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Each y(!~r grants for research in medicinal chsmistrv are ilward::d ~y the 
Nation;;l Institutes of Health of th:::! D2jJi!rt-;;2nt of i::oulth, Education, 
and Hl!1far:? (HEI-I) to encounge rt!search and to sti,"ulate ne',1 in';::stiga­
'tions le;;:ding to t:-02 discovery of potential drugs for use in the, preven­
tion and tl"eatment of diseases and disabil Hies of man. 

,About $53 r.1111ion \,:J.S expend:::!Q on such gr ... nts during thl! 19G2-G7 period. 

"The General Accounting Office (Gr,O) noted thilt difficulties wet'e 
\~ncounte;--;::d in obta i ni ng neCClSS<l,y testi ng of ccmpoUilds pl"epared 
:-certain of tf:~ gn:its. "dver~21y affecting tli~ useful illeSS of the 
. ·9r~. Gi.O therefore examined into these difficulties. 

'.i: .. " . 

being 
under 
pro-

. ,., 

· '~ .. "tF.Il!DIilGS AIm CO:7C['USIO!!S , . 
· . 
. -, :-

• ".' . 

- . : ., 

· .. 
: j 

<~ny research investigators \·:erc unable to obtain the 5:creenino and . 
.J:t:esting s~iviccs cO:1$id~red n::i:8:Silry to d;:;temine the uS2fuln2SS of 
-.·.co.llpolmds prepared ouri ng thei r research tC:':~rd the deve 1 cpment of ne\~ 
,drugs. 

"'Investin:;tcrs stated that since 
,~:··'patent procedures. they \'lore n:J 
. the ph;;l7.12.ceuti ca 1 i r.dustry and 

; .. ~>:~""'ere available. 

1952; when the Department revised its 
longer abi.e to cbttiin the cocp:;l··aticn of 
that no caJequate substi tute servi ces 

.. ::··,Althou~h th2 research efforts in medicinal che:nistry provide useful 
c' scientific infor.n;;ticfl, they do not achieve th~ir optif'iu;n benefits 1T 
.:,,compounds are not scre~ned c:nd t~sted to ascertain their pote:1tial me­

.'. ::cdicinal value in til~ treatment and cure of disease: 

.::t;AO identified sp:::cific ex<:mple$ of the difficulties t:hich the in\'esti­
' .• gators Here encounteri nl] and noted that as a result scme inves ti g<: tors 
.. were redirecting th2ir research efforts aI'lay from ?rug develop::1ent. 

GAO noted also certain difficulties in the 2c;ninistration of H!:H t'cgula­
tions cO:1cerning invention ri9~ts which needed resolution to facilitate 
·the discovery of potential nc.·/ drugs. 

• • • • • • 
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tJle Secretary of H~<.1th., Educ<:ticn • .and llelfare should: 

'>-Effect more tir.1'~ly deter.:i1n::.tion of rights to potentially patentable 
""":"inventions in o,der to rf:d:.::::; uncertainties. 

-.:t:larify circu:nst",nces unG~"::hich thC! d~termination of invention 
-rights m~y be r.:~.C" by gr.:,!t;:::e instEuticns whose patent policies 
,nave been approvc:u by HEll, 

; ..•. ,. ,,"'. _.' .~- .. ~-

,:AGENCY ACTIons 

HEW stated that the fnllo\1in€, I~~<:sures h,,1 been or would be taken to en­
,courage screening ar:d testinJ oT new CC:i:~<:'\Jnds: 

" ' ,;,::--.Use of a revised ptent i1g;-::l:'':!ent b::i.'-ie~n investigator and screening' 
,',and testing org::;-;i;::z:tion; 

-....;use of a revised standard ir.stituticn;;l patent agre8'l1ent; 
, ' 

C"c ..... More expeditious determin~·t i~n of in-~t:;:tion rights; and 

, -.-lssucmce of a cc:npochensi\''? state.",,;r: ()f the HEll policies and re­
"'(~., ->quirc::ents regilnJi ng the $c!'~enin:: .In;.: testing of ccmpounds. 

,. . ... 

'}~7SSUES FOR FT./Ftl.'HER COr.SIIX:;:~?/TICN 

.cln addition to the fn'egoin~ c:;::sures. t:·~ 5ecl"etary of Health. Educa­
,,:'tion. and ~!::lfare shouid de\::;i'~,~.' and pu~ ):1to effect such po1icies :lnd 
-,c,procedul'es as are nc-:"ssary l.r: p;-o'lid~ ;.d,,'pute scr2ening and testing of 

." ""~-:compounds to facili ~"te the d,::;·!e1o;:mer.-:: M potenti<,l drugs for the pre­
",~Nention iwd treatment of hu:;i;01 disease::; ;. •• ct disabi.1ities, 

,:}LEGISLATIVE PROPOSALS 
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':COMPTROLLER GENEr<AL' S 
,,'" ,l'.EPOll1' TO :rBE CO.'1CEESS 

,.';pnOSLa! AREAS /\f'FECTING USEFUU1ESS OF 
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filii THE REVTEW WAS MADE 
, , 

, : 
Each year grants for research in m~dicinal chemistry are al'larded by the 

"National Institutes of Health of th:! D2partr.2nt of Health, Ed~c<:tion, 
'"and Welfare (HEIi) to encour;;geresearch and to stimulate nett investiga-

tions leading to the discovery of potential drugs for use in the preven­
,Uon and treatment of diseases and di sabil Hies of man. 

<About $53 million was expended on such grants during the 1962-67 period. 

;The General Accounting Office (GAO) noted that difficulties \':ere 
encountered in obtaining n2cessary testing of cc~;::ounds prepared 

,/certain of the grants. adversely affecting the usefulness of the 
':.gram. GAO therefore examined into these difficulties. 

:;;PIllDnlGS AND CONCLUSIO:lS .. < .. .-

being 
under 
pro-

;.Many research investigators \':ere unable to obtain the scre"ning and 
;.:testing services considet"ed necessary to determine the useful ness of 

';,;eompounds prepared ouri ng the; r research to:1ilrd the deve 1 o~,;"ent of new 
',;;drugs. . . 
"":investigators st<lted that si nce 1962. when the Department rev; sed its 

,,','patent procedures. they \1ere no longer able to obti!in the cOr)Derrrtion of 
,thephannaceutical industry and that no adequate substitute services 

, 'were aV!iilable. 

,.Although the research efforts in medicinal che:nistry provide useful 
"s'cientific information. they do not achieve their optimum benefits if 

"-compounds are not screened and tested to ascertain their potential me-
"dicina 1 value in the treatment and cure of di sease. " 

. c,;(;AO identified specific exaillples of the difficulties which 'the investi:' 
:gators tlere encountering and noted that as a 'result some ,investigators 

, : .. 'Were redirecting their research efforts a~Jay ,frem drug develq;;r.ent. 

~AO noted also certain difficulties in the ad~inistration of HEW regula­
:t1ons concerning invention rights \'Ihich needed resolution to facil itate 
'the discovery of potential new drugs. 
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. CO/·!PTROLLER CEJ':E.'Vl.L' S 
'·./lEl'ORT TO TlIE CDi;CRESS 

. JIll! THE REVIEr. W:S NADE 

"' .. . ~ . 

.' 

c·,pROBlEH ',~REJ\S J\FFECTH:G USEFUU!!:SS OF 
• c • ,RESULTS OF COVErm:mn -S?mISORED RESEARCH 
"·;1" MEO!CHIAL CHEHlSTRY B-164031(2) 

".'-. . 
. '; 

., . 
:., .. ,,'. , 

• . 
• 

Each year grants for research in medicinal chemistry are awarded by the 
National Institutes (if P.!!alth of· the Depa;'tr.1ent of H~alth, Education, 

.and Voelfare (HEH) to encourage research and to stimulate new investiga­
tions leading to tho':! discovery of potential drugs for use in the preven­

.. tion and treatment of diseases and disabilities of man • 
. 

. About $53 million \~as expended on such grunts during the 1962-67 period. 

'the General JI.ccQuntin'] Office (GAO) noted that difficulties \'Iere being 
·encountel'cd in obtaining necessary testing of cC::1pounds prepared :mcier 
.certain of t~e gr<:nts. adversely affecting the usefuiness of the pro­
'gram. Gr.o therefore exalnined into these clifficuities. 

. . 

<·:¥.any research investi(:!ators tlere unable to obtain the screening and 
. ··."testing services consici:=red necessary to dc>termine the usefulness of 
··;".;~ompounds prepared dUl'i ng the; r research tOl'lard the development of n"w 

,,drugs. . 

_,Investigators stated that since 1962, vlhen the Department revi sed its 
... ::patent procedures, thzy ~Iere no longer abie to obtain the coopar<:tion of 
. ~"1;he pham3ceuti ca 1 industry and that no adequate subs titute servi ces 
':'·;:Were avail.able. 

." ..... 

"';'Although the research efforts in medicinal chemistry provide useful 
:,:-scientific infonnation, they do not achieve their optimwl1 benefits if 
,'t:ompounds are not screened und tested to ascertain their potential me-

"-dicinal value in the treatment and cure of disease. -

:GAO identifi:!d specific examples of the difficulties which the investi­
gators I,ere encountering and noted that as a result some investigators 

':were redirecting their resc;::rch efforts away from drug development . 

.'GAO noted also certilin difficulties in the administration of HEW regula­
tions concerning invention rights \~hich needed resolution to facilitate 

'the discovery of potential new drugs. 

~' .' '. 
'. .. 

1 
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.. ~ llECO;,:J.tF.I~'D_4.TIo;lS OR SUGGESTIOJ;S 
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,';" ..• ' , ;~,;:The Secretary of Health. Education. and ~le1fare should: 

, .... ;., . 

,-

', .. 

