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June 3D •. 1976 
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; ...... 
, , 

Honorable Harley O. Staggers 
Chairman, Commi-ttee on Interstate 

and Foreign Co~erce 
House of Representatives 
Room 2125, Rayburn House Office Building 
Washington, D. C. 20515 

Dear Hr. Chairman: 

" 

." .... 

\ 
\ , ' 

. ' 

.'.' ~ ~ .............. __ ....... " .. . 

.' 

" . 

On behalf of the President's Biomedical Research Panel, I am pleased 
to transmit herel1ith our Report pursuant to Publ ic La\·, 94-278. This 
Panel 11as charged to conduct an investigation and study of the . 
implication of the disclosure to the public of information contained 
in, research protocols, research hypotheses, and research designs 
obtained' by the Secretary of Health, Educa ti on, and l';e 1 fare in connecti on 
withappl ications or proposals submitted to the Secretary for a grant, 

( . fellowship, or contract under the Pub1 ic Health Service Act. 

( 

The Panel was instructed to compl ete the investigation by 11ay 31, 1975, 
and to submit its reDort by June 30, 1975, to the Comoittee on Interstate 
and Foreign Comr..erce of the House of Representatives and the Co"-Wittee 
on labor and Public Helfare of the Senate. 

We hope that this Report will be of value to the members of the Congress 
in their deliberations concerning the issues involved in disclosure 
to the public of information in applications and proposals. 

The Panel is grateful for the opportunity to prepare this Report 
and wishes to acknowledge the cooperation of those individuals and 
federal agencies ~,ho assisted the Panel in conducting its investigation 
and study. 

. ' 

Washington, D. C. 
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June 30, 1976 

Honorable Harrison A. Williams 
, "Chairman, Committee on Labor and 

'-. I : Public Helfare 

.' 
" 

United States Senate 
Room 4230, Dirksen Senate Office,Building 
Washington, D. C. 20510 

, , Dear ~Ir. Chairman: 

, " On behalf of the President's Biomedical Research Panel, I am pleased 
to transmit herel'lith our Report pursuant to Pub1 ic La\~ 94-278. This 

, Panel Vias charged to conduct an inves1:igation and study of the 
implication of the disclosure to the public of information contained 
in research pro~ocols, research hypotheses, and research designs 
obtained by the Secretary of Health, Education, and \'Iel fare in connection 

, with applications or proposals submitted to the Secretary for a grant, 
fellowship, or contract under the Public ,Health Service Act. 

The Panel was instructed to complete the investigation by ~lay 31, 1976, 
and t.{) submit its report by June 30, 1976, to the Cou""ittee on Interstate 
and Foreign Commerce of the House of Representatives and the COIr.nittee 
on labor and Publ ic l·le1fare of the Senate. 

, We hope that this Report will be of value to the members of'the Congress 
in their deliberations concerning the issues involved in disclosure 
to the public of information in applications and proposals. 

The Panel is grateful for the opportunity to prepare this Report 
, and wi shes to ackno\'ll edge the coopera t i on of those i ndi vi dua 1 sand 

federal agencies who assisted the Panel in conducting its investigation 
and study. 

Washington, D. C. 
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PREFACE 

• 

~c President's Biomedical Research Panel, which was established under 

~~tle II of Pub1~c Law 93-352, July 23, 1974, submitted its report to the 

President and to the Congress on April 30, 1976. 

sequent1y, under Title III of Public Law 94-27B, 

The Panel was required sub­

April 22, 1976 (Appendix Al , 

-to conduct an investigation and study of the implication of the disclosure to 

.. the public of information contained in research protocols, research :hypotheses, 

,~ "'llDd research designs obtained by the Secretary of- ~ealth, Education, and Welfare 

in connection with an application or proposal SUbmitted, during the period 

January 1 to December 31, 1~75, to the Secretary for a grant, fellowship, or 

contract under the Public Heal th Service Act. 

( 

·~he.Panel, in its earlier ReP9rt 1 to the President and the Congress, made 

recommendations bearing generally on some of the issues covered in the present 

report. Those recorr~endations are still timely and have been noted in the 

present report because of their importance for maintaining th~ strength of 

the federal biomedical and behavioral research effort. The study mandate~ by 

~itle XiI of Public Law 94-278 is focused, however, on specific questions that 

vete not previously studied by the Panel, such as 'the number of requests made 

for disclosure of research information and the effect of disclosure on propri­

etary interests and patent rights. 

~lt1e III of Public Law 94-27B directs the Panel to determine the number 

of requests for disclosure of information contained in such research protocols, 

hypotheses, and designs; the interests represented by the persons for whom such 

requests were made; and the purpo~es for which such information was used. The 

Panel was alSo directed to determine: the ef·fcct of disclosure of such information 

on the proprietary interests in the research protocol, hypoth~sis, or design and 

on p4ltent rights; on the ilbility of peer review systems to ensure high-quality 

federally funded research; on the protection of the public against research 

\lbich presents an unreasonable risk to human subjects of research; and em the 
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adequacy of informed consent procedures. The Panel was instructed to complete 

the investigation by May 31. 1976, and to submit its report by June 30, '1976, 

to ~e Committee on Interstate and Foreign Commerce of the House of Represen­

tatives and the Committee on Labor and Public Welfare of the Senate, 

!be Panel's investigation-and study employed several methods in fu1filling 

~ts legislative charge. The Panel exa~incd records of requests for disclosure 

of Snfo~ation as provided by the Secretary of Health, Education, and Welfare. 

~ese records of requests were supplemented by direct inquiry by means of a . . ,~ 

questionnaire (Appendix B) mailed to each individual or organization that had 

~ade such requests of the Secretary_ The Panel also sought advic~ and test±~ 

mony from the government officials most di~ectly concerned with the disclosure 

.of research information, as defined in Title III of Public Law 94-278,' as well 

as from experts outside of government. This report. of the Panel is based on 

the findings of this·investigation. 
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. . RECOMMENDATIONS AND CONCLUSIONS 

, , 

~e Panel's mandate under Public Law 93-352 called for review and assess-

o 

" 

lI1ent of biomedical and behavioral r-csearch supported by the National Institutes 

of Jlealth and the Alcohol" Drug Abuse, and !-~cntal Health Administration.. The 

Panel's recommendations in its Report l to the. President and the Congress outlined 

steps·that should be taken to strengthen and improve the biomedical and behavioral 

research efforts of those aqencies~ 

Several of the recommendations addressed specific issues regarding the 

effect of the Frecdo~ of Information Act of 1967 (and as ~ended in 1974), the 

Federal Advi~orY,co~~ittee Act, and ~he Privacy Act of 1974, popularly known, as 

1\ -group, as the "sunshine laws," and the reco:';lInendations are cited here because 

of their relevance to the present repo~t. 

The Panel recommends that the Public Health Service Act be amended to provide statutory 
~surance that the initial review for scientific and technical merit ("peer review") remain totally 
confidential. 

The Public Health Service Act also should be amended to provide 3 statutory exemption from 
"disclosure in accordance \vith exemption (3) of the Freedom of Information Act for research designs 
and protocols contained in grant applications and contraCt proposals until the 9rant or contract funds 
have been received by the grantee institution or contractor. Unfunded grant applications and contract 
p-oposals should remain confidential. " 

In the Case of grant applications and contract proposals that contain clinical protocols. there 
.nr,ist be.a period of thirty days for public review of clinical protocols before research is commenced. 

,The Public Health Service Act should be amended to provide protection from premature disclo­
sure of data that are (1) p;lrt of a larljCT data set and can onlv be re'/i-::wed within thc greater context; 
(2) data th:lt are incomplete. such as interim reports of clinical trials; and (3) dat3 obtained by federally 
employed invcstilJators and scientists;either as p:)rt of their olun research or obtained in conjunction 
with nonfcdcral scientists, until such time as the study has been published in a professional periodical. 

In this present study and report. pursuant to Title III of Public Law 

94-278, the Panel has addressed the issue of the effect of the disclosure to 

the public· of information contained in research protocols, hYfJothcscs, and 

designs. Spccific~11y, the P~ncl ha~ inquired as to whether there are aspects 

of the disclosure of such information that serve to strengthen or to interfere 

wIth the biomedical and behavioral rc"carch cffort in thi" nation, 

1 

... .... , ,-. ~ 'r,' " I , 
• 

• 

~ ·'-~·f 
.. , ,.,. 

. r 

., 

... ' 

" 

• 

! • 
i 

I 

--',' --r 



" , . 

( 

... 

......... .. , , 

, 
'. ., 

, 
, ...... 

• 

The prescnt ltudy provides addition.,. evidence sholt 1':-.1ds the Panel to recommend further th.lt the Public 

Health Service Act, be amended (1) to providl! ~dcquate protection for intellectual property rights of investigators who 

submit applications or propos;)ls for support of research and of those invcsti~tors whose research is supported under 

the authority of that Act. and (2) to protect the p."ltent rights of discoveries and innovations resulting from research 

supported by the DePartment of HC;1lttl, EducOltion, and W~lf.lre. 

~e Panel is convinced that an area of vital national interest--the , 
€cderal biomedical and behavioral research effort and its impact on the health 

of the nation--is likely to be impaired u~less such legislative action is taken. 

