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Soo T June 30, 1976

M.,

Honorable Harley 0. Staggers
Chajrman, Cormittee on Interstate

.and Foreign Commerce . . . g s . o _
- .. House of Representatives ST e _ .
st Room 2125, Rayburn House Office Bu11d1ng ; e Ce

Hash1ngton, D. C. 20515
o Dear Mr. Chairman: = I I

-~ ~ . On behalf of the President®’s Biomedical Research Panel, I am pleased
<" to transmit herewith our Report pursuant to Public Law 94-278. This

- Panel was charged to conduct an investigation and study of the
implication of the disclosure to the public of information centained
in.reséarch protocols, resesarch hypotheses, and research designs

* .. obtained by the Secretary of Health, Education, and Weliare in connection
. .- with applications or proposals submitted to the Secretary for a grant, ' o
';;félloush1p, or contract under the Public Health Service Act. -

The Panel was instructed to compTete the 1nves;1gat1on by Nay 31, 1976, :
and to submit its report by June 30, 1976, to the Committee on Interstate._
and Foreign Commerce of the House of Represen;at1ves and the Committee '
on Labor and Public Welfare of the -Senate,.

’fﬂé hope that this Report will be of value to the members of the Congress
in their deliberations concern1ng 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'cooperat1on of those individuals and
" federal agencies who ass1sted the Panel in conauctlng 1ts 1nvest1gat1on

© and study. =
- ctful y, )
\L{u

._-Fr nklln D. Murphy
Chairman

'_ Hashington, D. C.
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, 'Ro0m 4230, Dirksen Senate Office- Bu11d1ng
Hash1ngton, D. C. 20510

. Honorab]e Harrison A. W11!1ams
- Chairman,

Cormmittee on Labor and -

Public Welfare
United States Senate

‘.

;. Dear Mr. Chairman:

R . dune 30, 1976 o | t.

. -

On behan of the President’s Biomedical Research Panel, I am pleased
to transmit herewith our Report pursuant to Public Law 93-278. This -
.._-Panel was charged to conduct an investigation and study of the

- {mplication of the disclosure to the public of information contained

{n research protocols, research hypotheses, and research designs :
obtained by the Secretary ot Health, Education, and Welfare in connection

felloush1p,

The Panel was 1nstructed to complete the investigation by »

- and to submit its report by June 30,
. and Foreign Commerce of the House of Representatxvas and the Comm1ttee

on Labor and Public MWeliare of the Senate. -

Ve hope that this Report W11] be of value to

" “in their deliberations concerning the issues

to the public of information in applications

The Panel is grateful for the opportunity to
and wishes to acknowledge the cooperation of

 Hashington, D. C.

" with applications or proposals sub”1tted to the Secretary Tor a grant
or contract under. the Public -Health “erv1ce Act.

May 31, 1976,

1976, to the Committee on Interstata

the members of the Congress
involved in d1sclosure '
and proposals.

prepare this Report
those individuals and

- federal agencies who ass1sted the Pane] in conduct1ng its 1nvest1gat1on

- and study.
' ;tfu1}7 '
, A(Ja{? $S> (Aj%u7
Franklin D. hurphy A&éy
Chairman:
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-t ) ﬁhe Pres1dent's Bzomedlcal Research Panel. whlch was established under

Eitle I1 of Public Law 93-352, July 23, 1974, submltted its report to the
President and to the Congress on April 30, 1976. The Panel was requxred sub-
Sequently, under Title III of Public Law 94-278, April 22, 1976 {Appendix A),

°'to conduct an lnvestlgatlon and study of the impllcatlon,of the disclosure to
f;the publlc of information contalned in research protecols, research ‘hypotheses,
““and research desxgns obtained by the Sec*etary of Health, Education, and Welfare -
_-1n ¢connection with an appllcatlon or proposaI submitted, during the period
-danuary 1 to December 31, 1975, ‘to’ the Secretary for a grant, fellowshlp, or

contract under the Publlc Health Service Act.