" 

. 

""";£ffect more timely determination of rights to potentially patentab12 
.Inventions in order to reduce uncertainties. 

:--Clarify circumstances under tlhich the determination of invention 
-rights muY be mude by grantee institutions whose patont policies 

; have been approved by HEW. 

, ~ . . ;AGENCY ACTIONS 
.... , ...... . '. 

't 

flEW stated that the follo\~ing measures had been or would be taken to en .. 
, >~:c,courage screening and testing of ""W co:npounds: 

" .' .:-4Ise of a revised patent agree;nent bet~leen investig~tor and screeni;:: 
~nd testing org<'.nization; 

. ,.. .... "; .. : .. 
·--Use of a revised st,mdard institutional patentagree.l1ent; ,,". ' 

' .. :-..: 

,', i" '·~re expeditious detennination of invention rights; and 

;,. 'i-Issuance of a cc:nprehensive statement of the HEW policies and 
,;",(juire;ilents regarding the screening and testing of compounds. 

re-

: In addition to the forego; ng rr.eilsures. the Secretary of Health, Educa­
,-:tiQn. and \·Jelfare shOUld develop "oct put into effect such policics ar,,, 
,'procedures as are n2cessary to provide adequate screening and testir.9 c 
,··co:npounds to facilitate the develor;uent of potential drugs for the pre­
'vention and treatment of human diseases and disabilities • 

~' ' ... ~ . . LEGISLATIVE PROPOSALS 

. -·flone. 
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,The General Accounting Office has examined into the 

.' .. : ..... ' 

.. administration of grants for research in medicinal chemistry 
:awarded to public and private institutions by the Department 
of Health, Education, and Helfare (HEH). These grants "'{ere 
e.dlllinistenid by the Natibnal Inst itutesofHealth (NIH) as 
'a constituent bureau of the Public Health Service (PHS) 
until April 1, 1968, when NIH ,.as established as a separate 
operating 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 Accounting and Auditing Act of 1950 
(31 U.S.C. 67). 

'. :Dur review "'!as directed primariiy toward departmental 
. policies and procedures and practices of NIH and other cog­
nizant organizational units of HEW for facilitating the 
.achievement of research objectives in the potential develop­

.,'.lIlent of drugs and obtaining optill!Ull1 benefits tC>'lard the 
. treatment of diseases and.disabilities of man. This partic­
"cUlar aspect of the administration of grants for research in 
-medicinal chemistry was reviewed by us because ',e noted in-

. ,dications that ce~tain university research investigators 
. were having difficulty in obtaining suitable means for 
screening and testing compo1L~ds prepared by them for further 

·development into useful medicinal drugs. The scope of our 
. Teview is described on page 33 of this report • 

; .. 
:,':;;,13ACKGROUND 

'Under the Public Health Service Act .( 42 U. S. C. 241), 
HEW has broad responsibilities to' promote and coordinate re­
search in the field of health and to make information con­
cerning such research and its practical application avail­
able to the public. Under this authority, the Surgeon Gen­
-eral, through NIH, has made 'grants-in-aid to support re-

. search in universities, colleges, hospitals, laboratories, 
and other public and private institutions. Medicinal chem­
istry is one of the important research areas supported by 
Federa 1 grants. . 
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:;.,,'CENERAT> INFORNATION ON MEDICINAL CHEMISTRY GRANTS 

, .. ,' '" ," 'NIH has tlVO Medicinal Chemistry Study Sections respon­
.:,,~:~,~:,',sible for the scientific revie\o; of grant applications and 

:£or recommending those areas in which research in medicinal 
·,chemistry should be performed, According to NIH statistics, 

, , ' ,', "'.during fisca 1 year 1~67 about 560 grants, totaling about 
~"'::':':'::::'~:'$13 million, .,ere awarded to grantee institutions for su?-

port of research in medicinal chemistry. During fiscal 
',years lS62-67. PHS a\"arded about 3 ,000 grants, totaling 
:"about $53 million, for this type of research. These grants 
'are intended to encourage 'research and to stimulate new in­
vestigations in fields needing eXploration, including the 

:',·discovery of potential drugs that may be developed for use 
,,;:in the prevention and treatment of diseases and disabilities 

"'-:of man • 
. ";'-' 

----

, , 

.. 

, 

Seven of the eight institutes of NIH, together \-lith ths 
";\National Instttute of Mental Health (NHlH),l support medicir.:o.: 
,~emistry investigations in the areas of their own research 
,-"-interest. For example, the National Cancer Institute sup­
:""ports inve,stigations in the preparation of compounds for us", 
',':1nthe chemotherapy treatment of leukemia and oth2r forms 05 

,,'-cancer while support for preparation of compounds for use 
-:in the treatment of hypertension is provided by the Nationa:'.. 
-"Heart Institute. 

"Grants for research in medicinal chemistry are a",ardec. 
"st:oinstitutions in behalf of investigators to support pro-
, ,.gram's which usually involve the preparation of chemical CO::l­

: .pounds. Depending upon the investigators I particular ap­
,:,proach, ne'" compounds may result from either isolation of 
"potentially active substances from natural materials or 
',,:preparation of potentially active compounds from various 

".chemical materials. ~ 

,Development of a compound into a medicinal drug in­
.-' "volves numerous steps l\'hich can be broadly classified as 

: .. -screening and testing. Screening involves a determination 

':~e NIMH grants included in our revie", were awarded when 
• NUill was a part of NIH. On January 1, 1967, Nll-m was con­

stituted as a separate bureau • 
• 
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'.~'Of biological activity and potential usefulness .of a com­
"peund. Screening may be, provided in two, general categories, 
'bread screening and specific screening. Bread screening 

'--is generally designed to evaluate many compounds quickly and 
, te reveal biological activity in areas that may need more 

specific screening. Specific screening is designed to pre­
vide preliminary data en the utility of compounds" ,which is 
used to support an investigatIonal new'drug 'application to 

-"the Food and Drug Administration (FDA). 

~ Compounds which indicate activity in an area of, partic­
ular interest are subjected to testing to obtain further in­
'formation. Testing is generally conducted in tlvO phases--' 
first on animals and then on humans--and is designed to pro­
'vide the data necessary,to support a ne",' drug application 

~. ,:.-.-to. the FDA. 

Facilities for screening or testing compounds such as 
',',-!:hose prepared under NIH-supported research cOr.1prise four 
~~enera1 sources: Government test services, commercial and 

'---- -.nonprofit testing laboratories, academic institutiens, and 

• 
i' 
" 

I 

f( 
: 

~he pharmaceutical industry. The principal Govern~ent test 
--,services used by NIH are the Cancer Chemothe-::-apy National 
'Service Center for cancer chemotherapeutic agents and the 
-Walter Reed Army Institute of Research for antir.1alarial 

__ .~agents. The findings discussed in this report contain spe­
_' ,;cific comments concerning the availability and adequacy of 

:::othe several ~ources of screening and testing services. 

:>PATENT ASPECTS OF HEDICINAL CHEMISTRY GRANTS 

'The scientific and technological advances resulting 
frem NIH-supported research activities frequently include 
patentable inventions, such as potential new drugs. These 
,inventions are subject, in general, to the provisions set 

,--ferth in the President's 1963 overall Statement of 

~e terms screening and testing are often used inter­
'changeably. In subsequent sections of this report. the 

terms are used in accordance with the usage made by in­
vestigatqrs and by ethers interviewed by us • 
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,_,>5:Covernment Patent Policy ,and are governed, in particular,' 
,,_ by HEW's patent r:egulations. 

"'''- , -'>-m October 1563, the President issued a Statement of 
",:::>-:COvernment Patent Policy which provides that the Goverru'l1ent 

, be, responsible for full exploitation of inventions for the 
--,public benefit. This_ statement of policy seeks to protect 
,:the public interest' by encouraging the Government' to ac­
quire the principal rights to inventions in situations whe::­
the nature of the ,.,ork to be undertaken or the Govermnent'" 

,'past investment in the field of work favors full public ac-
, cess to resulting inventions. Specifically, the statement 

--.-- - 'calls for the Government to normally acquire the princip&l 
:-or exclusive rights to inventions resulting from research 
"which directly concerns the public healtn or public welfa:;:-e 

'-on the other hand, the policy recognizes that the pub-
, ,,;'lie interest might also be served by according exclus ive 

:'commercial rights to the contractor in situations ,.,here the 
,.,:;COntractor has an established nongovernmental cOl!llnercial 
,j>Osition and ,.,here there is greater likelihood that the in­
"Mention would be ,mrked and put into civilian use than ,,,c:.;.l: 

":,:be ,the case if the invention ,,'ere made more freely availabl' 

-'-:The HEyT patent regulations in effect since 1955 spec:'::-: 
'r;cthat the results of research supported by grants shall be 
,-,-"used in the manner lVhich will best serve the public inter2s: 

, __ '/l'he HEW' patent regulations as contained in the Code of Fed­
":","-eral Regulations (42 CFR, pts. 6 and 8) provide: 

.. "," 

'"'.'*** in some cases it may be advisable to permit 
,::a utilization of the patent process in order to 

-.:-'::£oster an adequate coinmercial development to make 
" ,\,;s new invention vlidely available. Moreover, it 

--:,is recognized that inventions fr~quently arise in 
--,ct:he course of research activities which also re-
,",'Ceived substantial support from 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 anyone source. 
,In all these cases the Department has a responsi­
>bility to see that the public use of the fruit of 
. the research will not be unduly restricted or de-
nied." 
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HEW policies governing the treatment of inventions are 
'cdesigned to afford suitable protection to the public ',hile 
"giving appropriate recognition to the legitimate interests 
of others who have contributed to the invention. The regu­
.lations require that all inventions arising out of activi­
,ties supported by the grants be ,promptly and fully reported 
to the agency. The regulations require'further that'each 
.grant contain a provision that mmership of inventions and 
:disposition of all rights be determined by either the re-

, ,'sponsible agency official or, except for foreign rights, 
the grantee institutions whose established policies and 

,! procedures have been approved by the agency. 