Several findings of the present study support that conviction. 

First,. on the basis of the nmnber and nature of rcquc.sts for disclosure 

of information and the review of responses to the questionnaire, the Panel did 

not find indication that the. opportu:lity for d.isclosure o~ previously protected 

".information has had more than isolated impact on the interest in the protection 

of human subjects. The exact extent to which proprietary interests and future 

patent rights may already have been jeopardized by disclosure can only be 

Assessed at a future date, although there is no question that disclosure does 

~fringe upon such rights. 

~ccond. the Panel found that intellectual property-rights of researchers 

'Wbose invcstig~tions are federally supported cannot be protected adequately by 

the federal gover~~ent under present court rulings. ~rthcr, the Panel found 

clear evidence that the existence of a licensable patent right, which is con­

tingent?n protection of intellectual property rights, is a primary factor in 

the successful transfer of research i.nnovation to industry a"nd the marketplDce. 

Xn light of the effect of disclosure of research information on intellectual 

property rights and in light of the importance of such ri9hts to the transfer 

of research innovations to the delivery of health care, it is clear that the 

prescnt mechanism of complete "openness" ensures public accountability at the 

cost of sacrificing protection of intellectual' property rights of demonstrable 

potential benefit to the nation. 

7bird, the Panel found no evidence that disclo$urc of information had 

contributed, or appeared relevant, to improvements in the abilily of the peer 

review system to ensure high-quality federally funded rcs~arch.. The Pa.nel did 
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find reason to believe that the possibil'ity of uncontrolled disclosure could 

impair the ability of the peer review system to enSUre high quality, The Panel 

.1so found from its questionnaire a high proportion of requests to review suc­

cessful research applications and proposals indicating the potential for deriv-

. ative and imitative research projects. 

Fourth. the Panel's consideration of the rcl~tionship of protection of 

human subjects in research and informed consent procedures to disclosure of 

information contained in research protocols, hypotheses, and designs led to 

':.1_' /~. <three conclusions. 

,: 
..... 

: 

r 

.... 

( 

• 

• 

. 

~here does not appear to be any direct, necessary, or i~herent 
connection between disclosure of such info~.ation and'protection 
of human subjects in research u.;c.er the p=esent syste::t of tederal 
regulat'ions and review bodies. nor did testimony before the pane~ 
argue for such full disclosure. 

•. There. has been extremely limited interest in using large-scale 

• 

disclosure of such info~a~ion as-a ~eans of ~onitoring COm­
pliance with standards and regulations of protection, and no 
documented results of use of such- inforr~tion were presented to 
the PaneL 

As a consequence, uncontrolled disclosure of research infornation 
seems to offer neither cO::1pelling, grounds nor a cc!r .... inci.ng record 
that it serves the aim of protecting h~~~~ subjects of research. 
But. such. disclosure coes leave unprocected the intellec~ual prop­
erty rights of researchers and, in all probabi-lity, jec?ardizes 
the timely transfer of research innovations to the delivery of 
health care, 
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'REOUESTS FOn DISCLOSURE OF INFORl\lATION 

In order to fulfill its legislative mandate, specifically Section 30l(a) (1) 

(A) and (B) of Public Law 94-278 (Appendix A), the Panel received from the Sec­

xetary of Health, Education, and Welfare records of requests for disclosure of 

information contained in research protocols,' hlrpotheses, and designs' in connec­

tion with applications anp proposals for grants, fellowships, or contracts 

submitted, during the period January 1, 1975, through December 31, 1975, under 

the Public Health Service Act. 

'~e agencies of the Department of Health. Education, and Helfare that 

award grants, fellowships, or contracts under the Public Health Service Act were 

asked by the Panel to forward records of r~ques~s. These agencies included the 

National Institutes of Health (NIH), the Alcohol, Drug Abuse, and Mental Health 

Administration (AD~'lliA), the Health Services Ad~i~istration (HSA), the Health 

Resources Administra~ion (HRA), the Center for Disease Control (CDC), and the 

Food-and Drug Administration (FDA)~ The Panel requested these agencies to 

forward records of·requests receivQd prior to May ~. 1976. 

Nuwber of Reauests for Disclosure. The agencies reported a total of 

·160 requests that met the stipulations of the specified legislative mandate • 

. %nasmuch as several persons had sub~itted multiple requests either to the same 

agency or to different agencies. the total number of requestors was only 124. 

A1though most of the requests concerned awards made by the NIH, some requests 

~ere also directed to the ADAM~,·the HSA. and the CDC regarding awards ~de 

'by. those agencies. The FDA and ~he HRA reported no requests that met the stip­

ulations of the legislation. The requests cov~red a total of 586 separate 

information items.* 

Yhe r.ecords of the requests did not always indicate. the interests repre­

sented by the persons or organizations making the requcs~s. Often, the records 

cU.d not provide cxplclnation about the purposes for which the information -..las to 

be used. The Pclnel,· therefore. sought more complete and current infonnation 

by inquiring directly of the requestors by means of a brief questionnaire 

(Appendix II) approved by the Office of Managernent and Budget. 

-Record:.; of four of ·the requests were not sufficiently dotailcd to allow deter­
mination of the prccizc number of information i teDtS r<.oquc:;tcd. 
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Itcsponscs to the P<lnel's Qucstionn3irc ... Questionnaires·were mailed to 

't;he 124 persons who had requested inform~tion and 76 replies were rcceived--a 

-·response rilte of 61 percent... The 76 respondents to the P.3.ne~· s questionnaire 

J:'cpr~sentcd interests that could be ~l.assificd into six identifiable groups:· 

~Private citizens (10 rcspondents), commercia~ and nonprofit research and devel­

-opment organizations (33 respondents), academic institutions (21 respondents), 

public interest groups and the press (9 respondents), professional as'sociations 

· .. ·.=..1. 

.. (2 respondents), and federal agencies (3 respondents). (Two individuals returned 
;'., 

'. ~ questionnaire unanswered.) 
.:.. . . ' 
tn relation to Section 301(a) (1) (B) of Title III. the persons'to whom 

questionnaires were sent were asked to state briefly the purposes for which the 

..... disclosed' information was used. Respon~es to thi.s question could be classified .. 

'. 

• 

into eight general categories that indicated the responde~ts' purposes,in 

requesting inforcation contained in applications and proposals.*· These eight 

- -. g.enerai categories are described in the fo~~owing paragraphs ... 
• ./ 

1. Examination of t-linnina Con't:r2.ct Pro~~sals. The seven 
respondents \o:no wished to eX2.r.:.inc wirlnir..g .;::rof:osals indicated their 
interest in learning why the winning prc~osa!s were selected over­
their own. Of the seven res?oncents~ Six wer~ i~cividuals repre-. 
$enting research and developnent orgar:.izi!!:icns and one ... :as an 
·Sndividual representing an academic instit:ution. (One respondent 
in .'this.category also provided a second reason • .'\o/hich is included 
$.n the next category.) 

*Although the records o£ requests from individuals who did not respond to the 
", questionnaire sometimes contained an indication of the interests represented 

by the requestors, the indications were not considered to be sufficiently 
complete or uniform to permit in~lusion of nonrespondents Ln the fina~ clas­
sification scheme • 

. *'0£ tha 76 replies, 71 provided. responses that could he used in the Panel's 
. conclidcrations. 'I'he respon:;cs included three. from federal agt;ocic$, which 

tr.rerc not included in the' compilation but \O/~rc incluclr.!d in the totill number 
of requests rccci'vc-d. In addition, rcpli<:s were received from requestors 
~ho rclurn~d the qucstionnai1:c .:md indicat(."d their rca=>ons for not providing 
t.he rcqucztcd inform."ltion. One, a rcprcscnt.J.tivl} of a rjublic in.tcrc!;t group, 
objected to the quc~-:.tionn<lirc: the oth~r~ who rt.:!prc: .. -:-ntcd a legal [irrn~ 
declined to .In=>wer the quc::;.tionn.J.irc bCCLlU!,;C the purr..o~c of the. original 
request for inforlll<ltion concerned it. client involved in litigation • 
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2. ~ttcmpts to Improve ~~~lic~ti~ns ~r rro~o~~ls. By f"r 
the largest nunilicr of rcspon~~s ~er~ ~n th~ cac0q0ry concerned 
with attempts of inv~stig~tors to. improve their o~n a~plic~tions 
or proposals.. Of the nineteen rcsFOnses in this c.:1t·egory, eight 
\1erc from individu.3ls "'ho represented pri"\~ate research a.nd develop­
~cnt organizations and cleven w~rc fro~ dcade~ic institutions. In 
general, the respondents noted. th.:1.t the purpose for ""'hich the 
information was requested was related to their atte~pts to ioprove 
anticip~tcd applications or proposals~ or s~ply to examine a model 
of a successful applicati"on or proposal.' 