“the Panel, in its earlier report? to the President and the Congress, made

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

report. Those recommendations are still timely and have been noted in the

present report because of their imporxtance for maintaining the strength of

‘the federal biomedical and behavioral research effort. .The study mandated by

Title YII of Public Law 94--278 is focused, however, on specific questions that
were not previously-stﬁdied by the Panel,"such.asithe number of regquests made’
for disclosure of research information and the effect of disclosure on propri~

etary interests and patent rights,

‘¥itle YIX of Public Law 94~278 directs the Panel to determine the number

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

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

reguests were made; and_the pqrpbses for which such information was used. The

Yancl was also directed to determine the effect of disclosure of such information

”on thc proprictary interests in the research protocol, hypothesis, or design and

on patent rights; on the ability 6f'peqr review systems to ensure high-quality
federally funded research: on the protection of the public against rescarch
which presents an unrcasonable risk to human subjects of rescarch; and on the

L : ) . ) *
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. . 3ts legislative charge.

L RS L]

adequacy of informed consent procedures.

- the 1nvestigation by May 31, 1976, and to submit its report by June 30, 1976,
- to the Committee on Interstate and Foreign Commerce of the House of Represen-

tatives and the Commlttee on Labor and Publlc Welfare of the Senate.

The Panel's investigation.and study employed several methods in fulfilling

The Panel examined records of_requests for disclosure

. ©f information as provided by the Secretary of Health, Education, and Welfare.

These records of requests were supplemented by direét.inguiry by means of a

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

made such requests of the sécretary. The Panel also sought advice and testi-

mony from the government officials mostﬁdirectly 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

Thls report of the Panel is based on *
the findings of this investigation. '
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e .« RECOMMENDATIONS AND CONCLUSIONS )
= . : %he Pancl's mandate under Public Law 93-352 called for review and assess—
o ‘ment of biomedical and behavioral research supported by the National Institutes .
= " of Health and the Alcchol, Drug Abuse, and Mental Health Administration. The - oo

= Panel's recommendations in its Report! to the President and the Congress outlined -
= ' steps-that should be taken to strengthen and unprove the ba.onedlcal and behavioral

e T research efforts of those agencies.

= : .- Several of the recomendatxons addressed spec:.f:.c issues regard:.ng the
T . effect of the Freedom of Information Act of 1967 (and as amended in 1974), the
= -~ Federal Adv:._sory Committee Act, and the Privacy Act of 1974, popularly known, as

o & group, as the "sunshine laws,"” and the recosmendations are cited here because
= of their relevance to the present report.

:‘( oo d . - Fhe Pzne! recommends that the Public Hezalth Service Act be amended 1o provide statutory

= T tssurance that the initial review for scientific and technical merit {“peer review’) remain totally

confidential.

The Public Health Service Act also shou!d be amended to provide a statutory exemption from
‘disclosure in accordance with exemption {3) of the Freedom of Information Act for research designs’
: . snd protocols contained in grant appiications and contract proposals until the srant or contract funds
= . . - o tave been received by the grantee institution or comractor. Unfunded grant appllc.anons and contract .
’ proposals should remain confidential. - o

tn the case of grant applications and contract proposals that contain c!.inica! prot'ocols, there
rovast be a period of thirty days for public review of clinical protocols before research is commenced.

U ’ . ‘The Public Hea!th Service Act should be amended to provide protection from premature discio- ‘ . .
= e L gure of data that are (1) part of a larger data set and can only he reviewed within the greater context; . o R
= -+ . (2} data that are incomplete, such as interim reports of clinical 1rizis; and (3) dzta obtained by federaiiy .
) S employed investigators and scientists, vither as part of their own reszarch or obtained in conjunction ™
o oo with nonfederal scicntists, until such time as the study has been published in a profcss:onal periodical.

ek n ey b

= :_- : ' In th:v.e present study and rcport, pursuant to T:.tle III of Publ:.c Law
o 94-278, the Panel has addressed the issue of the cffect of the disclosure to
i - " the public-cf information contained in research protocols, hypotheses, and

: designs. Spccifically, the Panel has inquired as to whether there are aspects

_..:-;' o . of the disclosurce of such information that serve to strengthen or to. interfcrc

= . with the bio:ncdical and bchav:.oral research effort in this nation.
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sspported by the Department of Health, Education, and Welfare,

The present study provides additional evidence that leads the Paned to recommend further that the Public
Health Service Act be amended (1} to provide adequate protection for intetlectual property rights of investigators who
submit applications or proposals for support of rescarch and of those investigators whose research is supporiced under

the authority of that Act, and (2) to protect the patent rights of discoveries and innovations resulting from research

Y The Panel is convinced that an area of vital national interest--the

federal biomedical and. behavioral research effort and its impact on the health

. ©of the nation--is likely to be impaired unless such legislative action is taken.