As a conditi~nof each research grant, the Surgeon 
>'General was responsible; in accordance with HEi,' regulations, 

'j,for determining the ownership and disposition of all rights 
,1 ",to any invention reSUlting either directly or indirectly 

I 
I 
I 

. . i C 

,~, 

>from PBS grants; in October 1966, this responsibility was 
transferred to the Assistant Secretary for Health and Sci-

,, ___ ,~tif,ic Affairs, HEW. 

A list of the principal HEH officials responsible for 
"the administration of the activities discussed in this re­
:port appears as appendix I. 
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--.;~,'FIND1NGS AND RECOtll'lENDATION __ ;,-, ,o;:.,:;===,,-:=.;-,,-==c:..:.:.=-=.;~=~ 

. 
<NEED TO PROVIDE I1-1PROVED l'lEANS 

TO FACILITATE SC'::_-E~ln;G Al:~i) TE:STU:G 
'., OF CO?-E)~}:Ji>i['S P:·~:~:i:')Al:ED Ui'Jn:~R Gfu\i'!TS 

Our revie,\-, of the administration of medicinal chemistry 
research grants shOvled -a need for providing improved means to 
-facilitate the screening and testing of compounds prepared Th"l­

~er the grants and to assist in obtaining optim~~ benefits 
" ,from the' research in the form of ne~. drugs. ,. 

'-Yefound that many grantee investigators had been unable 
- --:-'1;0 obtain the screening and testin3 services necessar)' to cle-

--tennine the usefulness of compounds prepared during their re-
':search. ,Although t.1-lese research efforts tend to provide use­

'£u1 scientific infonnationin the area of health-rela~ed 
"chemistry, the usefulness of such research would be gre2.tly 
~anced if the ccmpo~~ds received the timely screeni2g and 
,;testing necessary to dete=ine their potential medicinal val'.:. 

, ,<'m the treatment and cure of human diseases. 

;Grantee investigators at eight of the 10 universities a~ 
,;;'.which our revic"I/ ,~as made have enccuntered difficulties in o'c; 
,:taining the screening end testing services which they belie,'", 
-are essential to the development and practical applic2,tion c: 

-:'-"'Ilew compounds. They told us that previously these services 
'-:;had been obtained from the pharmaceutical industry but that 

"'Since 1962, when PHS revised its patent pL'ocedures and re­
-.,.quired a formal patent agreement, this cooperation h2_d no 
'_,:-longer been forthcoming and no adequate substitute services, 

"had been available. 
- -

'-Prior to 1962, pharmaceutical cOll',panies had routinely 
'··--made tests, at no charge, on compounds developed by grantees 
The companies received several benefits in return for provL: 

,ing the test Services. In general, they acquired certain 
;-rights to the development and marketing of promising compo'..!:-

,-:without incurring the cost of synthesizing the compounds to 
'·"screened and tested • 

.. . --, 
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';'Crantee investigators advised us that .generally screen­
'lng and testing by Government facilities, by commercial or 
nonprofit testing laboratories, and by academic institutions 
had been adequate for determining a specific activity or ef­
fect but that these sources had been found lIDsatisfactory as 

I .they had not provided the broad-scale screening which the 
I,investigators considered necessary for developing synthesized 

compounds into potential ne,.; medicinal drugs. Some investi­
gators advised us that they were redirecting their research 
by concentrating on more basic chemist-ry studies ,.;hile others 
were directing their research around the need for screening . 

. and testing. .._.0 . _ - . -.--
lle found that the difficulties encountered in obtaining 

-.screening and testing services were related to certain prob­
lems in the administration of the Department's regulations 
concerning invention rights which needed resolution. In­
volved here is the determination of o~~ership and disposition 
'of inventions conceived under HEH grants, ~'hich was a factor 
;contributing to the reluctance of industry to provide ser-

. __ -~vices_ to grant-supported investigators. 

I 

I 
i 

· , 
• 

I 
. 

· , 

· . 

On the basis of our observations, we proposed that the 
<Department direct its efforts tmvard timely determination of 
.:.xights to potentially patentable inventions, in order to re­
··duce uncertainties as to the status of invention rights. We 

"proposed also that the Department clarify. the intended use 
.,of institutional patent agreements of which only limited use 
had been made but which appeared to be a useful device for 

1 : ".assigning ownership rights "'hile protecting the public in-

L:~.s~~ 
Our findings on the difficulties encountered in obtain­

ing screening and testing services for NIH-supported grants 
in medicinal chemistry and in the administration of HEW'regu­

'lations concerning invention rights, together with the vie,vs 
of cognizant Government and non-Government officials, are 
further discussed in the follm-ling sections. The Depart­
ment's comments on our findings, which .,Tere furnished to us 
by letter dated March 20, 1968, from the HEHAssistantSec­
retary, Comptroller, are surrunarized starting on page 28 and 
are included in full as appendix II to this report. 
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.. ",;»ifficul ties encount",red in obtaining 
screening <lna tes~il1Z; ~ervices 

Ve discussed w'ith 38 investigators the resul ts of their 
">"'NIH-supported research efforts. Many of these' investigators 

·.infonned us that the cooperation of the pharmaceutical in­
.:dustl:)' generally ended in ~arly 1962 ~'lhen PHS required the 
use of a formal patent agreement ,.,hich was a part of the in-

p.:.... . vestigator's applic2.tion and part of the terms and condition" 
. of the grant whenever a cOJJllTIercial organization bec2l!le in­
<"'valved in the research. The agreement provided that any in­

",.. .;. vention "hich arose or which was developed during the course 
of the ,york aided by the grant "lOuld be referred to the Sur­

"geon General for d(,te=ination as to .,hether patent protec-

. -

. :tion should be sought and for the disposition of rights under 
.. :any patent issued thereon. 

. The provision regarding determination of invention right 
-bas been a part of the imrestigator's application since' the 
'J.;940's. 1-7e were advised by the Assistant Secretary, Comp­
'troller, of HEH t..'I)at the amended patent agreement of 1962 die 

'.CIlot involve any change in PHS policy but that it merely £oy­
':malized in .... riting the relationship and respective rights 0": 

:.·;1:he parties in light or t..'I)e investigator's oblig2.tions to the 
':':PHS under the grant 2.greement. Also, in 1962 PHS s trew;thenc 
:.-its procedures for the required reporting of . inventions . 

. "The agreement contained a nu:nber of conditions governin: 
. : '"the submiss ion of chemical compounds. to pharmaceutical com-
0,· -panies for screenins purposes, including a provision that w~( 

. ,,··.covernment shall reserVe a nonexclusive, irrevocable,. 
,o:royalty-free license ,-rith the. power to sublicense for all Ce' 
,;ernment purposes. One condition specified that: ' . 

,. 

:'1IThe pharmaceutical company shall be permItted to 
",:obtain patent rights to new uses of compounds de-

······:veloped at its ovm expense, exce.pt where the 
:grantee contributed or participated in the concep­
·tion or reduction to practice of such new use .•• , 
.or where such new use is within the field of re-

• ·,','search work supported by the grant." 

• , . 
• 
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Representatives of the Phannaceutical 'Manufacturers As~ 

osociation (PNA) advised us that, because'of uncertainty con­
.. ·cerning the interpre ta tion of new' use rights, its members 

had declined to sign the patent agreement and had discorttin­
-'Ued screening and testing services for compounds prepared 
.uncle.r NIH-financed research. Officials at t,10 pharmaceutical 
finns, with whom 'Te met to discuss problems invol,ved in pro­

'viding screening and 'testing services for NIH-supported in­
.vestigators, informed us that they had cons idered exclus ive 
invention rights to be nec~ssaryto permit recovery of re­
search and development COSeS and that assurance of invention 

.. Tights was not provided in the 1962 patent agreement. 

Ye found that during recent years HEH has. considered a 
··number of changes. in its patent agree:nent adopted in 1962 

.... ·for use by grantees in connection ,dth compounds' to be sub­
·mitted for screening and testi:lg. During fiscal year 1967, 
·while our reviel'T vTas in progress, HEH prepared a revised 

. 'patent agree!r.ent ,·,hich "as intended to clarify the rights of 
.;,.:..-. ··1:hecontracting parties. This agreement differs significantly 

::'from that originally required in 1962 in that it does not re­
··strict the tester's rights of O'Iroe:::ship to ne'\-T uses of com­
',pounds which it may discover at its e,·m expense without the' 
.:participation or sugges tion of the pp.s inves tiga tor even 

-::. 

····where such ne'l; use is within the field of research Hork sup-
''''ported 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 progres-

'sive measure. 'They pointed out, hmvever, certain ambiguities 
. which they believe require further clarification, in partic-
1l1ar Hith respect to the rights of a tester '·Tho. develops at 
:·his own expense a first utility completely unrelated to the 
.;subject matter of the grant and with respect to .the interpre­
tation of t..'l.e term "co-inventor" as it applies to the rela­
·tionship bety,'een tester and grantee, when the latter asserts 
.a right because of his prior suggestion of possible medicinal 
value of large fields of compounds. 

Because of the reluctance of pharmaceutical firms to 
sign the patent agreement adopted in 1962, a review was made 
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::\' :-by the NIHcommi ttee on Biologicat Testing ,,'hich in its Hoy 
'·_~,1962 report stressed the urgency, of developing biological, 

,o<;:"testing facilities in academic institutions • 
. .. '. 