3. Attempts to I~earn of O~hcr Research in a Parti:::ular Fiel::1. 
Of the fourteen responses classified in t~e Cate~0ry co~~erned with 
Attempts to learn of other research in a particular field, eight 
represented reseilrch and devel.c?::J.ent fi~s, t",,-o sl.!b:':l.itteq. t'::e request 
AS private citizens, and four were associa~ed ~ith aca~e~ic institu­
tions.' The respondents in this category explai~ed that their initial 
requests were for purposes of keeping abreast of cevelo=~ents i~ a 
field .. determining if any new research methods "'-ere bei~g e<.!plo~·ed, 
and surveying current literature in a particular res~arch area. 

4.' Attempts to Avoid Duplication of Rese:rch ~f=~rts. Five 
respondents, including three re~res-anti.~g priva-::e =i_~._s and two 
associated with acade~ic insti~u~ions, stated ~~at thei~ p~r~ose in 
requesti~g info~ation in ap?licatio~s or proposals was related to 
their efforts to avoid duplication of research activities. 

5: Collection of ~·~a"t.°rial fo:!'" publ ica"ti~n ~ The ten res?Ondents 
who were collecting rraterial for ~~bli~a~ic~ ir.cica~ca that the 
2:'cqueste~ infor:r.lation '",as needed ~it!1er to fulfill a cont.ract to 
prepare an inventory or to publish research revieNs or reports. The 
ten respondents in this category included two re?resentatives of 
professional associations, three private citizens, four ~embers of 
~ivate firms, and one individual associated with an academic . 
institution. 

6. Examination of P.cs'3'arch Involving Hc;,an or ;:_ni~al Subj ..... cts~ 
Only three respondents \OJere .interest.cd i!l r'2scarcn in"J.olving o!..!..-:1.an 
$ubjccts. Of these, one was attcm?ting to detcr~ine whether the 
research specified in the request in·./o~vcd identifiable intervention 
in a child-fumily relationship, and two, who representcd a public 
Interest organization, were attempting to·de:t.crminc the ey.t~nt to 
"'hleh existing procedures for review of applications and proposals 
At;; both the institutional and the f"c:de:ral level ',Jere adequa.te for 
the protection of child subjects. The fourth re~Fondcnt in this 
category WclS a priva.te citizen who was attempting to dctermine 
whether the u:!;:c of public funds for experimentation with animals 
could be jUGtificd. 
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,7. Interests in P.1.tcnt Clnd I.iccnse A9"Plic~"ltiC"ns.. The two 
IndividuClls intt:!rest.cd, in !,"',J,t.cnt. ~l.nd licens(! ~"\Fplica.tions ""'ere 
rcprcscnt.:ltivcs of commcrci.:ll fi~~s; one sought info~~tion on the 
ownership of a patent and the other was interested in a possible 
license agreement with another firm • 

• 
8. Miscellaneous purpo.ses~ The category of miscelianeous 

purposes included ten respondents: one was attc~~tinq to use the 
rating of the gr.:lnt application ,J,S justificat.ion for desired pro-
1essional advancement; one wished to dete~ine ~hct~er a contra~tor 
'could appropriately use a facili t:'l at the respondent' s institution; 
·.three were representatives of public interest g::oups interested in 
~ctermining whether public funds were being spent according to 

,~.thcir crite::-ia of appropriateness; two were reporters seeking in!"or­
~ation for their respective publications; one was from an individual 

.,who had brought charges of violation of ci"\-"il rights: one was. an ' 
1ndividual who was attempting to dete~ine ~het~er ce:tain grantees 
were perfor~ing within the stated purposes of the grants; and one 

.. was a representative of a private'fi~ who was.atte~pting to deter­
,;.JD.ine whether that finn's studies could be utilized in ot..l-ter specific 

. ,:studies • 

. ' ':'!ro summarize, th~ results of the Panel's survey of persons who requested 

~,ormation from applications and proposals confirm the validity of congressional 

~~ncerns about proprietary rights and about t~e effect of disclosure on the peer 

··..review system... The results indicated only slight interest in use of the provi­

sions of the Freedom of Information Act for ass~ing the protection of human 

'sUbjects or for monitoring consent procedures; only three of the seventy-six 

·,..replies <?,oncerned human subj ects. 
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EFFECT OF DISCLOSUI1E ON PROpmET AI1V INTERESTS 
AND ON PATENT RIGHTS 

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

rn relation to Section 30l'(a) (1) (e) (i) of Title III, regarding the effect 

of disclosure of information on proprietary interests in a research protocol, 

hypothesis, or design and o~ patent rights, the findings of the Panel identify 

a serious p~oblem. The problem has two pr~ary aspects. The first aspect is 

'the_question of whether, under the Freedom of Information Act as interpreted 

by the courts, there are adequate safeguards for the intellectual _property 

rights of scientific researchers whose investigations receive financial support 

"-,£rom the federal government under the ~bl.ic Health Service Act. 

~e second aspect of the problem relates to'the pro~otion of urgent 

health-related research and its timely application to health needs of the nation. 

!the s'econd aspect is closely connected to the first for the following reason. . . , 

~idence presented to the Panel cle~rly indicates that the successful transfer 

of a research innovation to industry and the marketplace depends on the existence 

of a licensable patent right. Adequate safeguards for the intellectual property 

rights of researchers are necessary to maintain licensable patent rights. Clearly, 

protection of such important rights is in the interests not only of researchers 

but also of society generally. 

~cquate safeguards for the intellectual property rights of researchers 

are a matter of basic principle and sound policy. Protection of intellectual 

property is'a right recognized by the Congress and the courts in implementing 

Article I, Section 8, and the Fifth Amendment of the Constitution of the United 

.$tatcs.2' Moreover, the remarkably productive partnership bct~leen the· federal 

government and the non federal biomedical research community, which has been 

thoroughly studied by the Panel,' is hazed on the principle of .full protection 

of: the ideas of scientists whose research is ultimately in the interest of the 

~erican people. An examination of the present state of 'the law regarding the 

prot.ection of intellectual property rights., of researchers who, in the national 

interest, make information about their rezcarch availC1.blc to the government, 

leads to the conclu~ion that these rights arc not adequately protected • 
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~e disclosure of inCormation generally required undc~ the Freedom of 

J'n!orm.. .... tion Act as interpreted by thc courts appears to narrow grc.:ltly the pro­

tection provided by the Congress' and the court's implementation of the Constitu­

tion and certainly undermines the protection that has been accorded to the ideas 

of researchers by the federal government as -a matter of risllt. Such disclosure 

under the Freedom of Infor:mation ~ct jeopardizes the intellectual property rights 

of researchers as regards eventual filing of a patent application for the fol­

lowing reason. Within the patent laws, publication ha.s been broadly defined as 

any uncondit~oned disclosure by its o~~er of information 'on an innovation of 

interest. For example, even a thesis available on the shelves of a university 

library but not necessarily reviewed by any researcher has been deemed, w~thin 

the patent laws, a publication of the innovation disclosed therein. Patent laws 

'of both the United States and foreign countries are drafted aga~nst the interest 

of those parties making or pe~mitting publication of their invention prior to 

the filing of a patent application. In the Uni~ed States, publication of an 

invention prior to the filing of a patent application initiates a one-year 

statutory period during which time a paten~ application must b~ filed on the 

invention disclosed so that valid patent protection can be established. The 

1aw~ of most foreign countries preclude obtaining ~alid protection for a dis­

closed invention if a patent application had not been filed prior to the date 

on which the inforoation was first disclosed. Accordingly, the intellectual 

property rights of researchers in respect to eventual filing of. patent applica­

tions are jeopardized by disclosure under the Freedom of Info~4tion Act. 

Recent Court Interpretations of the Freedon of In!or~ation Act. The 

.Freedom of Information Act exempts from disclosure IItrade secrets and commercial 

end financial information which is privileged or confidential'" [U.S.C. S52 (b) 

(4»). The decision, however, from the leading case on this cxe~ption [National 

Parks and Conservation Association versus Morton, 499 Fed. 7'65 (1974), D.C. 

Circuit Court] states that the exemption applies if_ it can be shown that dis­

closure was likely either, first, to impair the"government',s ability to obtain 

neccssary'informiltion or, second, to cause substanti~l harm to a competitive 

position of a person providing the information. The court'toughened_ the quali­

fication in Petkas versus Staats [501 F. 2d aa7 (1974)] by refusing to accept a 
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90vcrnmcnt assurance of nondisclosure in a regulation requiring infor~tion ~hcre 

filing the information W.1.S conditioned on confidentiality. The court held that the 

government assurance and the corporations' respective filings conditioned on con­

fidentiality were not determinative and remanded the case for disposition in accor­

dance with the test of the National Parks case noted above. ConsequcntlYr a pledge 

·of confidentiality by the government in and of itself may not prevent disclosure. 

~ a result of the ,above cases. the Office of Lega~ Counsel of the Justice 

Department h~s advised that 90ver~~ent protection of intellectual property and' 

i.ts \olithholding under the "trade secrets" exemption in a Frcedo:n of .Information 

Act s"uit is, at best, very unpredictable. 

Further, "Title 18 u.s.c. 1905 does not appear to have a~y effect in a 

Freedom of Information Act suit. This statute, if applicable, would ~pose 

·cr~inal penalties on government officials who disclose proprietary inforrnatio~ 

in the possess~ori of the 90ver~~ent. It is a deterrent to unauthorized disclo­

sure, hut it takes effect only after the disclosure and the da~age to the owner. 