Beveral findings of the present stﬁdy support that conviction.

. of information and the review of responses to the questionnaire, the Panel did
not f£ind indication that the opportunity for d;sélosure of'previously protectad
“Information has had more than isolated impact on the.interest in the protection

‘©of human subjects. The exact extent to which proprietaryfinterests and future

First, on the basis of the humber and nature of reéuésts for disclosure

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

assessed at a future date, although there is no guestion that disclosure does

Infringe upon such rights.

Second, the Panel found that intellectual pfoperty'rights of researchers

~ whose investigations are federally supported cannot be protected adequately by

_the federal. government under present court rulings. quther, the Panel found

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

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

the successful transfer of research innovation to industry and the marketplace.

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

" property rights and in light of the importance of such rights to the transfer.

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

present mechanism of complete "openncss" ensures public acecountability at the

cost of sacrificing protection of intellectual property iights'of demonstrable

potential benefit to the nation.

Third, the Pancl found no evidence that disclosure of information had

contxibuted, or appeared relevant, to improvements in the ability of the peer

rcvicw system to ensure high-quality federally funded rescarch. The Panel did

.
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. ative and imitative research projects. . S
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_£ind rcason to helieve that the péssibility of uncontrolled disclosure could

impair the ability-of the peer review systcm to ensure high quality. The Panel

also found from its questionnaire a hlgh proportion of requests to review suc-

cessful research applications and prorosals indicating the potential for deriv-

. . .

‘Fourth, the Panel's consideration of the relationship of protection of

human subjects in research and informed consent procedures to disclosure of -

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

-three conclusions.

-« . -

There does not appear to be any direct, necessary, or inherent
connection between disclosure of such information and ‘protection
- i of human subjects in research under the present. svstem of federal
i Yegulations and review bodies, nor did testimony be‘ore the Panel-
argue for such full alsclosure-

There: has been extremely limited interest in using large-scale
disclosure of such information as-a means of monitoring com—
~ pliance with standards and regulations of protecticn, and no
documented results of use of such information were presented to
the Panel.
[ As a'consequence,'uncontrolled disclosure of research information
seems to offer neither compelling grounds nor a cenvincing recorxd
.+ that it serves the aim of Drotecting human subjects of research.
‘But such disclosure deoes leave unprotected the intellectual prop-
-erty rights of researchers and, in all pr obauility, jecpardizes
. the timely transfer of research 1nnovatlons to the delivery of
* . health care. : :
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" 4nformation items.*®

* REQUESTS FOR DISCLOSURE OF INFORMATION

. . -
.

In order to fulfill its legislative mandate, specifically Sect;on 301(a)(1)

(A) and (B) of Public Law 94-278 {Appendix A), the Panel received from the Sec—
rEtary.of Health, Education, and Welfare records of reguests for dlsclosure of’
information coptained.in research protocols,—hypotheses,-and designs‘in cbnneé—
tion with applications and proposais for grants, fellowships, or contracts

suhmitted during the period Janumary 1, 1975, through December 31, 1975, under
the FPublic Health Servxce Act,

-+ - '%he agencies of the Department ‘of Health, Education, and Welfare that
award grants, fellowships, or contracts under the Public Health Service Act were

. asked by the Panel to forward records of reguests. These agencies included the

Rational Institutes of Health {(NIH}, the Alcchol, Drug Abuse, and Mental Health
MAninistration (ADAMHA), the Health Sexrvices Administratién (HSA), the Health

" Resources Administration (HRA), the Center ‘or Dlsease Contrel (CDC}, and the

Pood ‘and Drug Administration (FDA},. The Panel requested these.agenc;es to

forward records of requests received prior to May 1, 1876,

Rurber of Pecuests for Disclosure.