; 

_ 'The report of the NIH corr.:nittee s'ta'ted that the patent 
,·,·:regulation ,,,as "depriving medicinal chemists of the most i1:!­
'portant source of help in determining, biological ac tivity ," 

The conunittee agreed to compile a list of testing facilities 
"and, as a result, an NIH bool~let "Biological Testing Facili­

,ties" was published in September 1963. The booklet contaiu'2Cl 
,·on1y names of academic institutions, commercial and nonprof i::: 

laboratories, and Government facilities. Represent(:.,t:ives of 
-several pharmuceutical firms advised NIH t.hat, because of th2 

'-provis.ions in the patent agreement concerning th2 determlr;a­
tion of invention rights, it "muld not be advisable to in­

:,-,elude the nailles of their firms in the booklet • 

In co;nmenting on Government-supported testing facilities 
,,:'such as those that exist for cancer or malaria, grantee inv2: 
'1t:igators generally agreed that they provide adequate scrcel;li:­

.::and testin8 services in their particular disease area but 
. '''Pointed out that they do not provide for the necessary broc.G, 
".'-scale screening. For exalnp1e, an official of the National 

Cancer Institute has stated to us ,that the Cancer Cherr.:>thec:-C', 
National Sezvice Center (CCi'JSC) does not send left-over co:::­
'pounds received from grantee investigators to other ia"bora-

,c;,tories for tes ting in other disease areas but reI les on the 
·grantee investigators to ob-::ain such services. Horeover, 
,Government facilities are not available in all disease areac: 
and one "'hich had been included in the NIH booklet, the 
Psychopharmacology Service Center of the National Institute 

--"of Mental Health, discontinued its services in 1964. 
-, 

'Commercial and nonprofit testing labora tor,ies offer 
-screening and testing services both directly to grantee' in-

"'Vestigators and indirectly as contractors for Government 
·testing facilities. Direct testing services are usually 
limited to the tests requested. A let'ter from a commercial 
·laboratory to one of the investigators we interviEwed indi-

',cates that broad screening is available: but th", t only 1 im-
1ted tests on humans are performed as the laborator/ is ba­

. slcally a service organization not concerned with drug cle­
':' - ,velopmen 1:.. .. 
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I 
. Grantee investi8a tors;may' 'Z\so ·,pbtain screening and 

. "" .. ,. ·testing services from academic colleagues in other heal th­
. '>-'Telated disciplines, such as pharmacology .and physiology. 
. . ,However, 10 of the investigators contacted told us that 

.1 these services ,.;ere limited in scope and that there were de­
.. lays in receiving the results; limitations result from the 

'factthattheir testing needs do notahrayscorrespond to 
the independent research programs of their colleagues. He 
also have been infonned that academic testing services do 

··,not provide the screening and testing necessary to develop 
promising conpounds because their emphasis is on scientific 
'lmolyledge and not on utilization. 

Examples of inadequate 
screenin~ and testing se~vices 

The following eXlli~ples illustrate some of the adverse 
-"~ffects upon the medicinal chemistry research program brought 

:about by the lack of appropriate screening and testing se::--
' .. ~';'vices_ for the compounds prepared by the research investiga­

-·;tors. -

i 
! , 

t 

1.. An experienced investigator credited with the dis­
covery of at least UvO drugs received a grant 
amounting to about $123,000 during the period 1954 

'. to 1964 from the National Heart Institute for the 
study of hypotensive compounds. During the initial 
period of the grant, at least one highly active 
clinical drug resulted from this research., 

Six pharmaceutical compani€s expressed interest in 
testing compounds for the investigator, and a work~ 
ing relationship was established with one of these 
companies that promised to provide biological test­
ing to the point of clinical investigation. The 
investigator informed us that, subsequent to adop­
tion of tile 1962 patent agreement, the company 
withdrew its testing services and that generally 
all companies now decline to test compounds pre­
pared with Federal support. 

The investigator stateq that adequate 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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··,that he had been unable to obtain any screening for 
u:;;::~.·-'.""'h":. ",.'::'(,::14 other compounds; He said that some testing was 

:' :~';'available at a university medical, school on an ir-; , , , 

.-r~·::'; , _ :_.~-:.,-. 

, :::',regular basis and that CCNSC cancer test resul ts 
Were only indirectly related to his heart research. 

,<,An article published in 1966 in the Journal of 
l'harmaceutical Sciences dis~ussingpotential anti­

':"., hypertensive agents specifically mentioned the prob­
. , ,'lem of inadequate screening in t.'1.is area of resea-;:c~ 
:<:and contained the following conunent concerning this 

'r..,~:::::,";~,::.:~, :.';·;··"':''-''·,':grant: -
.'n c' • 

. 'ron : 

'. ' 

'. 

) 

- , 

'-- .', " , 

'1IO\dng to the difficulty of obtaining 
,·::~screening of compounds obtained under a 

,:-'grant from the National .Institutes- of 
,',:'Heal th, no data are available pertaining 

,.1:0 the possible antihypertensive activity 
",'-of the amino acid." . 

"The investigator told us that, because he could no': 
"-obtain proper screening for his compo1L."'lds, he de­
':~ided not to request a rene\·,al of his heart rese".-::-c 
-;-,grant. 

:~.,During the period 1963-65, grant a"ards total ing 
·about $37,000 were made to an investigator fo:::- re­

'. '-"search in the mental health area. .According to -;:!-. 

,." .. ·'files made available to us, the investigator at­
·tempted to make testing arrangements \·lith tl,O pha:::­
·maceutical firms; however, both firms declinad to 
sign the patent agreement required by PHS. f..:rrar.; 

'lIlents for testing \,Tere finally made w'ith the Psyc:~ 
'::pharmacology Service Center of the National Insti­
tute of Mental Health. 

"~o weeks after the investigator submitted his f;­
,:compounds to the Center for testing, he \i'as noti::' 
by the Center that, due to reductions in its pro­
grams, additional compounds would not be accepted, 
.1Ie informed us that PHS did not suggest any a1 te:::' 
tive testing facilities and that other arran~eme" 
were not made. He also stated that, follOl-ling 1::-. 
1962 PHS requirements for a patent agreement, sci. 
tific information formerly provided by industry 
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<·."DO longer made available to him. He ·explained that 
- . "::y;~::t:he inadequacy of available testing facilities con­

. ''-''~:'l:ributed to his decis ion not to request a renewal 
·,'Of his grant after 1965. 

~3. Another investigator recehred grants totaling about 
$71,000 during the period 1964-66 from the Nat.ional 
Institute of General Hedical Sciences (NIGHS). . 
.About the time of the first aHard an official at 
NIGHS suggested that the investigator have his com­
pound's tested for biological' activity and especially 

. ·,.for antiviral, anticancer, and anticonvulsan.t activ­
'. "1ties • 

. . ··.<crhe investigator explained to us that his compounds 
were of the type that should receive broad biological 

",'Screening. However, the only screening and testing 
;arrangements made were ""ith CeNSC and they did not 
·:provide for anticomrulsant screening. The inves tiga­
"'tOr stated that no Government testing facility of-

. <fered broed screening and thnt no such testing ,."as 
.. available at any of the institutions listed in the 
·NIH booklet "Biological Testing Facilities." He 

.'.stated that he was particularly concerned about his 
inabilit.-y to obtain anticomrulsa.,.,t testing and that 

'TPHS had not assisted him • 

. > ;Prior to 1962 the investigator had sent compounds to 
.-phannaceutical companies for testing. Test results 

·-from one company shm-led that a compound, submitted 
·£or testing in 1955, had been subj ected to at least 
20 different test systems, including several in. the .. 

. area of antic.onvulsants the latest test occurring in 
'March 1966. The investigator stated that the inc.de­

·'·'quacy of his current arrangements influenced his de-
. ·cision not to request a renewal of his grant • 

",4. Since 1959, awards totaling about $141,000 have been 
. 'made to an investigator by the National Cancer In­
·~titute C:·CI). In connection with compounds pro­
'dpced under the grant, the investigator has made 
a.rrangements with CCNSC for anticancer testing and 

'since 1962 has submitted over "100 compounds. His 

'. -
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correspondence wj,th CCNSC indicates that his. com­
pounds might also shm, activity in the treatment of 
mental disease; he info:uned us that, in his opinion, 

:.# ',' . .::~ .. . the compounds· should also. be tested for blood pres­
sure activity. 

( 

. { 

-. 
( 

. 1 ' 

He advised us that attempts t.O make testinr; arrange­
ments throllgh the National Institute of l·f::mtal Healti~ 
were unsuccessful, and he expressed doubts to us 
whether adequate testing arrangements could be made 
with medical school facilities. The only regular 
testing arrangements made by him were with CCNSC, 
although a phannaceutical company had prov'ided some 

. tests in mental chemistry prior to 1962. 1he inves­
tigator stateci that, althol1cih anticancer ectivity is 
the main concern of the NCI, he would li1:'e to obtaiI', 
broader screening of his compounds • 

..... . 

. . 

Change in direction of research 

'We found that, ,vithin the broad terms of the grants, 
::several grantee investigators have redirected their researc~: 
-efforts mlay from the objective of developing cor:l'pounds h,,'.'­
~ing potentiel net, medicinal value in the prevention aDd tr::;c. 
:ment of hurnccn disorders. Some investigators are concent1~a ti-: 
on basic chemistry studies even 'though they had origirv:Lly 
proposed to prepare compounds with' potential medicinal value 
in several areas of health. Ue "Tere advised by othC!r inves-

,tigators that, because of. theoir aI-rareness of testing proble:-:­
.encountered by othel"S, they intentionally directed their re­
search around the need for testing. The following cases il­
lustrate the changes being made in the direction of the re­
search effort in certain medicinal chemistry gra;l'ts as a re-

.. suIt of the difficulties being encountered in obtaining ade­
quate screening and testing services. 