~!tle 18 U.S.C. 1905 has been virtually ignored by the·courts i~ Freedom of 

Xnformation Act suits because of a general exe~ption contained in the statute, 

·unless otherwise provided by law." -Courts genera.lly have interpreted the 

quoted passage as exempting disclosure under the Freedom of Info~ation Act. 

~c pcnal~ies specified in Section 1905, therefore, would not be applied to an 

offi~ial who disclosed proprietary information in response to a F"reedom of 

Information suit. 

Even though commcrc~al concerns might with predictable difficulty meet 

the "substantial harm to a competitive position" test of the National Parks case, 

universities and nonprofit organizations wishing to deny ~ccess to their research 

propc>sals appear to have little hope of meeting this test in light of \-lashington 

Research Project, Inc., versus ~leinbcrgcr [504 F. 2d 238 (U.S •. C.A.D.C., 1974)]. 

In that case, \olashington Research Project, .Inc., zought access to a number of 

research proposals from different universities and nonprofit orga'nizations in 

order to investigate the ethics of the experiments in 'question. Washington 

Research Project, Inc., supported its claim to access to the propozal~ with 

.indications that "it is essential for rC5carchcrs to be held" accowltablc, and 

the research procc5s has to be so~cthin9 other th~n the closed society which it 
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Is now.- The court indicated, in denying the usc of the -trade secrets" exemption, 

that. 

.'.' 

. It is clear cnough th~t a noncommercial scientist's research 
design is not literally a trade secret or item of commcrc~al 
information, for -it defies conunon sense to pretend th.a.t the 
s~icntist is engaged in trade or co~~crce~ This is not to say 
that the scientist may not have a preference for or an interest 
in nondisclosure of this research design, only that it is not of 
-trade or commercial" interest .. .. 

Certainly an argument can be made that protection, under law, of the intellectual 

pro~rty of researchers employed at universities and .other nonprof-it institutions 

.• ought to be equal to that protection accorded commercial firms. At the least~ 

the protection provided researchers at universities and other nonprofit institu­

tions should be predictable. At present, the protection that federal agencies 

are able to provide for university researchers is considerably less than that# 

• 

." .. 

AS illustrated by the procedure for withholding information contained in a funded 

research proposal. 

Under this procedure, and in order to deny information, the federal admin-

1str~tor handling the request must apply the National ?arks test to the situation 

bnd provide to the Department Public Information Officer a written prima facie 

case recommending denial. (The case would need to include arg~~ents on how a 

nonpr.ofit organization could have a competitive position in order to overcome 

'. ·the ge':leral negation, which resulted from the case of the Washington Research 

Project# Inc., of the possibility of a c~~petitive position.) If the information 

the federal. administrator believes should be denied involves a disclosure of an 

idea, invention, or discovery, a prior art review indicating that such idea#. 

J.nvention.# or discovery is in fact novel in comparison to the prior art would 

hccd to be conducted before a prima facie case could be made. If novelty cannot 

be sho~n, it seems clear that the government could not prevail. in a suit to show 

·t:.hat there will be "substantial harm to the owner- s competitive position." It 
, , 

is worth asking whether A federal administrator# even with.the aid of the 

researcher whose idea is involved# can show during the early stages of funded 

research·that a research protocol# hypothesis, or design is novel compared to 

tho prior art. Tho primary purpose of conducting the rC!icarch is to demonstrate 

that the idea is, indeed, novel. 
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In addi~ion. at the tim~ disclosure is requested. it is unrealistic to 

expect that researchers or their institutions could take steps independently 

under patent laws to protect their intcllcc_tual property rights by filing a 

patent applicatIon at an early stnge of research.. The clinical or other cor-

. roborating data necessary to support a patent claim would obviously be lacking .. 

;. 'lh~ filing of a patent application without .such data, if possible at all, would 

·.be based on the uneconomic, speculative basis of possible future findings. 

~e Federal Research Effort. An additional factor co~plicates this problem. 

~ . ~e federal government. is by far the principa~ source of support for the nation's 

.' . 

health research and development.. More than three-fifths of the expenditures for 

health research and development are from federal sources. The greatest portio~ 

of the federal biomedical and behavioral research effort is founded on the concept 

of a partnership with the non federal research co~~~'ity. In.l974, federal funds 

for support of biomedical and behavioral research' conducted outside federal agen­

cies amounted to almost $2.1 billion, or 76 percent of'federal expenditures for 

health research and develop~ent. This amount represented about 5S percent of t~e 

t.otal national expenditures for health research and developr..ent conducted outside 

federal agencies. This interface of the federal govern~ent with universities, 

nonprofit organizations, and private industry requires sub~ission of eocurr.entation 

that. contains disclosures of ideas, invention~, and technical and clinical data-­

an array of intellectual property that represents a substantial portion of past, 

present, and future investment towards meeting the health needs of the nation and 

the world. 

Presuming that submissions of such documentation must continue, pursuant 

to longst·anding federal policies in support of heal th-rclated research, it £0110"'ls 

·that unrestricted disclosure could have either of two resu1ts. First, there could 

be a real risk of the total loss of the property value in~such "intellectual prop­

erty not already covered by patent protection. Second, thero could occur s1gnif­

.i~ant alteration, perhaps deterioration, in the enormously successful federal­

honfcdcral partnership in biomedical and behavioral rc-search because it is not 

possible to guarantee adequately the protection of i.ntcllcctual property rights. 

In the Pilnel's judgment, either rc::;ult. would be disastrous ilnd could permcl.Hcntly 

impol.ir the n.ltion's research c.l!>ilbility by compromicing the partncr:!;hip basis on 
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.. bicb the capability has been built. The Panel concludes that it is in the , 
natlon.nl interest-that government protection of- intellectual property be made 

predictable by appropriDtc legislative action. 

~hc.Congrcss has already investigated the problems of protecting propri­

etary information under the "trade 'secrets" exemption of the Freedom of Infor­

~ation Act [5 U.S.C. 552 (bl (4)]. The unpredictability of protection of pro­

prietary information under the "'t;rade secrets" exemption ",'as discussed at length 

~urin9 consid~ration of the-amcn~cnts to HooR." 3474# the Energy Research and 

l>e:velopmcnt Administration (ERDA) authoriz.ation bill for fiscal year 1976 

[Congressional Record, H 12374-81].. Of special importance is the agreement 

"arrived at between Congressmen Goldwater (R. California) and Moss (D. California) 

as set out on-page H 12379, the essence of which appears in paragraph (6): 

We agreed that, in light of the apparent state of u~predict­
abi~ity of protection of proprietary info~3tion under Exez,?~ion 
(b)(4) and the need for ERCrl to provide such preclic~able pro~ection 
in order to ensure the full ccoperation and participation 0= the 
private sector, Congress could conclude that t~ere was a legiti=3te 
.national interest in ERDAts havipg the specific autho~ity to pre­
dictably protect proprietary inforwatio~. Fu~ther, Co~~ress co~ld 

tstrike a reasonable and acceptable balance of ~~at national interest 
and·the national interest in freedom of info~tion and create a 
(b)(3) exemption for ERDA for that purpose. 

%n December 1975, the Congress amended the Federal Non-nuclear Energy Research 

·,end Development Act of 1974 to provide positive and predictable protection for 

trade secrets and other proprietary information. In commenting on the provision, 

Senator Fannin (R. Arizona) stated (Congressional Record, H 12374) : 

~e conferees took this action because • • • under existing 
-law, primarily the Fre:-edorn of Inf'ormation Act, court holdings have 
~adc 90vcrnment protection of trade secrets and other proprietary 

. information completely unpredictable ••• OUr action here is 
intended to remedy that situation for ERDA. Our national energy 
research and development efforts are far too important to allow 
such an impediment to exist. 

~c Panel is not' in a position to dctc~mine whether the existing laws as 

interpreted by the courts actually do, in effect, narrow congressional and court 

interpretations of the con~titution.).l safcguards to intcllectual property rights • 
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"'0 Panel is able, howcve:r, to estimate the potcnti.:ll h"rm that can come to the 

nation's bi'omcdi~al and behavioral research effort if protection of individual 

!ntcl~'cctual property by government agencies remains unpredictable.. The Panel 

has been concerned with "the problems of transfer of 'research progress~ tech­

nology, and information from the 'bench to the bed,' an area frequently referred 

to as the interface between research and the health-care delivery system," which 

the conferees refer to in their report regarding Title I~I (Disclosure of Research 

Information) of the Health Research and Health Services A.-nendr.lents of 1976 that 

• ~ndates the present study (Conference Report 94-1005, April 2, 1976, page 22) • 

• 

.... 
In its previous investigation the Panel commissioned several studies to 

· 'A$-sist it in identifying such probl_ems. The studies are contained in "Appennix B • 

. Approaches to Pol~cy Development for Bi~medical Research: strategy for Budgeting 

· and ,Hoveraent from Invention to Clinical Application."'" Two of the studies exam­

:,ined the sequerice by which a laboratory discovery moves to widespread clinical 

-epplication. Both studies cited the absence of industry interest as a factor 

delaying ,the transfer of res~arch progress. The study by Julius .H. Comroe, Jr., 

".D. 1 ftLags Between Initial Discovery and Clinical Application to Cardiovascular 

l"ulmo~ary Medicine and Surgery," lists the absence of industry research and 

devclopmen't as one of the causes of delay most frequently' mentioned by over 140 

scientist consultants:' 

~e full application of a new discovery required research and devel­
opnent by industry but corporate decisions which involve r.:arkct anal"ysis, 
patent application and assured profits often delayed widespr.ead use of 
cguipment l materials, and drugs • 

• Of 65 ne\>l types of equipment needed for advances in cardio-. 
vascular-pulmonary medicine and surgery, the basic principles, 
prototype, and early rr.cdifications ca:ne from university or 
other nonindustrial laboratories in 55 cases. Lags of at least 

, several years occurr.cd before private industry decided to pro­
duce these items of equi[.-hlent and make them \olidely available. 
On the other hand, when the president of a. corepany took a 
personal intcrczt in developing a nc·..., product (IB:1 and Gibbon's 
pump-oxygenator), progr·~ss was rapid. 