‘The agencies reported a total of
160 requests that met the stipulations ¢f the specified 1egislative mandate.

Inasmuch as several persons had submitted multiple requests either to the same
agency or to different agencies, the total number of reguesteors was only 124.
Although most of the requests concerned awards made by the NIH, some requests

were also directed to the ADAMHA, the HSA, and the CDC regarding awards made
by those ‘agencies. The FDA and the HRA reported no requests that met the stip-

wlations of the legislation. The reguests covéred a total of 586 separate

Yhe records of the réquests did not always indicate the interests repre-
sented by the persons or organizations making the requests. ' Often, the records
did not provide explanatjon about the purposes for which the information was to
be usced. The Panel, therefore, souéht more complcté and current information
by Inquiring directly of the requestors by means of a briecf questionnaire

“{hppendix B) approved by the Office of Manégcmcnt and Budgét.

tRecords of four of the reoquests were not sufficicntly detailed to allow dcter—
mination of the precise number of informaticen items rcqucstcd.
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Rcsponqes to the Panel's Questionnaire. Questionnaires were mailed to -

1he 124 persons who had requested information and 76 replies were received--a
- .Wte$ponse rate of 61 percent. The 76 respondents to the Panel's guestionnaire

e ¥cpresented interests that could be classified into six identifiable groups:
T

private citizens (10 rcspondents), commercial and nonprofit research and devel=—"

. opment organizations (33 respondents), acadenic institutions (21 respondents),

- public intérest groups and the press (9 respondents}, professional associations
L2 respondents), and federal agenc;es (3 respondents). {Two individuals.returned

tﬁe quest;onnalre unanswered., ) o . . .
. 1n-zeletion to Section 301(a)(l)(B) of Title 1IXI, the persons to whom _
. ) qncstionnaires were sent were asked to state briefly the purcoses. for which the
T disclosed information wasrused. RespensesAto this guestion could be classified
e into eight general categories that indicated the iespondents' purposes;in
‘requesting information contained in apelications and proposals.** These eightf

general categorles are described in the followlng paragraphs.
. . . v
. . . . . ) - - ' - * : - R -
A ' . 2. Examination of Winnino Contract Prozosa The seven
. t respondents who wished to examine winning = s indicated their

A o ‘dnterest in learning why the winning proossa e selected over-
' " their own. Of the seven respondents, six were individuals repre-.
) senting research and develogment organizaricns and one was an
-+ . 7 " "$ndividual representing an academic institution.  (One respondent

- - in this category also provided a second reason, whlch is included
.f o in the next category } : :

n
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ST *Although the records of. requests from individuals who did not resrond to the ' -
- .« guestionnaire sometimes contained an indication of the interests represented ' -
. .. by the requestors, the indications were not considered to be sufficiently

conmplete or uniform to permit inclusion of nonrespondents in the f_nal clas—

gification scheme.

.
“Of the 76 replies, 71 provided responses that could be uscd in the Panel’'s
‘. " condiderations. The responses included three. from federal agencies, which
were not included in the-compilation but were included in the total number
. . of requests received. In addition, replies were received from reguestors
. - who returned the questionnaire and indicated their reasons for not providing
: the requested information. One, a representative of a public interest group,
objected to the questionnaire: the other, who represented a legal firm, R
declined to answer the questionnaire because the purpose of the or;glnal
xcqucst for information concerncd a clzcnt involved in litigation.:
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2. Attempts to Improve Arnlications or Propcsals. By far -
the largest number of responses were an the category concerned
with attempts of investigators to improve their own applications
O proposals. Of the ninetecen responses in this category, eight
were from individuals who represented private research and develop-
ment organizations and eleven were from academic institutions. In
general, the respondents noted. that the purpose for which the
Information was requested was related to their attempts to improve
.. .. @&nticipated applications or proposals, or simply to examine a model

' of a successful application or proposal.

3. Attenmpnts to Learn of Other Research in a Partizular Field.

Of the fourteen responses classirfied in ths catecory concerned with
_attempts to learn of other research in a gartlngar field, eight-
 represented research and develornent firms, two submitted the recuest

&s private citizens, and four were associated with academic institu-

tions.” The respondents in this category explained that their initial

requests were for purposes of Xeeping ab*east cf develoonents in a

field, detexmining if any new research methods were being emploved,
and surveying current literature in a partlcular research area.