1. At one uniVersity an investigator received grants of 
about $49,000 during the period 1962-66 from NIGi·lS. 
The investigator Has preparing various kinds of po­
tential medicinal agents when he applied for the PE:=: 
grant. In his application the investigilxor stated 
that he planned to obtain screening and testing fro:: 
a pharmaceutical firm • 

• • 
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Subsequently, he received a commitment from, the firm 
for these services. However, in ,Mc:y 1962, the firm 
advised him that it was opposed to the signing of 
the patent agreement required by PHS. The investi­
gator made alternate testing arrangements with a 
commercio.l testing laboratory and later with a uni­
versity 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 "lork and that he is studying spe­
cific drugs , .. hose medicinal value is already kno,m, 
rather than concerning himself with developing ne'" 
drugs. 

'2. Another investigator, who received grants of about 
$66,000 for the period 1962-66, proposed in his 
initial grant application to submit his compounds 
to routine screening in order to obtain as broad 
an evaluation as: possible. 

The investigator stated that his attempts ,to obtain 
screening and testing from the pharmaceutical in­
dustry 'I',ere unsu(:cessful and that he finally made 
arrangements w'ith a university pharmacologist v;ho 
provided limited services. The investigator in­
formed us that his current research goals were lim-

, ,ited and that his testing needs "Tere 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 industry, the direction 
of his research might not have changed. 

On the basis of the several grants reviewed by us and-'of 
discussions "ith grantee investigators, 'it appears to us that 
the difficulties encountered by grantee investigators in ob­
taining adequate screening and testing of compounds have ad­
vers~ly affected the achievement of important objectives of 
research grants in medicinal 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 
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,-$creening 'and testing, also seem to be 

; 
I 
I 

related to certain 
"problems in the administration of HEI:T regulations concern­
cing 'invention 'rights, 'which are,discus:ed in the subsequent 

., .. .section of this report • 
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. 1>iffic\11 ties in n.cministration of .. ' 

. _._ ..... ·reguln.tions concc:r.ning invention rip.hts 

'Ye noted certain difficulties in the administration of 
'regulations concerning invention rights ',hich needed reso1u­
'~tion.to facilitate the development of grantee investigators' 
-rliscoveries of potential ne" drugs. These difficulties in­
,volved the detenllination of o,mership and disposition of 
inventions conceived under PHS grants forresear<;hinmedic­
ina1 chemistry, ,·,hich we found >'las a factor contributing to 
·the reluctance of the drug industry to provide screening 
and testing services to NIH-supported' investigators. 

.' . 

.; ... ..;:: 

I:t is the general policy of HEU that the results of 
.Department-sponsored research should be made "lidely, 
·promptly, and freely available to other resear:ch workers' 
·:and to the public. At the same time, the poliey recognizes 

( 

} 

J 

. that in some situations, and particularly "here cOr:lrnercia1 
development of inventions 1'1il1 be costly, the public inter­
-est can best be served if a developer is granted some ex­

_' .-clusivity for a limited time. HO\iever, >'le were advised by 
. :HE'".? officials that, in view' of an opinion of. the Attorney 
-General (34 Ope Atty. Gen., 320,328 (1924)), HSI{could not 

;"guarantee exclusive licensing of inventions. HEW officials 
,told us that this opinion generally had been interpreted as 

::·holding that agencies may not grant exclusive licenses un­
-,'<ler Goverrmient-mmed patents without specific statutory au-
.:'thori ty • 

REtl regulations (45CFR8) require that all inventions 
c,srising out of activities supported by grants shall be 
'-promptly and fully reported to the agency. The regulations, 
cas quoted on page 6· of this report, permit a utilization of 
·:the patent process in order to foster adeq'..l<lte commercial' 

". '<leve10pment to make ne,·r inventions ,·ridely available to. the 
:.general public. The regulations specify that deterraination 
of o"l-mership ahd disposition of invention rights may be made 
'by either the responsible official on a case-by-case basis 

. (sec. 8.1(a)) or, except for foreign rights, under blanket 
"institutional agreements" by grantee institutions "hose 

. -policies and procedures have been approved by HEW 
(sec •. 8.l(b)) • 

'. .. . , . 
! . . . 
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,The regulations (sec. 8.2) provide four criteria for 
use by the responsible HEW official in determining disposi 
tion of rights under section 8.l(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 ade­
quately and quickly developed for ,widest use, providing 

'-' ·thereare adequate llafeguards against unreasonable royalti 
and repressive practices •. 

In accordance vlith the general policy concerning pub-
'lication or patenting of inventions, we found that Imw gE':-. 

erally follow'ed the practice of disseminating the results 
of PHS-sponsored research to other research workers and tc 
the public through publication. Publication qas the efi:cc 
of making the results of research freely available to all 
interested parties· and, subj ect to existing patents, per::::. 
nonexclusive exploitation of the discovery. Hmvever, we 
have been advised by representatives of the pharmaceutica:'. 
industry that, since cormnercial development of ne" drugs '­
generally costly, the industry ,·;ill not undertake this de-
velopment unless some form of exclusivity can be obtained. 

During our revie"7, several grantee investigators in­
formed us that, in their opinion, publication of the re­
sults of their research 'vas not an adequate means to ens-:...::· 
development of promising compou,,"lds into neH drugs. In ac­
dition. we noted that in April 1962 the Director of the :;0 
tional Cancer Institute advised the Surgeon General that "­
was doubtful that the policy of emphasizing dedication of 
inventions to the public through publication ';'Quld make L 
ventions available or that such a policy '-lOuld a.b,'ays se:' 
the public interest. He·stated that a no-patent concept. 
delayed the marketing of inventions because there was no 
protection for the investment of the developer • 

. '. Assignment of invention rights by HEH 

Our review sho"7ed that HEH had not taken timely acti' 
to determine the disposi tiOl~· of rights to certain inventi 
and that only limited use had been made by HEH of the au­
thority prOVided in the regulations to assign invention 
rights to "competent" organizations, such as grantee ins1: 
tutions. We found that, at the time of our ficld'.vork in 
J~uary 1967, HEW had not acted upon several petitions Vlh 

20 
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l~d been received from grantees for assignment of rights. 
We found also that, from 1962 through June 30, 1965, HEI.J 

"had assigned invention rights to grantees in only one si tu­
,ation. NIH records sho~ved that, during the 1962-65' period, 

,:grantees had reported a total of 6B2 inventions resulttng 
",:from NIH-sponsored research and that nu.'nerous requests had 
~en received for assignment of rights. 

Subsequent to reporting inventions, grantee organiza­
tions may petition HEU for assignment of invention rights 

'on an individual case basis. In such instances pursuan~ to 
section B.l(a) the responsible HEH official, in accordc>nce 
with section B.2(b) o{ the resrulations, may assign the in­
,vention rights to the grantee for a limited period. 

'HE\~ officials provided us with a list of nine petitions 
,'received by HEI·1 from grantees that Here pending determina-

,. ". _:~-::tion as of -January 1967. THO of these petitions had been 
,',;,.,Submitted in 1963, one in early 1965, and three others Here 
:,'at,l,east 6 months old. 

~ University and industry officials advised us that they 
"Were dissatisfied ~'7ith the determination of rights 'provi­
;:.sions by the agency because the provisions did not provide 
·:-cri teria and guidelines for determining rights; there ~'lere 

"Uncertainties as to the determinations to be made. The 
.:following case illustrates the delay s and uncertainties in­

"','-vo1ved in resolving c.. petition for patent rights made by a 
,~.universi ty we visited during our review: 

'In January 1966 a university petitioned PHS for assign­
'llIent of domestic righ.ts to inventions covering steroid com­

'-pounds conceived under a PHS grant. Prior to the petition .. , 
'the Surgeon General had permitted the university to file 

'_six patent applications. At least 14 companies expressed 
interest in licenses for development of the university's 

, ":inventions. 

lie were advised, however, by a university official 
. that no company ~vould develop the inventions \1i thout exclu­
"'sive rights to protect its investment in the development of 
the inventions. He stated that, as of May 1967, no develop­
ment work had been done on the inventions by any of the 14 

.. 
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( . companies. The investigator' informed us· that he had lost 
interest in development of the inventions, because of the 
long delay. In July 1967, 18 months after the petition, 
the Assistant Secretary for Health and Scientific Affairs 
assigned domestic .rights to the university and stated that 
the public interest ,vauld best be served by expeditious de-
velopment of the inventions. • 

. Statements made in 1965 by t,va organizations represent­
ing university administrators stress the importance of as­
signing invention rights to universities at the time of 

-awarding research grants or contracts. The Patent Policy 
Subco~mittee of one organizationl stated in a position paper 
that the public interest could best be served by encourag­
ing educational ~nstitutions to assume the responsibility 
of furthering public use of the inventions of their facul­
ties and recommended that universities be permitted to es-
tablish the licensing arrangements necessary to encourage 

. . private companies to invest in the development of pharmaceu­
/. : tical discoveries • 

....• ( The Chairman of the Subcorrmittee in commenting on the . \ :. 

. position paper advised the orgc.nization "s executive secre­
tary that the necessity to petition the sponsoring agency 
for the right to patent an invention; and to justify each 
such petition on an individual basis, introduces substantial 

. delay and a prolonged period of uncertainty. 

In 1965 the other organization2 submitted statements to 
the Senate Subcommittee on Patents, Trademarks, and Copy­
rights, Committee on the Judiciary, which stressed that 
granting invention rights to universities at the time of 
contracting would eliminate delays in the development of 
discoveries and. the dissemination of research kno .. rledge and 
would assist the sponsoring agency charged ,.,ith the task of 
promoting the fruits of research. This organization also 

lCommi ttee on Govermnent Relations, The National Associa­
tion of College and University Business Officers. 