~ Of 50 new drugs (new chemical entities) needed for aqvanccs 
in cardiovascular-pulmonary advancc5, about half originatcd in 
university or hospital rc~earch laLorutories and h~lf in phar­
~accuticAl compuny l~boratorics. Indu~try was often slow to 
purify and develop for clinical usc compound!:; th.:lt originatcd 
in university laboratories (e.g., penicillin .o.!t;cr Fleming's 
1929 work; hcp.:lrin .o.ltcr McLciln's 1916 work)~ 
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IJ.'ho present study has yielded evidence of a clear link between the need to 

protect intellectual property rights.and the successful transfer of research 

innovations to the delivery of health care. Zn a 1969 report, "P=oblcm Areas 

Affecting Usefulness of Rosul ts of Government-Sponsored Rcsc.J.rch in %-1edic inal 

~h~mistry" [GAO Report No. B~l6403l (2)1. the General Accounting Office pointed 

'out that from 1962 to 19G8 there was a virtual industry boycott of devclop~ent 

of drug'"'rcsearch leads generated by research sponsored b~{ the National Institutes 

of Health. This report by the General Accounting O::fice made a forceful point. 

tihere substantial risk investment is involved, such as required for prcmarket 

clearance of potential therapeutic agents and, now, o'f some classes of medical 

devices, there is an identified likelihood that transfer will not occur if the 

entrepr:eneur is not afforded some property protce.tion in the innovation Offered 

for development. 

Tho most obvious problem affecting ultimate utilization of an innovation 

depicted in a research pr·otocol, hypothesis, or design ~ventually enhanced or 

corroborated in performance of research funded by the Department· of Health, Edu­

cation, and Welfare at universities or other nonprofit organiza~io~s is the fact 

that fhese org~nizations do not engage in the direct manufacture of co~~ercial 

embodiments. It is industry that must bring such innovation _to the marketplace. 

Since 1968, there have been specific efforts through the patent program of 

. the Department of Health, Education, and vlelfare to close t~e ide!'ltified gap 

between the fundamental innovation the Department supports and· the private indus­

trial developers who may be necessary to the delivery of end i ter.ts to the mark.et-­

place. The main thrust of the Department1s patent FOlicy has been to assure that 

the innovating group has the right to convey whatever intellectual property 

"ri9bts arc neces!:>ary for possible licensing of industrial develop~rs. l:ot all 

transfers of potentially mark.e"table innovations from such orga~izations require 

An ~xchange of intellectual prcpcrty rights in the innovation, but it is unpre-· 

dictitblc in which transfers the entrepreneur will "dcr.land an exchange. to guarantee. 

hIs collaborative aid. 

From 19G'-l t;hrough the fall of 1974, estimates of the Department show that 

the intellectu,),l property rights to 329 innoviltions either initially generated, 

enhanced, or corroboratcd in pcrforrnilncc of Dep.:1rtment-fundcd rc!;carch werc under 

control of university p,),tcnt-m~n~gcmcnt offices for the purpo$c of eventually 

• 
15 

• • 
,_0-.0, • " 



" 

.. 

( 

.. 

.... - .. 

, 
• '\ 

. " ~' . . . 
soliciting industrial support for development. During the period from 1969 to 

1974; 44 nonexclusive and 78 exclusive licenses had been negotiated under the 

patent applications filed through these university patent-management offices. 

,Accordins to the figures furnished by the Department, the 122 licenses negotiated 

~ave generated investments of around $100 million of private risk capital, in 

complete contrast to the period 1962 to 1968 during 'which ~herc was almost no 

industry interest in research leads of Department-funded research. In the period 

1969 to 1974, two licenses resulted in the marketing of two drugs, while a n~er 

of o~hcr licenses cover potential therapeutic agents in various stages of pre­

market clearance. This record is ,even more impressive in view of the fairly 

lengthy period required to obtain approval to market a new drug_ 

In the ~bove context, it is apparent that the existence of a licensable 

patent right may be a primary factor in the. -successful trans!er of a university 

innovation to industry and the marketplace. The Panel is concerned that the 

failure to protect and define such right may fatally affect a transfer of a 

~jor health innovation. 

For this reason t the Panel is seriously concerned that the unpredictability 
r 

of government protection for intellectual property rights, owing to the uncon-

trolled and unconditioned disclosure of research inroroation under current court 

Inter.pretation of the Freedom of Infor~ation Act, is likely, in the Panel's view, 

to stifle industry interest in developing potentially important research innova­

tion~.. i-lithout industry involvement, the transfer of research' findings to clini­

cal practice will be impeded.. In the judgment of the Panel, there are strpng 

. ):casons to conclude that the interface between research and healt.h :-C'ire- c;1eli.very, 

an area of vital national interest,. is likely to be .impa~r,e~, unl,c.s'S'·'.ad,.equate pro­

tection is provided for 'intellectual property rights of biomedical and behavioral 

researchers whose research is conducted with federal fina~cial support. 

With these: considerations in mind, the Panel examined the data gathered by 

its, survey of the persons requesting information' about research protocols. hypo­

theses, and designs. Of the 71 respondents who indicated the purpo~es for which 

the information was used, 47 (67 percent) sought research information concerning 

the specific research, protocols, hypotheses. and designs of other scientists to 

give better definition to their own research, or to improve the co~petitivcncss 

of their own appl:ication~ {or research support. Thr.:sc d03tCl in~iciltc that the 

16 
• • • 

• -. 
.. 

• 

,_ •. "-;:,-=_J' 

, , 
" 

.. 

.' 

• 



. ' 

.• --

( 

........ ." • .. .. ~-. . .... _---.. .' 

.' . 

• 

Intellectual prbperty rights bf researchers may not be sufficiently protected 

because they are subject to disclosu.rc that could not only benefit less inno­

vative researchers but could also jeopardize the o~i9inal researcher's intcl-

1cctual property rights under patent law. 
, . 

. Furthermore, the Panel found-evidence that the prescnt "openness" consti­

tutes a distinct danger that indu~trial developers will, as in th"c 19G2 to 1968 

period described in the General Accounting Office report, find little incentive 

to develop research leads generated by investigators under support provided by 

the Department of Health, Education, and Welfare. Tne patentability of eventual 

. discoveries and iimovations having been precluded by disclosure, it is not unrea­

sonable to surmise that industrial developers will hesitate to risk capital 

investment when they are unlikely to gain. rights to the intellectual property • 

- For example, the.request of one public interest group for appreciable numbers 

of research applications raises the prospect of large-scale c.ultiple requests 

under a short deadline for reply. Since it is difficult or i~possible to ascer­

tain whether research at an early stage may contain information regarding 

·potentially patentable innovations, the effect of disclosu~e on patentable 

~ter.ial will be to thwart or to nullify any present measures agencies may use 

to attempt to provide some protection to intellectual property rights of 

researchers. This additional uncertainty is likely to·deter industrial devel­

opers from exploring research leads generated by federally supported research, 

which at prescnt amounts to more than three-fifths of all the nation's hea~th 

research and development. 

In li9ht of the effect of disclosure of research information on intellec­

~ual property rights and in light of the importance of such ~ights to the transfer 

·of research innovations to the delivery of health care, it is clear that the pre­

sent mechanism of complete "openness" attempts to ensure public accountability at 

, the cost of sacrificing protect:.io~ of intellectual property r'ights of demonstrable 

potential benefit to the nation, 

• 
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EFFECT OF DISCLOSURE ON THE PEER REVIEW SYSTEM 
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I,: :' .... 

,' . 
~ ... - . ~he Panel, in its recent dcllbe+ations, gained familiarity with the peer 

."_.- review system used by the NIH and the ADA!-Il!A. as the method of evalua.ting proposed 

.,.. ~escarch projects.. The Panel believes that peer review is one of the most valu-

able management tools for ensuring that public funds are spent on technically 

sound projects' wi.th high probability of yielding significant data.
6 

Consequently I 

,judgments regarding the effect of disclosure of infor~r..~tion concerning research 

-protocols, hypotheses, and designs on the peer review system mus~ take into 

account the high level of accountability represented by the peer review syst~m7 

and its existence as only one in a series of steps toward a"ctual a",,·ard of public 

.funds. 

