

, - p
- Qur review showed that HEW had not taken timely action to deuermine}. e disposition of rights to cettain
inventicns and that only limited use had been made by HEW of the aythority provided in the regulations to
~assign invention rights to “competent® organizations, such as gran 2; institutions. We found that, at the
time of our fieldwork in January 1967, HEW had not acted upon_ several petitions which had been recewed .
from grantees for assignement of rights. We found also that, from 1962 throuch June 30, 1965, HEW
_had assigned invention rights to grantees in only one situation ;“NIH records showed that, during the
1962-65 period, grantees had repoited a total of 678ﬁnvent|ons resulting from N1H- sponsored resparch
and that numerous requests had been recewed for assignment of rights.

Assrgnmem‘ Of Invention Ri g’nfs By HEW : : - T A

" Subsequent to reporting mventmns, gramee'orgamzatlons may petition HEW for assignment of invention
* rights on an individual case basis. In such instances pursuant to section 8,1(a) the responsible HEW
official, in accordance with section 8.2(b) of the regulattons may assign the mventton rights to.the

grantee for a {imited period.

HEW officials prowded us with a list of nine petttlons_récewed by HEW from gaéntees that were pending
determination as of January 1967. Two of these petitions had been submitted in 1963, ohe in early
1965, and three others were at least 6 months old. . S

: Umvarsnty and mdustry officials advised us that they were dissatisfied with-the determination of rights
provisions by the agency because the provisions did not provide criteria and guidelines for determining
rights; there were uncertainties as to the determinations to be made. The following case illustrates the
delays and uncertainties mvolved in resolving a patmon for patent rights made by a umvers;ty we visited
during our review: ,.___u__‘

-1n January 1966 a university petitioned PHS for assignment of domestic rights to inventions covering
steroid compounds conceived under a PHS drant. Prior to the petition the Surgeon General had permitied !
the university to file six patent applications., At [east 14 compames expressed mteres* in licenses for if

> A . _ j
development ?f the umversr.ty“s mv_en-lon-s.. Y U}/Yf 7 JLU/
We were advised, however, by a university official that no company would develop the inventions without
exclusive rights to protect its investment in the development of the inventions. He stated that, as of May
1967, no development work had been done on the inventions by any of the 14 companies. The investi-
gator informad us that he had lost interest in development of the inventions, bacause of the fong delay. In
July 1967, 18 months after the petition, the Assistant Secretary for Health and Scientific Affairs assign-
ed domestic rights to the university and stated that the pubhc interest wau!d best be served by eprditmus

development of the mventtons

Statements made En 1965 by two organizations fepresenting university administrators stress the importance
‘of assigning invention rights to universities at the time of awarding research grants or contracts, The
Patent Policy Subcommittee of one organization! stated in a position paper that the public interest could
best be served hy encouraging educational institutions to assume the responsibility of furthering public use
of the inventions of their faculties and recommended that universities be permitted to establish the licensing
arrangements necessary to encourage private compame., to invest in the dnve!opmem of pharmaceutical dis-

COVEl‘teb

The Chairman of the Subcommittes in commenting.on the position paper adivsed the crganization's exscutive
secretary that the necessity to petition the sponsoring agency for the right to patent an invention, and to
-justify each such petition onan individual basis, introduces substantial delay and a profonged pe.md of

Usacertamiy
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“marks, and Copyrights, Committee on the Judiciary, which stressed that granting invention rights to uni-
- versities at the time of contracting would eliminate delays in the development of discoveries and the dis~ ,
semination of research knowledge and would assist the sponsoring agency charged with the task of promoting

_ During our review, we requested HEW to provide us with information concerning the current status of its

~ This information, provided to us in November 1967 showed a marked increase in departmental actlons, m-—
W
asmuch as HEW: : T :

'._/S

* We found that HEW, in additton to piacmg limitations onthe number of institutional agreements being ap-

- use of patent agreements should not be required at grantee institutions which are holding institutional agree~

In 196.3 the other organization! submitted statements to the Senate Subcommtttee On Patents Trade-

the fruits of research, This organization also recommended that universities be premitted to use licensing:
incentives to attract industry mvestment in product development (Hearings on Government Patent Policy,
pt 2, p. 645)) . : S C g .

determinations under section 8.2(b), including the nine pending cases shown in its January 1967 listing.