2American Council on Education. 
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,',Tecommended that universities be permitted to use licensing 
"incentives to attract indus,try investment in product devel­

;:Opment. (Hearings on Government Patent Policy,' pt. 2, 
.c .. p • 645.) 

'During our revie,v, He requested HE~{ to provide us Hith 
::information concerning the current status of its determina­
tions under section 8.2(b), including the nine pending 
cases shown in its January 1967 listing. This information, 
.provided to us in November 1967, shm-Ted a marked increase 
·in departmental actions, inasmuch as HEH: 

- .. , .. 
, ... 

'1. Had signed section 8.2(b) determinations, assigning 
- ·invention rights to the grantee for c' limited pe­

>'·riod, in seven cases • 

. 2. Had decided to dedicate the invention to the public 
: in one case. 

"; ,~-

. '::3. l-Taseva1uating additional information received on 
the remaining case. 

• _,J. 

! 

I 
l 
( 

I 

,,,The iJlformation provided to us also shoHed that, since Jan­
uary 1967, 17 other proposals had been submitted to HE,·; for 
-:S.2(b) determinations ;HEl'[ had made determinations in four 
cases and was evaluating the proposals received in t:he 
.:other 13 cases. 

On the basis of our observations, we proposed to the 
Secretary that HEU, in line Hith its responsibility, should 
direct its efforts toward timely determination of rights 

'to, and the appropriate disposition of, potentially patent­
..able inventions resulting from research in medicinal chem-" 

,.istry reported by grantee investigators. '-Ie believe that 
"such action would serve the public interest by reducing' the 

. uncertainties of. the status of invention rights. 

, . -;Use of institutional agreements 

. ·Our review showed that HEW had made only limited use 
·-of the regulation permitting the assigning of the determina­
tionof invention rights to grantee institutions Hhose pat­
ent policies had been approved by HEH (45 eFR. 8.lb). ,This 
regulation has been applied !hrough the use of institutional 

,. 
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• :i"agreements between PHS and. individual 'universi ties, and 18 
···.such agreements, entered into betw'een 1953 and 1958, are . 

·.now in existence. At least 34 other universities have sub'':' 
, ·mitted requests for these agreements; however, in Ma.rch 

1967, we were advised by HEll officials tha.t no additional 
.. · ... agreements had been approved because opinions of responsible 

..• agency officials differed concerning .the value of such 
agreements • 

. 'We found that HEW, in addition to placing limitation on the number of institutional' agreements bei.ng approved, 
~p1aced limitations on the institutions' administration of 
.·the agreements now in existence, because it required use of 
the PHS patent.agreement. Some agency officials have ex-

""" ::pressed the opinion that the use of patent agreements should 
:not be required at grantee institutions • .;hich are holding 
institutional agreem~nts and that greater use of institu­

,.""tional agreements w'ould help alleviate problems in obtaining 
"..'Screening and testing services by pharmaceutical companies. 

"----,,Information obtained during our review' shmvs that in­
," "" .' ,;"Vestigators from at least seven of the universi ties holding 

"'''''C" " .. ,agree.'TIents ",ith PHS encou,,'1tered difficulties in making 
,,:screening and testing arrangements ' .. lith pharmaceutical com­

·",'~panies, because of the required use of the PHS patent agree­
·AlIIent. The follOWing case illustrates problems encountered 

:;when screening and testing arrangements 'were sought: 

. , . 

\ 

·:;1:n November 1962 the chairman of the patent board at a 
'1lniversi v.1 holding an institutional agreement advised· 
an investigator, as well as university administrators, 
that PHS preferred to have investigators obtain screen­
ing and testing for their compounds from commercial 

"1aboratories not engaged in the manufacturing business. 
, Testing fees were to be charged to the grant. The 
.'Chairman 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
'versity' s institutional agreement with that 
agency ***." ' 

i . . ._ ..•.. 
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"()n two occasions the university advised the Deputy 
'. .__ Surgeon General that fees for the required testing 

";;.,:.,~. __ ,~.-woulcl ar.a-.mt:from about $30,000 to $50,000 and would 
.'r:,,'-::·.'/.,··cConsume nearly ali the funds of the grant. The uni-

'l~.; .. ",o·"Versity recOlmnended action to permit the use of the 
·free services of the pharmaceutical industry. The 
Deputy Surgeon General replied that although there was 

'merit in this argument, PHS had no alternative but to 
i<f".·, .. ·.·use the amended patent agreement clause on- screening 

.. compounds. 

~.-.On the basis of our observations, i-,e proposed to the 
,,"'Secretary that HEI-l clarify the intended use of institutional 
· .. ;,agreements and revie"l the necessity for requiring the u~e 

.. \,.;,.;Of patent agreements by grantee institutions whose patent 
.?policies had alr~ady been approved by HEH • 
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Views of agency officials 
.. " ':and proposed actions 

:;Recognition of problem area 

, ' 

.. ~ . . ".'.-. 

.' 

',,_._-, 

We found that, prior to our reviel." various HEI-1 offi-
-----~craTs-rra·d-e'Xpye"s·e-d-tlyei:J::-vi:'ews_on_pTo'b·rems-c·on·cerni:ng tile-----­

means needed to provide improved screening:and,testing'of' 
compounds resulting from PHS grants for research in medic-
il1al chemistry. Cognizant HEH officials have been a\.,are of 

I.. the difficulties experienced by grantee investigators. in 

. , 

··c 

-arranging for adequate screening and testing of compounds. 
They also recognized that procedures implementing depart­

·····,·.c{Ilent policies had been unsatisfactory and had <:ontributed 
to the loss of screening and testing services formerly 

""., . 

.. 'provided by' the pharmaceutical industry. ' -. . 

·.In March 1963 the Deputy Director of NIH stated in a 
•. ietter to the Director that: 

'·"'.It is becoming increasingly apparent that our 
·.~urrent patent policy does present a problem for 
:grantees Ivho depend upon industrial laboratories 
':for biological testing of material produced with 

"PHS support." 

In August '1964 the Director NIH advised the Surgeon 
'General, PHS, of the need for change in the HEH policy to 

...... ,permit effective collaboration with industry. He stated 
~n the memorandum that, since early 1962, problems had in­

·.c .. 'eased to the point Ivhere a prompt review of the policy 
·appeared necessary. The Director stated that investigators 

'.' '·found the drug industry best able to accumulate the data 
:necessary for the licensing of a nelv drug. . 

'The Deputy' Surgeon General, PHS, forwarded the August 
:19E)4 letter to -the HEH Patent Officer and stated that: 

...... ,*** it is preferable to create conditions that will 
'attract private initiative rather than to undertake 
',complete government financing of the cost of re­
'search and development of all inventions that grow 

. out of the government I s program." 
~ 

26 
.. -............. -. . -..... -,~~-- - .... .. .~ ......... -. 

- \ , 
• 

- - I 

'. ·1 
------~~----_._ ... ___ ~<_«~ •• _._"_, -- ., • ~.~ ...... _ ....... "' .... _._."', ... '" • .,.il>,~, .... ,., ... , ..... .,....."', .....".c .... _. ~=. ___ .... ~ ;:' ... ~:j 



, . . .. 
--- "n· 

. e .)... . ! 

• 
.' T' -.. __ *_' ..... __ ,~ .... '--.~ .• ~' ~.-------.".._ 

. ~ . 
• . ' 
,~ , 

\ .In August 1965 the Director of NIH advised the Subcom-
'lilittee on Patents, Trademarks, and Copyright,s of the Senate 

, :.:".}udiciary Conunittee that: ....... ,'.::.~ .. '. 
, .. 

'~""The uncertainties involved in after-the-fact de-
termination have created barriers for collabora-
tion by the drug indu~try I'lith NIH-supported sci­

~----~--~~--e~n~t~sts ~rr-or~ngLng poeenE1al--th-e~-~p-e~c-~geTItS·----------------~~ 

~,.,'" ·to the point of practical application." 
, . 
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and that: 

. '''Compounds which ShOlv some promise in early 
.". stages of investigation may be of no benefit 

:,.,,':to the public and may not serve the public in-
terest unless clinical testing is undertaken and 

., the resulting drug *** marketed. *** it seems 
'sensible to be able to involve industry in the 
·testing and marketing phases of drugdeyei6pment 

'·:since thesefirI"as already possess capabilities 
",w these areas that would have to be duplicated 
',elsewhere to accomplish these necessary purposes." 

SHEH views of July 1967 

'.In May 1967 we advised the Secretary HEH, by letter, of 
,our findings concerning the problems in obtaining appropri_ 

.,·ate screening and testing for compounds prepared under' , 
Government-sponsored research. We inquired about the steps 
being taken or contemplated within the Department to pro­
,vide improved means for screening and testing compounds re­
sulting from the PHS-supported program for research in 

,medicinal chemistry. ~ 

" 

1 

f 
• I 

In his reply of July 1967, on behalf of the Secretary, 
·the Assistant Secretary for Health and Scientific Affairs 
informed us that, since the responsibility for patent mat­
ters was assigned to his office in October 1966, the Depart­
llIent I s patent policies and adminis'trative practices, in­
cluding the problems relating to screening and testing of 

,compounds, 'had been under continuing review. 

.: .. .. 
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o' .. 
• '.:'.' :The Assistant Secretary mentioned that a private con- . 

. -.~. ".:$Ulting firm was studying.- certain patent problems related to 
··HEW operations in connection with a contract study being un­
.. dertaken for the Committee on Government Patent Policy of 
·:the Federal Council for Science and Technologyl and that 

.' . 

the Department intended to use we study~1"ll:ne forrtiiTratTon-----­
of any changes in policy or administrative practices found 

"( 

. ··to be in order. 