Disclosure of information contained in research pr~tocols,"hypotheses, and 

designs. does not appear to contribute to the improvement of the technical and 

scientific assessment that characterizes peer review. That assessment is made 

by tcc~ical,and scientific specialists ~hose jUdgments could not ordinarily be 

~_ e~aluated outside the scientific cor.~~~ity. Since a s~~ary of the'assessment 

of each proposed research project is available to the individual researcher who 

submitted it, an explanation of the basis for the judgment is available, ~ithout 

',_".. full public dislcosure, to the person in the scientific conmunity ir:.::-.ediately 

affected by it. In addition, the successful record of the peer review system of 

t.he lun and the confidence which researchers place in it generally indicate that 

( 

no pattern of abuses might make '-imperative 'full public scrut~ny of the scienti.fic 

And technical aspects. 6 If documentable abuses should occur, either in the peer 

review system of the NIl! or in the procedures used by other agenc.ies, then spe­

cific measures to remedy the abuses would seem more appropriate than full public 

scr,:,tiny with its potentially disrup-tivc effects .. 

"S to those aspects of t.he peer review system not r:elated s"olcly to scien­

tific merit (for cx~mplc, protection of human subjects or controverted types of 

research), disclosure of rc~carch protocol~, hypotheses, and dc~igns subsequent 

to funding does .:tllow for eXclmin.:ltion and discussion of broad iZSllCS which could 

eoncclv.:tbly benefit all. There arc, however, two caveats to be ob~crvcd in this 

respect. First, it is all too easy to confu!ic t.hc :;.ci.entific and technical merit 
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of a research project with the alleged benefits or harms of such a project. It 

Is fortunate that the peer review system has rCm.:lincd l.:trgcly free.of what are 

often intrusive'issues. Second, it is possible and even preferable to review the 

~oadcr issues that surround scientific and technical merit of research pro3ccts 

without the step, of uncontrolled disclosure of research protocols, hypotheses, 

end designs, especially because uncontroll'cd disclosure, by jeopardi::ing pro tcc­

~ion of intellectual property rights, directly conflicts with the" interests both 

of society and of the ind~vidual researcher. 

C~rtainly, the examples of the recent initiatives of·the Congress, the' 

federal biomedical and behavioral research agencies, and the scientific co~u­

nit)" in the regulation of recombinant D~A research and in the prete.etion of 

human subjects demonstrate the effectiveness of steps that address such problecs 

in a more fo~used way than the measure of uncontrolled disclosure~ For exanple, 

~f there were no other way to assure adequate protection of human research sub­

jects than by full public scrutiny, it might be proper to speak of a balance in 

the national interest between.the objective of such protection·and the objective 

of protection of intellectua~ property rights of researchers ~th as regards the 

researc~ers and as regards the benefits to society generally. But ethical reviews 

of proposed research by Institutional Review Boards with public representation and 

c~n9ressionally and· administratively constituted bodies of ethical review, as well 

as the broad recognition by society of the need to protect hur.~n beings in sci en­

tifi~ research, are effective means of continuing scrutiny that better serve the 

~im of protection of human research subjects--with far less possibility of con­

£licting rights. Furthermore, no review of findings, preli~inary or final, has 

y~t appcnrcd that might serve as reassurance that the large-scale dis·closure of 

research information, with attendant disadvantages, has been justificd by a docu­

mentable set of abuses rcgarding peer review, or protection of subjects of 

.research, or other such problems necessitating public scrutiny. 

Although no improvements in the scientific aspects of the peer review 

system ciln be specifically traced to the disclosure of rcscar·ch information, 

there arc specific results that could impair the ability of the system to ensure 

high-qualit.y· federally funded rc!;carch. As \Olas indicated carlier, the federal 

research effort is a partncrzhip or collaborZltive effort, heavily, if not 

essentially, dependent upon the resources and contributions of the nonfcdcral 

• 
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research community. Nowhere is this more true than in the matter of scientific 

and tcc.l\nical cVclluation of proposed research. Bacause of the federal 90v~rn­

;' .. Inont's dcpcnden.cc On the expert judgment of highly specialized professionals, 

'" 

... 
PO reasonable alternative to the peer review system appears to exist. 

~ . ny definition, the peer review system is based on-the reliability of 

r;cicntific jUdgments about accurate and complete scientific information regarding 

xcscarch protocols, hypotheses, and designs. The ability of the system to ensure 

high-quality federally funded research would be impaired if inco~pletp. or vague 

information made it difficult to determine whether a specific research project 

.were technically sound. If researchers could expect that their own research 

ideas would be· subject to disclosure that might result in imitation, or jeopardy 

to their intellectual property rights, it is possible that they ~~uld provide 

less informative applications and proposals ~or review. Consequently, judgments 

-~ peer review groups would become less reliable. 

- COncerned about such a-prospect# the Panel sought to determine whether 

the quality and detail of applications and proposals had changed since the -court 

·nling in the case of the i'lashington Research pz.:oject# Inc. Time did not perr.\it 
c' ' 

the kind of ~xhaustive study necessary· to make a definitive determination. In 

an effort, however, to obtain a reliable indication about actual ar.d (or) poten­

tial effects of the Freedom of Infornation Act on the operation of the peer 

xeview system at the NIH and the ADN-lliA, the Panel requested information from 

• t.he members and the Executive Secretaries of the Study Sect.ions in the Division 

of Research Gr.ants, NIH, and of the Review corn..onittce.s in the Institutes of the 

ADAMHA. The Panel believed that it would be instructive to have the impressions 

provided by the Executive Secretaries and members of Study sections and Review 

Committees regarding any perceived change in the manner in which individual grant 

applications might have been written since the" court ruling that requires that 

funded proposals be available to the pUblic upon request. 

·~he members and Executive sccretaries of the 68 Study Sectio~s and Review 

CoIMlit.t.ecs I.·cplicd l:hat they h<ld perceived no changc in the quality" or quantity 

of information provided in research grant application~ since inception of the 

ruling that requires that funded applications be made aVililablc to the public 

upon rcquc!;t. Nclny of tho!;c polled recognized that it:. was too soon fo~ any 

oigoificc1nt inc1icoltions of impnct on content of appljcation~ becau!:c the scien­

tiric community WclS not then fully aware of' the recent ch.::mge in policy. 

" 
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Another finding of the Panel's study~ how~vcr, may indicate a trend that 

is less reassuring_ By far the greatest portion of respondents to the panel's 

present questionnaire frankly indicated that they ~anted to review other pro­

rosa1s in attempts to improve their O~~ applications-or proposals and to use 

. informati.on in otl1cr proposals to assist their O\o."Il research.. No doubt, reviewing 

other proposals may help a researcher be more effective in his research, but it 

is also possible that less innovative researchers will merely be imitating tore 

successful researchers and that, instead of ~proved research, derivative research 

~9ht be expected. There is indication that the inforw.ation disclosed is being 

used to gain a competitive advantage by exacting eisclosure of ideas of other 

researchers who are in a position of being deprived of full control of the intel­

lectual property rights to their innovations. Should this practice grow, peer 

review might be undermined because of uncertainty ~ut the extent that proposals 

xcflect any genuine standard of creative excellence. It would be unfortunate if 

applications reflecting only derivative ideas were subnitted and approved ~hen 

each year funds have not been sufficient to support all approved applications 

that reprcsent original, if not exceptionally innovative, high-quality work. 

CFurthcrmore, the credibility of peer review would certainly be under.mined 

if it were compromised by the su~ission of derivative pro~osals. and applica~ions 

end if the judgments by peer review groups were based on inco~plete informa~ion. 

'-'he peer review system serves another purpose, as well, that would be 

~dcrmined by uncontrolled disclosure of research information. Peer review 

ensures responsible and .adequate scientific evaluation of proposed research pro­

,cots as an indispensable method of pro~ecting the public. If the prospect of 

uncontrolled disclosure of research inforr.lation discoura~cs investi"gators· from 

£urnishing complete and detailed inforrr.ation about their proposed projects, peer. 

~cview bodies will be hindered in making jud~ents about the ~ssible harms of 

such research. The protection of responsible, scientific evaluation Can be 

.1)ndc:rrtlincd by uncontr911cd disclosure in another ~·ay. The· prcI:laturc disclosure 

of research protocols, hypotheses, and designs may also invol~e release of 

$cicntific hypotheses before adequate validation. The public could be subject 

to potential h~z~rds of untcsted hypotheses or be misl~d by ar9u~cnts advanced 

by unqu~liricd or irrcsponsible pcrzons for application of rescDrch advances 
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before sufficient lcng-range evaluation is complete.. In the long run, the 

pUblic's interest is better served by controlling disclosure of research pro­

tocols, hypotheses, and designs. 