4. Attempts to Avoid BDuoliszation of Rasearch Efforts. TFive
¥Yespondents, including three re:z Esaﬂul? ori . £irms and two
associated with academic institutisns, stated that their Durrcose in
. . requesting information in. aoollcatlcns or procosals was related to

¢ . their efforts to avoid duplication of research activities.

.85, Collection of "=*n*1a1 for DJblicaticn. The ten respgondents
"who were collecting material for puziicavicn indicated that th
requested information was neéded either to fulfill-a COﬁtract to
prepare an inventory or to cublish research reviews or reports. The
‘ten respondents in this category included two representatives of
professional associations, three private citizens, four members of

private firms, and one individual associated with an academic
1nst;tutzon.

4|

-

h

6. Examination of PResearch Involving Human or Enimal Subijects.
Only three respondents were .interested in research inwvolwing human
subjects, Of these, one was attemoting to determine whether the’

. research specified in the request involved iddentifiable intervention
in a child-family relationship, and two, who represénted a public
dnterest organization, were attempting to determine the extent to

“which existing procedures for review of applications and proposals
at both the instituticnal and the federal level were adequate for
the protection of child subjects, The fourth reczpondent in this
category was a private citizen who was attempting to determine

whether the use of publxc funds for experimentation with animals’
could be justified, :
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e : IR 2. Interests in Patent and License Applications, The two
" dndividuals interested:in ratent and license applications were
xreprescntatives of commercial firms: one sought information on the

T ownership of a patent and the othor was interested in a possible

e . ddcensc agreewent with another firm.

. . ’ . L]

. I 8. Miscellaneous Purroses,  The category of miscellaneous
e ... purposecs included ten respondents: one was attempting to use the
ETE . rating of the grant application as justification for desired pro-
- fessional advancement; one wished to determine whether a contractor
* ‘could appropriately use a facility at the respondent’s institution;
fthree were represcntatives of public interest grours interested in
. _ \dctermining whether public funds were being spent according to
Lt .. ; ~their criteria of avpropriateness; two were reporters seeking infor-
: : mation for their respective publications: one was from an individual
* - -.»ho had brought charges of violation of civil rights; one was an’
- Individual who was attempting to determine whether cextain grantees
- were performing within the stated purroses of the grants: and one
_.wWas a representative of a private firm who was attehpting teo detexr- )
+°  rsmine whether that firm's studies could be utilized in other specific -
- istudies., : . : ' ' -

-

.

“Yo summarize, the results of the Panel's survey of persons who requested

'ﬂ,in{ormation'from applications and proposals confirm the validity of congressional

goncerns about proprietary rights and about the effect of disclosure on the peer

TS

zreviéw_system. The results indicated only slight interest in use of the provi-
-sions of the Freedom of Information Act for asgsuring the protection of human
. f,-fsuhjects or for monitoring consent'procedures: only three of the seventy-six

xeplies concerned human subjects.
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“tights of researchers are necessary to maintain licensable patent rights.

but also of society generally.

" Btates.?
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L . EFFECT OF DISCLOSURE ON PROPRIETARY lNTERESTS
! T ~ _AND ON PATENT RIGHTS

...“'.‘. ; L " ’ " .
C e T ocen . .

d J¥n relation to Section BOITa){l)fC)(i) of Title IIX regarding'the éffect

of disclosure of information on proprietary interests in a reséarch protocol,
hypothesis, or design and on patent rights, the findings of the Panel identify -

" & serious problem.  The problem has two primary aspects. The first aspect is

. ‘the. question of whether, under the Freedom of Information Act as interpreted

by the courts, there are adeguate safeguards for the intellectual property

rights of scientific researchers whose investigations receive &lnanclal support

“from the federal government under the Public Health Service Act.