1. Had Signed section 8.2(b) determmatsons, a531gmng mver*tlon nghts to the grantee for a Ilmited
permd, in seven cases. : :
%___________hx

2 Had dectded to “dedicate the mventlon to the publlc in one case.
3, Was evaluatmg addltmna! information rec_ewed on the remammg case,

The information provided to us also showed that, since January 1967 17 other proposals had been sub-
mitted to HEW for 8.2(b) determinations; HEW had made determmations in four cases and was evaluating
the proposals received in the other 13 cases. : '

On the basis of our observations, we proposed to the Secretary that HEW, in l:ne w:th its responsrbllzty,
should direct its efforts toward timer determination of rights to, and the appropriate disposition of, po-
tentially patentable inventions resulting from research in medtcma! chemistry reported by grantee investi-
gators. We belisve that such action would serve the public interest by reducing the uncertalntaes of the

ctomtiie Al fenian bt Ll

S5Ldius 0 ilivanIUll ilynua

e Of lnstltuhonui Agreement;’

P ———
Our review showed that HEW had made onEyJerted use of the regulation permitting the assigning of the
determination of invention rights to grantee institutions whose patent policies had been approved by HEW
(45 CFR. 8.Ib). This regulation has been applied through the use of institutional agreements between
PHS and individual universities, and 18 such agreements, entered into between 1953 and 1958, are
now in existence. At least 34 other universities have submitted requests for these agreements; however,
in March 1967, we were advised by HEW officials that no additional agreements had been approved be-
cause opinions of responSIbIe agency officials differed COncemmg “the value of such agreaiments.

proved, placed limitations on the institutions' administration of the agreements now in existence, because
it required use of the PHS patent agreement. Some agency officials have expressed the opinion that the

ments and that greater use of institutional agreements would help alleviate prob!ems in ohtaining screening
and testing services by pharmaceutlcal companies. .

Informatlon obtained during our review shows that mvestlgators from at least seven of the um\rers;tles
holding agreements with PHS encountered difficulties in making screening and testing arrangements with
pharmaceutical companies; becuase of the required use of the PHS patent agreement . The following case
1Hustrates probiems encounteTﬁen 'screemng and”testmg arrangements were sought:

In November 1962 the chairman of the patenf board at a university holdmg an mst:tut:onal agree~
ment advised an investigator, as well as university administrators, that PHS preferred to have
investigators obtain screening and testing for their compounds from commercial laboratories not

'American Gouneil on Edveation.
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"-engaged in the tﬁanﬁfactﬂring businese. Testing fees were to be charged to the grah't . The
chairman pointed out that he had: S SR . - _

Mhekk protested this and other recent actions of the USPHS in issuing dlrectwes
requiring compliance on matters contrary to established procedure within the uni-
vers:ty and the university's mststutlona! agreement with that agency *#%% "

On two occasions the untversxty ad\nsed the Deputy Surgeon General that fees for the required.

testing would amount from about $30,000 to $50,000 and would consume nearly all the funds
~of the grant. The university recommended action to permit the use of the free services of the.

pharmaceutica! industry. The Deputy Surgeon General replied that although there was merit

in this argument, PHS had no a!ternatwe but to use the amended patent agreement clause on

screening compounds : :

On the basis of our observations, we proposed to the Secretary that H-E-W clarify the intended use of in-
' stltutlona! agreements and review the necessity for requiring the use of patent agreements by grantee mstt-—

-tutions whose patent pOlICiES had laready been approved by H~ E-W
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