Xt is in the light of this co~tribution of the peer review system to 

society that one should read the professional advice to the Panel .from the 160 

~cmbcrs of the l~tcrdisciplinary Clusters co~~issioncd to review the state of 

the science and to assess the peer review system. These scientists have an 

essential role in safeguarding the public by assuring the integrity of sciep­

tifle research. Professionally, they ~~uld find it difficult or i~possible to 

particip~te in a system where premature and uncontrolled disclosure """QuId th\"a.rt 

their strenuous efforts to ensure technically and scientifically sound as well 

as pote~tially beneficial research. Their reservation about serving as members 

of peer review bodies whose function ",,~uld .be rendered ineffective by an "open" 

deliberative' process is a valid professional concern on their part. Shoul~ pro­

vi~ion not he made, furtherr.lore, to guarantee the exclusion from disclosure of 

unfunded research applications and proposals, the ability of oeobers of peer 

review boards to contribute to protectlrig the public from unsound or questionable 
". r 
research \I.ould be even [!lore severely hampered. In the event unfu!1ded proposals 

were subJect to public disclosure or public d~scussion, it is difficult to see 

how the peer review system could continue to provide effective protection from 

potential harm to the pUblic. 

Finally, researchers have nO interest in concealing their ideas indefinitely 

f~om the scientific co~munity or from the public. They have every interest in 

pUblishing their findings as soon as possible upon verification. The point of 

disa9!Cement is really -9ver when such information should be released and wh~ will 

control the release. The measure of protection necessary to safeguard the ideas 

of the researcher and the int<:grity of the peer review system does not require 

'cxclnption from disclo5ure for an indeterminate time or from disclosure in a 

proper and controlled fashion. 
• 
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EFFECT OF DISCLOSURE ON PROTECTION OF HUMAN SUBJECTS 
IN HE:SEARCH AND ON INFOl1l\lED CONSENT PROCEDUI1ES 

.... . 
~e Panel's concern throughout its earlier study of the federal biomed~cal 

and behavioral research effort was to ensure that the public funds used to sup­

port research achieved the maximum_.return possible.. Part of that concern was 

directed to the difficult problem of maintaining balance between diverse and, 

~t times, conflicting research priorities. Not every line of research is" equally 

promising.. Not every disease or health problem exact.s the same toll of society:s 

Clearly, the scope of such deliberations required the Pane1 to invite testioony 

bnd expert advice from all possible sectors of the public· and the scientific 

h .• Xescarc commun~ty .. 

1n this connection, and during deliberations for its initial report, the 

Panel heard testi~ony of ·diverse and opposing views on the issue of protection 

of hUman subjects in research.. Some witnesses con~ended that current regula­

tions of the Department of Health, Education, and Welfare impeded the progress 

of research. 
~ 

Other witnesses., representing public interest groups, expressed 

the opinion that further special measures were necessary to protect the public 

Against research that presents an unreasonable risk. In view of the vast numbers 

of com.plex issues and in view of the fact that the National' Commission for the 

Protection of Human Subjects of Bic~edical and Behavioral Research continues to 

examine specific iss~es in this area, the Panel limited its earlier deliberations 

to the recognition that clinical research required an opportunity to ensure, by 

public scrutiny if necessary, that human subjects of research are adequately pro­

t.ected. \'lhile the panel continues to support that princi"ple, it is i."nportant to 

point out that'the arguments advanced by proponents of full openness of peer 

review do not convincingly make the case that full and uncond1tioncd disclosure 

of information in research protocols, hypotheses, and des;gns is related to, or 

assures, the protection of human subjects of research .. 

~dvocatcs of full disclosure of research information, as presented in 

testimony to the punel,JO argue that ethical and ~cientific" review arc "in some 

a;cnses indistinguizhablc. 1I The basis for their being indistinguish.).blc is left 

\1:ncxpl.).incd. Yet, quite clc.arly, it is "deficiencies in the informed consent 
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. procedures, the monitoring of informed consent, and. the! nlonitoring of research 

ftftcr funding" that are cited as areas in which rights of human sUbjects of 

research are likely to be abused. None of these areas relates directly to the 

scientific basis of research--thc research protocol, hypothesis, or design. 

10 addition, the initial review of ethical aspects of research is con­

ducted at the institution sponsorin~ the proposed research project. At that 

review, consideration is given not to scientific merit but to assurance of com­

pliance to ethical and legal standards of the community and of more univc.rsal 

recognition as incorporated in regulations of the Depart~ent of Health, Education 

·'and we1fare.ll In the course of peer review at the national level, reviewers are 

required to take into consideration, among other pertinent factors, the apparent 

~,-: risks to the subjects~ the adequacy of protection, against these risks, the poten­

tial benefits of the activity to the subjects and to others, and the i~portance 

of.the knowledge to be gained. On the basis of this reyiew, peer review groups 

~y rcco~~cnd to the secretary that he approve, defer for fur~her evaluation, or 

disapprove support of the propose~ activity in whole or in part. The issues of 

infonned consent, monitoring of informed consent, and monitoring after funding 

are not specifically taken into account. The 'reasons for this are obvious. 

Consent is governed not by national law, but by applicable CC!:l..~on and statute 

law in the several states l and must be judged at the local level. 

It is also at the level of the Institutional Review Board that one can 

reasonably expect responsibility to be assumed for protection of human subjects 

in research. Peer revie\Ol at the national level involves brief periodic meetings 

of nationally r_ccognizcd scientists. Such peer review can apply its collective 

judgment with respect to ethical norms, but has .no opportunity to judge the 

applicability of those norms under state and municipal laws or at institutions 

90vc~ncd by the ethical views of differing religious and secular organizations. 

Cenerally, the research institution appears to have legal responsibility for the 

professional research activities of its staff. Also, federal regulations require 

l1S II condition for obU:lining fund5 that the local Institutional Rcvic\o/ Board cer­

tify, prior to submizzion to federal agencies, approval of proposed research pro­

$ccts on the b.:lsis of ethical con!;jderations • 

• brcovcr, if the peer review ~y~tcm is con5idcrcd inudcquatc for ethical 

review b('causc it allflo!it never jnvolvcs monitoring of the recruitment or 5ubjectn, 
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the consent process, or the actual experimental procedures as they take place. 

then·it h~rdly seems appropriate to require ,that it be open to the public or 

that scientific i~forrnation reviewed by scientific and technical review groups 

be disclosed. It was not made clear to the Panel ~hy the scientific and tech­

~ical rcvicw--peer review of.merit--should·rcquire co~~unity participation, 

public representatives, or a public meeting. In fact, the case rn3de by the pro­

·poncnts.of disclosure would appear to be that the peer review system is not the 

'" • eppropriatc focus for. ethical review. The Panel is inclined to agree that 

• 

( 

scientific and technical review committees.are not the ~echanis~s for monitoring 

~ctual compliance with ethical standards in conducting research. Scientific and 

technical review co~~ittees ought to concentrate primarily on scientific and 

technical review. The Panel recognizes that all reasonable ~easures must be 

taken to ensure protection of human subjects in research and that all review 

committees must have responsibility for tha't protection. No evidence, ho","ever, 

of systematic, recurrent,·or sporadic abuses of subjects' rights has been pre­

sented to the Panel tl~at would appear to call for full disclosure of what other­

wise ~uld be considered privileged info~ation. 

rFinally,.the recommendations o~ adv~cates of openness of peer review, as 

presented to the Panel, call for only limited portions of review peetings to be 

open ,to th~ public in order to protect the privacy of investigators anc so as not 

to prohibit cancor. It is only "when particular proposals present difficult ethi-

'cal dilemmas, [that] there should be an open debate. "10 Uncon~rolled and uncon-

ditioned disclosure of information in research protocols, hypotheses, and designs 

does not seem necessary nor even intrinsically related to the protection of hurnan 

subjects in research. In fact, it may be that the co~~issions and boards now in 

place or proposed at the lcyel of national review are already serving the purpose 

of supplying the proper forum -for "open debate"' of diffic~lt ethical dilemmas. 

As to the question of the effect of disclosure on adequacy of informed con­

~ent procedures, the Panel believes that the comprehensive study of this and 

related issiJes alrcildy in progress under t'hc aegis of the liational Corrunission for 

the Protccticn of ltum.)n Subjects of Biomedical and Behavioral Rc~carch would pro­

vide fuller information thzm the Panel could provide in the short period of its 

prc~cnt inve~tigation. Moreover, variations in the legal definition of informed 

con~cnl among $tate~ and among experts in the ethics of research make. specific 

recommendations by the Panel in.:kppropriate. 
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. In connection with the Panel's prescnt questionnaire on these issues" only 

one public interest group has considered the opportunity of disclosure of infor­

~tion in research protocols, hypotheses, and designs as a vehicle for ensuring 

protection of the public against research that presents an unreason~ble risk to 

'humn.n subjects of research and for' ensuring the adequacy of informed consent 

proccd~rcs. Two other respondent,s reported interest in these issues but gave 

no indication of initiatives aimed at significant impact on the problem. 

public interest group declined to volunteer the requested information.) 

(One 

On the basis of the requests for info~ation, the Panel is most concerned 

that, while uncontrolled disclosure see~s to offer neither co~?elling grounds 

nor c~nvincing record that it serves the aim of protecting human. sUbjects of 

xesearch, such disclosure does leave unprotected the rights of researchers and, 

in all probability, the rights of those w~o would benefit from timely tra~sfer 

of research innovations to the delivery of health care. 
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APPENDIX A 

, " Pub. Law 94-Z78 April 2Z. 1976 

Jteport to 
conSl'culon21 
eornnlIttccs. 