The Assistant Secretary further stated that two steps 
were under consideration to promote screening and testing 

cof compounds identified by grantees: (1) extension of the 
use of blanket institutional agreements and (Z) entertain., 

: :ment of applications by other grantee institutions under 
~ection 8.Z(b) of the regulations for assig~~ent of principal 
rights by HEW to ·such institutions on a case-by-case'basis 

··where it was determined that such action would promote more 
.. adequate and wider utilization of the compounds, including 
·:·screening and testing. Hm·,ever, HEH had reached no' final 

.·>.decision regarding changes in patent policies or iIJ. the 
-- ··;above administrative practices. 

."HEW comments of March 1968 

After we brought the matters discussed in this report 
-·:to the attention of the Secretary for review and comment, 
.:We were furnished with the Department I s corr.ments, by let ter 
·dated Harch 20, 1968, from the HEH Assistant Secretary, 

.' . Comptroller. In this letter (see app. II), we were informed 
essentially of four principal actions taken or being taken 
.by the Department to resolve the. problems related to.the 

. :screening and testing of compounds under HEH-sponsored re­
~'Search. 

-These actions include: 

.1. The use of a revised patent agreement between in­
.·.vestigator and screening and testing organization. 

lEstablished by E..'Cecutive Order 10807, Harch 13, 1959, as an 
interagency body representing the principal agencies with 

( scientific or technical missions. 
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2. HEW has reaffirmed ·that the use of institutional 
agreements, as provided for under Department patent policy, 
'serves the public interest and should be continued. HEW 
'has informed us that a revised standard institutional patent 

-', .... ,". 

, 'C' 
o __ ,' 

agreement, nOl'1 in preparation, will permit the grantee in­
stitution to retain and administer the principal olvnership 
rights in inventions made under Department grants, will 

'clearly define the rights of the parties l'1ith respect to 
such inventions, and \'1ill set forth general gUidelines gov­

,erning the licensing of inventions. ' 
•. t._ .,-. _".-

HEW considers that the revised agreements will go far 
toward solving the problems encountered' by investigators 

'm connection ,with screening and testing and Ivill, at the 
,same time, fully protect the public interest. 

3. During 1967, HEW has made efforts to expedite the 
"'1.ssuance of determinations pursuant: to the provision in' its 

patent regulations that permits assignment of an invention 
to a competent organization on p. case-by-case basis., HEH 

'stated that it was its intent to act as expeditiously as 
, possible on a number of requests pending for such assign­
ment, 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. 

4. HEH has recognized the need for a comprehensive 
statement of the Department's policies and requirements re­
garding the screening and testing o£ compounds arising out 
of Department-sponsored research. HEW has informed us that 
it intends to issue a statement which ,.,ill outline the De­
partment's policies and clearly set forth alternative meth­
ods of obtaining screening and testing services and that it 
will encourage the utilization of Government facilities 
whenever appropriate. 

In sum;nary, HEI·T expressed its recogni t ion that newly 
synthesized or identified compounds resulting from 
Department-sponsored research constitute a valuable national' 
resourCe and that their effective utilization is a part of 
HEH's program goals. HEW has stated that it will continue 
to make such changes in its practices as are necessary to 
foster the fullest utilization of all such compounds, in a 
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1 
~~nner that will protect the legitimate interests of the 
",public, the investigator, 'and the scree.ning organization •. 

·.:Conclusions 

·Onthe basis of information obtained from grantee in-
.,vestigators and cognizant "gency officials, .it appears that 
the usefulness of the HEW grant program for research in 
medicinal chemistry has been 'adversely affected because of 
the difficulties encountered by grantees in arranging for 

. ·:adequate screening and testing services. Although the. re­
search efforts of grantee investigators provide useful sci­

··.entific information in the area of health-related chemistry, 
·optimum benefi'cs are not obtainable if compounds ",hich may 

. "have potential medicinal use do not receive adequate screen-
.ing and testing. . __ 

·1 ' .' ~_._. .. "'_' .,._,,_. .r ..... c .. ·- .,"-' ~. ". ··.l,r eWe believe it is important to note that, in a meeting 
{::with agency officials in June 1966, the President of the 

l ':Vnited States expressed specific interest in medicinal re­
i ~earch and in achieving increased practical results from 
• . ----,. ·odrug research in the form of treatment of diseases. Agency 

' . .'lfl .... ·'.;:officials have advised the President that a major impediment 
'-.. ! ··to these goals has been the patent policy ',hich has made it 

~extremelY difficult to make use of the resources and ser- • 
.vices of the pharmaceutical industry. ,J 

I - ---.---- ~~---------.-- _.- --.. ----,. ---"'. - '-."- .- ..... --,"" ......... -.,....-.. .... ---.'--:-=-. ..-,,..-.. ----
. "Follo\-ling this meeting, the President referred to the 
i «-substantial amount of funds bei,ng spent annually by NIH on 
<i'biochemical research and, afte:- mentioning the role of med-

I 
I 
i 

I 
1 , 

·.:ical research in control of polio and tuberculosis and in 
.. psychiatric treatment, stated: 1 

. 
""These examples provide dramatic proof of what 

·can be achieved if we apply the lessons of re-
· .. ~earch to detect, to deter and to cure disease. 

'The Nation faces a heavy demand on its hospitals 
.. "and health manpower. l-ledical research, effec­
·.tively applied, can help reduce the load by pre­
venting disease before it occurs, and by curing 

. ,disease when it does strike. 

1weeklY~ compilation of Presidential Documents, July 4. 1966, 
p. ·837. 
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"';'~But the greater reward is in the well-being of 
":our citizens. rle must make sure that no life­

:·';'8iving discovery is locked up in the laboratory." 

I't is apparent that HEl" officials have, for some time, 
~recognized the problems discussed in this report ,and we 
have since been informed that remedial measures are under 
way or under consideration, including changes in the patent· 

. ·agreement for screening' and testing purposes I increased use 
,of institutional agreements, and more expeditious assign­
ment of invention rights at the time of grant award. How-

_ .ever, until such time as the contemplated actions have been 
fully implemented, it is not practicable for us to assess 
·the effectiveness of those various measures and to determine 
'whether they \vill enable investigators to obtain adequate 
.'Screening and testing services in connection \dth their HEW­
.c~pported research.activities •. 

-- ·"Recommendation to the Secretary 
of Health, Education, and \·Jelfare 

•. ( 

/. 

. '. 
( 

lie recommend that the Secretary of Health, Education, 
·",.c·and Welfare develop and put into effect such policies and 
~rocedures as are necessary to provide adequate screening 
.and testing of compounds resulting from HEI·T-supported re­
-search in medicinal chemistry to facilitate the development 
:Of potential drugs for the prevention and treatment of 

•. ·-;diseases and disabilities of man. 

\ 
I , 

\ , 
• 

.. 
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-,'SCOPE 
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.. -.()ur revic'. of the administration of HEH grants for re­
'.""--;:: .- 'search in medicinal chemistry included an examination into 
',' ·the pertinent legislation and the regulations, policies, pro­

i ·~edures, and practices of HEll and its constituent organiza-
I "tions, to th2 extent applic.::ble. Our ,·;ork '"as performed at 

{ r' 
\, 

I 
! 
I -, 
I 

i 
.. , 

1- . 
J 
,I 
i , 

i ·the headquarters of HEW, PHS, and NIH, and at selected eci"J-
cational institutions, which "ere recipients of PHS grants, 
in the States of California, Michigan, Minnesota, and Wis-
oConsin. 

We revie"ed selected grants, 'totaling about $4.6 mil­
lion, mvardGd dUeing tha period 1962 to 1967 to 38 research 
investigators at 10 educatior.al institutions. He examined 
the grantees' research progr.s-:ls and obtained information 
£rom the investigators and university officials as to the 
arrangements made or available for screening and testing 

, 
- i 

i 

... new' compounds to dEtermine their usefulness. Our revie,., 
.did not include. an examination of the manner in .lhich the 
£und~ were expended under the grants. :;..---.. 

r 
! 

, I 

I 
t 
I , 
i 

I 
1 • • 
I 
I 

( ,. 

I 

-
" 'Re met \-lith representatives of two pharmaceutical firms 

'Rndof the Pharmaceutical Manufacturers Association to de­
--~-"termine the basis of the industry's actions discussed in 

·:this report. 

~e discussed with responsible agency officials perti­
:':nent aspects of the Department I s policies affecting the ad­
.:·ministration of the grants and possible changes contemplated 
in such policies or implementing procedures. 

.-

. , .. ! 
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':THE DEPARTt-lENT OF HEALTH, EDUCATION, AND ~.ffiLFARE 

RESPONSIBLE .fOR THE ACTIVITIES 

DISCUSSED IN 'mIS REPORT 

. ·oSECRET1.RY OF HEALTH, EDUCATION, 
:JlND 'l-IELF "RE : 

. Abraham A. Ribicoff 
.. Anthony J. Celebrezze 
.. .J.ohn 1-1. Gardner 
'ili1bur J. Cohen 

';;ASSISTANT SECr-.ETAr"ZY FOR HEALTH 
AND SCIENTIFIC AFFAIRS 

,(note a): 
,'Philip R. Lee 

SURGEON GENERAL, PUBLIC HEALTH 
. ,SERVICE: 

Luther L. Terry 
',William H. Stewart 

DIRECTOR, NATIONAL INSTI'IDTES 
"':OF HEALTH: 

.. , .1 ames A. Shannon 

.-.... . 
", .. . 

Tenure of office 
From .12. 