Ehe second aspect of the problem :glates to’ the promotion of urgent

health-related research and its timely application to health needs of the nation.
: ?he second aspect is closely connected to the first for the following reason.
"gvidence Presented to the Panel clearly indicates that the successful transfer

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

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

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

-

Adequate safeguards for the intellectual property rlghts of researchers

are a matter of basic principle and sound policy. Protection of 1nte11ectual

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
Moreover, the remarkably pfoauctive partnership hetween the federal

government and the nonfederal biomedical research community, which has been

thoroughly studied by the ?anel,3.is based on the principle of full protection

. ©f the idcas of scientists whose research is ultimately in the interest of the
- Merican people.

An examination of the present state of'thc law regarding the

protection of intellectual property rights.of rescarchers who, in the national

_1nterest, make information about their rescarch available to the government,

1¢ads to the conclusion that these rights. are not adcéuatcly protected.
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The disclosure of information generally required under thé_?rcedom of

Information Act as interpreted by the courts appears to narrow greatly th¢ pro-

fection provided by the Congress' and the court's implementatioh of the Constitu-

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

of rescarchers by the federal government as a matter of right. Such disclosure

under the Freedom of Information Act 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 has been broadly defined as

any unconditioned disclosure by its owner of information on an innovation of .

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

library but not neceséarily reviewed by any researcher has been deemed, within

the patent laws, a publication of the innovation disclosed thérein;' Patent laws

‘of both the United States and forelgn countries are drafted agalnst the interest

of those partles making or permlttlng publication of their invention prior to-

the filing of a patent application. In the United States, publication of an

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

statutory period during which time a patent application must be filed on the

" invention disclosed so that valigd patent protection can be established.  The

lawg of most foreign countries preclude obtaining‘valid protection for a dis-

_€losed invention if a patent application had not been filed pricor to the date

“on vhich the info;mation was first disclosed.  Accordingly, the intellectﬁal

property rights of researchers in'respect to eventual_filing bf_patent applica=-

tions are jeopardized by disclosure under the Freedem of Information Act.

Recent Court Interpretations of the FPreedom of Information Act. The

Freedom of Information Act exempts from disclosure "trade secrets arnd commercial

and financial information which is privileged or confidential"” [U.s.C. 552 (b)

{4}}. The decisioq, however, from the leading case on this exemption [National

_'Paxks and Consexvation'Assoéiation versus Morton, 493 Fed. 765 (1974), D.C.
" Circuit Court] states that the exemption applies if it can be shown that dis-

"‘closu:e was likely either, first, to impair the: government®s ability to obtain

necessary information or, second, to cause substantial harm to a competitive
position of a person providing the information. The court‘touéhcncdrthe quali-~ .

fication in Petkas versus Staats [501 F. 2a 887 (1974)] by refusing to accept a
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‘of confidentiality by the government in and of itself may not prevent disclosure.

) Act suit is, at best, very unpredictable. ' .

in the possession of the government. It is a deterrent to unauthorized disclo-

" ) ) - .. L Y
L] . »
. .
- -

_ gbvcrnmcnt assurance of nondisclosurc in a regulation requiring information where
£iling the information was 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. Consequently, a pledge

As a result of the above cases, the 0ffice of Legal Counsel of the Justice

. Department has advised that government protection of intellectuwal property and '

Jts withholding under the "trade secrets” exemption in a Freedom of Information

Further, Title 18 U.S.C. 1905 does not appear to have any effect in a
Freedom of Information Act suit. This statute, if applicable, wquld impose *

‘eximinal penalties on government officials who disclose proprietary information : =

; suxé, but it takes effect only after the disclosure and the damage to.the owner.

Fitle 18 U.S.C. 1205 has been virtually ignored by the courts in Freedom of
Information Act suits because of a general exemption contained in the statute,
*unless otherwise'provided by law.®™ Courts generally have interoreted the
Quoted passage as exempting disclosure under the Freedom of Information Act.
_The'penalties specified in Section 1905, therefore, would not be applied to an

official who disclosed proprietary information in response to a Freedom of . . -

-

. ¥nformation suit. C _ . _ oL _ : | A :

Even though commercial concerns might with'prédictable éifficulty meet

the “substantial harm to a competitive position” test of the National Parks case, '-7_ T -

tmiversities and nonprofit organizations wishing to deny access to their research

proposals appear to have little hope of meeting this test in light of Washington
Research Project, Inc., versus Weinberger [504 F. 2d 238 (U.S.C.A.D.C., 1974)].