42 USC 2$"!.-2. TITLE nI-DISCLOSl'IlE OF HESE.\IlCH lXFOH)!.\ TlOX 

JavertlgOittons 
and. rtvdy. 
(2 USC 2&91-1 
I1C1te. 

42 USC 2891-1 
.aoC:e, 

42 USC 201 
1l0(:c. 

r 

Rf;C'. !lOt. (:l.) (l) Thr PI"('$iri.C'n["s l1iomelIk:ll R(':o-(':lrt"h Pan .. l ('~t:\h· 
lisht'd In- :-.·rtion :!IH (n) of tin· .:'\:1tiC'I\:t1 (\lIh'",r .\C't· _\m('r..il~1('nts of 
1~)j4 (l'ilhl:c L:\w ~:1-:;;.:!)) al1.1.(;II:' X:uional CI'lI!l;::i:,~inn iort!ll~ Pro-

. tedina of HUlllan :'lIhi,."t:-: or Bio!!~l·:ii(':\l land H.·;::l.\·i,"'Ir:ll TI ..... ,::...·:trt"h 
(cstnhli:;;}H,,[l,,- ",,~~tion :"'111 of th .. · Xat:onal l:l':«'·;n.:il .\ct f PI:I,li.~ L;nr 
!l3-:l-t'» ::11:111 (';\t.·h ronrilld :In in\"t':<'!iz:uioll ::J.11.i ;:'fIHl\- of the inlnli­
cation of tln:,_ di.5do;;.ure to th~ l'ubEc of in{o:-:~l;\:j,'}:i ("ont:li:r.~\( in 
reSC;l rl'li l'TOto..::O}:-:-. T(''';t';'\ r('it 11 \'!'nt ht',.:;(':;. :1.ud N,'_I';! :-t'h .1\·5:!..~1.5 O:·f :linc-d 
by tli('. S('art:l.TY of Hc-allh. E.iu,,:-:.r!rm. ;uhl ·\\-(':i'~I'" Ihere-in:d~,"r' in 
tho. &I\h~dion Ult:'ITl'd to :l" £lit, "~,,,·rt'tar'\"··) in cmU\i'ruon w:'th an 
cpplic:\tion or pmp~d :,uiJlIlin,·d. Junn!!' the p..-ri<. .... i b\.,~:n!1i.n~ .T!l.n­
uary 1. 1~7;1. and (,!l.iin~ D¢.:('mh .... r ;~1. 1:";.1. to .:1(' :=:.:'.:rNary fo:- t1 

~rant. fcl!(,\\-:-hip. Or ~ont.r:\ct 'lIla,,:,r the. PubE.: Hl':~::{~\ '::':'~!T:"-~ _\cr. 
In mnkm~ $\lch lflVc::'fl!:atlOn =tn<l 5tudy tile- Pant'l :lnu tne Comml~on 
sba.ll C.adl d('t('rrninc fhe iollow:n!!: 

. (A) The numhcr ot" t",',!w'''!s m:ule to th(> ~ecret:lTY for the 
disclo::ure o( infnnllation (,r"'Ir.!=:.in('d in ;;'~I<:h ro:-:;C'arch p:-o!r..cols" 
hypotheses. :md r1('"i~'TH :md tile inre!"(,5ts T('pre~cnt<'d by tIll;. per­
$ens for who:n ~lIch refl'.!e5~:; wrore ::lane_ 

(B) The purpo:'Ocs tot" w:~iC'h infor:1!3tion disc:!o~d by the Sec ... 
tttnl-y }lIlr5uant tf) ;:llr-h rr,":t1fo;,{,'" W:l,S 11Si'G. 

(0) The {'Ife('t of the rii::do:.ure oj $1trit i!':.:rH~!':.:\tion Qn-
. (i) proprietary in:erc::t3 in the r(,'::~:l,r~h p:-ot( ... ~i. hyr-oth· 

e.c;.is. or d('!>i~ from \~hi<::h sucn iniorm:lt!on was disclo$Cd 
and on p .. "t.tent ri.:-hts: 

(ii) (he ahility of pen re\';ew systems to' insure high qual-
ity lcd('rally fund~d r('!:c·arcil: nnd . 

(iii) tllc (J) pmtc·::t:nn oi thc .'pllLlie 3!!':l.inst resparch 
~lllCh I'r~s('nts =tn unn::t.-;r-Jr.able risk tl) hur:::::tn ;;UbJ+-C~5 of 
such re~;"c:lrch :md (J J) d.u a.dc'lU:lCY of infonneu cCtTl."icnt 
proccclures, 

(2) (A) :\()t bIN- than )fa)o' ~l. 1!)7r.. th~ P:JlIt't $hall romplrotc the 
In'-cstit!:,lirm :lIId ~rllt1.\· r(·'luin·{l ttl t,~ m:ulp.1J_\' th~ P:!tld J.y r';lr.!~'T:l!Jh 
(1), al."I, r.r-.t hrc>r th:m .JIIIIC> ;~I).: ·l~yG. tl;~€,. Pa:1.d :::Init ::llb:nit (I) lhr: 
COnnoltt,·c fin Jnlt·I·:-I:ltr- anll J·")n·I~'TI «.nlO'{:rrp r.r tll~ Jrr,~I<'::p' 01 
)~epT("s(,l!tnliH's :In,l th~ ('wlIl:littN~ C~II Labor :'In·i Pui.lie '\-'!If,J.r~ or 
illc SC"Ii:lIC!l rq.ru1. 1111 :-,wi! inv(>sti~~:\fil"Jn ntHi Hudy. Til" n:p()rt. ~hall 
(ohtain 1'111·11 n· ... cllllllll'udalicms for lcgislation. as Ole rand. dl'cins 
OPI)rnpriah'_ . 

(Il) X"l Jall'r (hnl\ :"\nn"II\T"'r ~(), 1!)7r.. tli", C<.rnrnic!"ion :;'1:"111 '-om­
J!lctc llio iUVl..':,li:.-atill/\ :ulfl ~llIdy rNluin:d I,) I,,· '1l:~r1i' Ily Ih~ Cc.rnmis· 
",lOn h .... lmr:I;'!T;qdl (I). and. hhr Jall-r Ih:m IJ",·'·llIl.i·r :~l. l~r;f;, Ihr.; 
C01111I1i~:-illll ~I.:,II :':11 I 1111 it tt, 11:.- C''''lrnirt,·,· nil J"'."r!,lat(- !l.nd F.,r,-i;.rtl 
C'.olnfl1t"n·(' IIf rllt' I'fWI'i'. he J:'·i'n··rl,latin·.-i ;In" till: C'.lOllIitt,·c ,.n 
J ... I~I"w 1111,1 1 '"loTi .. \\",·1 r:, 1"(' ,.( t h.· ~"1I:1tt- 0\. n·J"",'1.C>1I ".II'-h irl\·(·~t i~r:ll ir.n 
.. lu1 !olwly. TI'I~ n·pul·' :-hall,·,'tll:lill ~·'wh rl'I'hIlIIlU-II'I;lri"lIs fur h·;.:i~I:I.­
lion ns (11(. ('1>111111 i .... , i' lIl <1"'·111" a J' 1'1 I If. rl:1 rr. 

Ch) ~h·lillil ~II(I'J of Ih~ ."\;1111011:11 J:'· ... r:lrl"1' .\rl (1'ul)tic: T.now 
P3-:lIS) i~; 1I111"wk,lll\' ~t riklU;! out ",Juiy J, l~,li" !lUI! iIlSl.,rtiu~ intic-u 
C).rrcul ".Jululaty 1, IHi.". :. . . 
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Repcrt to 
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cCr.:Imittees. 

Repcrt to 
co:l:;reuional 
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APPENDIX B 

" 

"":., ; .... 
" , 

O.M.B. No. 68-S76032 
Bxpires June, 1976 

Questionnaire -
~he Privacy Act of 1974 [(5 U.S.C. 552a(e)(3)] requires that 
an individual asked to furnish in£orm~tion to a oovernment 
agency be informed as to the authorizing source and the 

.. prinCipal purpose for which the information will be used. 
~he President's Biomedical Research Panel seeks this 
information pursuant to Title III of Public Law 94-278, by 
which the Panel is directed to investigate and to report to 
the Congress the implication of disclosure of information 
contained in research protocols, research" hvpot!1eses, and 
re'search designs submitted to the Department of P.ealth, 
Educatlon, and Welfare in connection with an acclication 
or ~roposal for a grant, fellowship, ·or contra~~ under the 
Public llealth Service Act. Your cooperation in responding 
voluntarily will contribute greatly to the accuracy, time-
1in~ss, and comprehensiveness of this survey. 

(1) Please indicate the interests represented by you or by the 
persons on whose behalf you have made the requestls). 

(2) Please state briefly the'purposes for which the information 
disclosed to you by the Secretary was used. 

----------------------------~. 
. ------------
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