. <.Jan • 1961 July 1962 
·,July 1962 Aug. 1965 
.Aug • 1965 Mar • 1968 

.. 
<Mar. 1968 Present 

. )iNov. 1965 Present 

··";Mar. 1961 Oct. 1965 
,.,Oct. '1965 Present 

-
Present 

&Effectivc March 13, 1968, the Assistant Secretary was given direct aut.horiLY 
·,·-Over PHS and FDA. Effec tive April 1. 1968. t.he func tions previously as­
--.signed to PHS W(-re ass igned 'to two ne ..... op~r2. t ing ag~ncies--the Nat ionn.l In-
. stitutes of Heal th (including tJl~ former Nil! and eel'Lain additional func-
.. tions) and the Health Services and Mental Health Administration (comprising 
.. all other functions previously assigned to PHS). The Surgeun General'was 

llIade t.he p:rincipal deputy to the Assistant Secretary • 

• . 
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DEPARTMENT OF HEALTH. EDUCATION. AND WELFARE 

, ,'WASHINGTON. D,C. =, 

, , ';t)I'Fl~t;: OF' TH~ SI;~RET ARY 

i . 

-

MAR 20 1968 
.: -".~ 

'Dear !1r. Rabel: ". _. 

,',"~he secretary has asked t!lat I reply to your draft 
',,'report to ,the Congress entitled, "r:eview of G:<:ants' 

,for Research in I-ledicinal chemistry, National Insti-
, ,''tutes of Health, public Health service, Department of 

Health, Education, and ~·ielfare." 

"~he effective utilization of the results of Department­
,sponsored reseal:"ch, inclu::Iing any compounds that may 
:be synthesi::!:ed or ident:'fied, is considered to be an 
'~ssential part of the !)cpa::-tml'!nt I s program goals. The 
<problcl"S relating to the screening and tes:;ing of: such 
·>cornpounds have 'been under continuing revie'.·/ '.iJithin the 
',',Department. 30me changes }-,ave been made in our ad1l1in-

j,strative prac,tices and procedures to 'enconrage SUC:l 
'<screening, and additional changes will be macie where 
'",,;found to be appropriate. 

'oWe would lilw to comment briefly on some significant 
"aspects of the draft report and to bring you up to 
,<late on the status of pertinent activities , .... ithin the 

",;J)epartment. The report indicates that investigntors 
',llave alleged that their collaboration 'h'ith the phar.m<l­
,'Ccutical industry for screening and testing gene:!:"ally 
",'ended in early 1962 when, the P~IS re<'luired that the 

,screening organizi'ltion and the grantee institution 
'execute a formal patent agreement. ;':e wi;.,l1 to point 

',"out that this patent agl.'eemEn t did not involve any, , 
.. change in PIlS policy. It mere ly forn:alL-:eu in \'Jri ting 
'the relationship and resI'ective 1:"ight,s of the parties 

"1.n light of the investigator IS o},)ligati':ms to the PHS 
under his g:!:"ant agreement. 
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.,·.:-AS noted in the Report, HEI'! has considered a nu.mber of' 
",,::'changes in the potent agreement required to be signed 
.> .. ,:£or screening. During 1967, a revised form of aqreem2nt 
"<was put into effect, a copy of which is attached. L The 

. ,·form of the agreement cur:::-ently in use differs s~gnifi-
cantly from that originally required in 1962. It does 
-not restrict the tester's rights of ovmership to neVI 
uses of cornp::m!1ds ',:hich it :r.ay discover at its ol-m ex­
pense without the partiCipation or suggestion of the 
PHS investigator even "where such new use is within the 

. field of research work supported by the grant... We . 
unders·tand that restrictions of this type in agreement.:: 
formerly in use .were unacceptable 'to a number of phar;"a­

''':ceutical companies • 

. '. ~ur records indicate that the revised agreement is 
acceptable to so;ue members of the phar;;:aceutical ~n­
iiustry \·;110 are interested in providing screening a:1d 

. testing servicesi and that PHS investigators and pnarma­
::ceutical companies entered into 53 agreements using tI.'1e 
,revised form during calendar year 1967. The form of the 
"xequired patent agreement will undergo further revim'l, 
'and additional chang·es will be made "."here appropriate to 
,assure recognition of the respectivG rights and interests 

,-·of the PHS, its investigutors and organizations perforut­
<~ng screening and testing services~ 

·As noted in the Report, it is the general policy of this 
. ,:;Department that the results of Department research should 
·be widely , promptly, and freely available to other re­
"search I-!orkers and the public. At the same time. the 
":'policy recognizes that in some situations, and particu-

. ..:larly where commercial development of inventions will be 
. costly, the public interest can best be served if a 
·:developGr is granted some exclusivity for a limited period 

"'of time. 

:Section 8.l(b) of the Department Patent Regulations pro­
:vides that ownership of inventions made under Department­
·sponsored research may be left to a grantee institution 
·,for administration in accordance with the grantee's 

lCAO note: Attachment not included. 
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'. ','established policies and procedures with such modifications 
·.-as may be agreect upon, pr.ovidml tha t the j\s'sis tan t ';;€Jcre tary, 
'Health und Scientific Affairs, .finds that thc policies and 

"'procedures, as modified, are' such as to assure that the 
,invention will be Inade <wailable without unreasonable re-

. "strictions or excessive royalties. This aspect of Dcpart­

. ,nient patent policy hu.s been undergoing review, and -it was 
_" recently reaf£ir;med that the policy serves the public 

~nterest and should be continued • 

• :At the present tl.me, a revised standard basic Institutional 
"·patent A:;reement, to be utilized under section 8.1(b), is 
. under preparation. This Agreement v/ill permit the grantee 
·.institution to retain and to administer the principal 
,ownership rights in inventions mac'e under Department grants 
,.·and awards, will clearly define the rights of the par·ties 

---'''with respect to such inventions, and ,viII set forth general 
,.,:guidelinez governing the licensing of inventions, including 

'l.imitations on the duration of exclusive licenzes that may 
be granted. It \vill also include the reservation of a 

. royalty-free license to the Goverm:-,ent and other appropriate 
-';safeguards to protect the public interest,;i"ri:e:;rti'dirig all of 

· .'those specified in the 1963 presidential stat-eIr-ent of 
· ;-Governr,lcnt patent policy. These latter safeguards I-/ill 
"~nclude a reservation to the Government of the right to 
· ·require the granting of additional licenses royalty-free 
or on terms that are reasonable under the circumstanc':)s 

·.,where such licenses are necessary to fulfill' public health, 
._ . ·",-elfare or safety requirem-=nts. As soon as the terms' of 

,this basic agreement can be fully developed, the existing 
.agree111en ts v/ill be terminated and standard agreements will 

,.-;be entered into with qualified grantee institutions. 

'. ,'We consider that the Institutional patent Agreerr:ents will 
'. go far towards sol'.ring the problems encountered by investi­
.gators in connection with the screening and testing of com­
pounds synthesized or identified under Department-sponsored 

·· .. research and will, at the same time, fully pr.otect the 
public interest. An Institutional patent 1\greement will 
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...... ,::,,·.authorize a grantee institution to enter into agreements 
::with' pharmaccut:ical companies for the screening and 
:testing oz co;npounds and to agree to grant limited 

··elusive licensds ·to any. inventions that may result 
ex­
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the screening. All such license:; will be req~lired 
include the conditions and safcgtlards specified in 

.. Institutional Patent Agreement~ 

.---" 

section 8.2(b) of the Department patent Regulations 
authorizes the Assistant: secretary, Health and scientific 

"Affairs, to permit assignment of an invention by the in­
·<ventor to i. competent organization on a case-by-case 
basis where he finds that the iml'cntion \·,ill thereby be 

"'llIore adequately and quickly developed for widest use, 
. and !c:hat there a:r:e satisfactory safeguards against un­
reasonable royalties and repressive practices. During 
'1967, efforts \·;ere made to expedite the issuance of 
'determinations pursuant to this provision. Since l\.pril 1 • 
'1967, fifteen determinations have been issued pursuant to 
~.section 8.2 (b) permitti!'l9 assignment of inventions' to 
,:grant.ee institutions. A nuI:lber of requests are pending, 

,'and it is our intent to continue to act on such rGquests 
·as expeditiously as possible. vTe intend to continue to 
·"utilize this provision of the Regulations t·;here an Insti­
"tutional Patent Agreement is not in effect. 

During our review of the problem::; associated \olith screening 
and "testing of compounds arising out of Department-sponsored 
;research, it has become apparent t,.':lat there is a clear-:cut 
·need for a comprehensive statement of the Depa·rtrnent· s 
policies and requirements regarding .this subject. There- .. 
fore, it is our intent t-.O issue a statement outlining the 

. ,.Department I s policies regarding screening and testing of 
compounds and cleilrly setting forth the alternative methods 
·of obtaining screening and testil~g se'rvices that are avail­

. ·:able to investigators supported by the Department. This' 
statement will encourage the utilization of Government 
facilities, including the Cancer Chemotherapy National 
·Service Center (CCNSC) and the Halter Reed l\.rmy Institute 

,'of Research for screening whenever appropriat:e. 
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. :~_;::Hr. Frederick K. Rabel 
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":in summary, we consider that the results of. Department­
;,sponsored research, including nevlly synthesized or 
.-- identified conpounds. constitute a valuable national 

resource, and that the effective utilization of such 
'~:compounds is an essential part of the Department IS pro­
:.::qram goals. ,'le intend to continue to m<J.l;:e such changes 

---'in our practices "as are necessary to foster the fullest 
."utilization of all co:npounds synthesized or identified 
-during the cours.e of research supported by the Depar!:."Uent 
.in such a manner as to recognize and protect the legitimate 

·"o:\i.nterests of the public, the. investigator, and the screening 
".organizations. 

. <'Sincerely yours, 

-' ) 

( 

( 

' .. 

:~"Mr. Frederick K. Rabel 
·"·::Assistant Direc·tor 

: Civil Accounting and 
Audi ting D~.vision 

':United states General Accounting Office 
.'"Washington, D. C. 20548 

,Attachment [1]. 

lCAO note: Attachment not included. 
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