In that case, Washington Research Project, Inc., sought access to a number of

" research proposals from differcnt universitics and nonprofit organizations in

-omﬁéx to investigate the ethics of the experiments in 'question.  Washington

Rescarch Prbjcct, Inc., supported its claim to access to the propocals with
Sndications that "it is essential for researchers to be held accountable, and
the rescarch process has to be something other than the closed society which it

) ) ’ . : ’ - - .. -y o P . #eeew
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385 now.” The court indicated, in denying the use of the "trade secrets™ cxemption,

thats . L . R _ .

- ' It 1s clear encugh that a noncommercial scientist's research

.

* - design is not literally a trade secret or item of commercial
information, for it defies common sense to pretend that the
. sclentist is engaged in trade or commerce. This is not to say
T that the scientist may not have a preference for or an interest
$n nondisclosure of this research design, only that it is not of
4radc or commercial interest . o« .

; i ;l .. Certainly an argument can be made that protection, under law, of the intellectual.
i {j - .propgrty of researchers employed at universities and other nonprofit institutions
';{_ - ought to be egual to that protectioh accorded commercial firms. At the least,
. the protection provided researchers at universities and other nonprofit institu-
lt'"' _tions should be predictable. At present, the protection that federal agencies

&xre able to provide for university researchers is considerably less than that,

: _ &is $llustrated by the procedure for withholding information contained in a funded
T research proposal.
Under this procedure, and in order to deny information, the federal admin-

istrator handling the request must apply the National Parks test to the situation

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

case recommending denial. '(The case would need to incliude arguments on how a
'nonprofit organization could have a competitive position in order to overcome

-~ _the general negation, which resulted from the case of the Washington Research

' :?xoject, Inc., of the possibility of a competitive position.) If the information
the federal administrator believes should be denied invelves a disclosure of an

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

fnvention, or discovery is in fact novel in comparison to the prior art would -

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

be shoﬁn, it seems clear that the government could not prevail in a suit to show
‘that there will be "substantial harm to the owner's competitive position.® It
‘ is worth asking whether a federal administratbr, even with_thé aid of the
researcher whose idea is involved, can show during'thc ecarly stages of funded
rescarch that a résearch protocol, hypothesis, or design.is novel compared to
the prior art, The primary purposc.of conducting the research is to demonstrate

that the idea is, indecd, novel. o . ' ".-
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In addition, at the time disclosure is requested, it is unrcalistic to

expect that rcscqrchers or their institutions could take steps independently

- .. under patent laws to protect their intellectual property rights by filing a

patent application at an early stage of research. The clinical or other cor-

"' . roborating data necessary to support a patent claim would obviously be lacking.
'_;The filing of a patent application without such data, if possible at all, would

. .be based on the uneconomic, speculative basis of possible futuré £indings.

The Federal Research Effort. &n additional factor complicates this problem.

“%he federal government is by far the principal sourcde 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 portion

6f the federal biomedical and behavioral research effort is_foundéd on the-conéept

 -0£ & partnership with the nonfederal research community. In.1974, fedeial funds . -

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

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

health research and development. This amount represented about S5 percent of the

total national expenditures for health research and development'conducted cutside

federal agencies. This interface of the federal government with universities,

nonprofit organizations, and private industry requires submission of documentation

that;cbntains disclosures of ideas, inventions, and technical and clinical data--—

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

'presenﬁ,-and future investment towards meeting the health needs of the nation and

the world.

Presuming that submissions of such documentation must continue, pursuant

to longstanding federal policies in support of health-related research, it follows

" -that unrestricted disclosure could have either of two results. First, there could

be a real risk of the total loss of the property-value_iﬁ'such;intellecéual_prop—:

. exty not alrcady covered by patent protection,  Second, the:a could occur signif-

‘dcant alteration, perhaps deterioration, in the enormously successful federal-

nonfederal phrtnership in biomedical and behavioral rescarch because it is not

- possible to guarantee adequately the protection of intellectual property rights,

In the Pancl's judgment, cither result would be disastrous and could permanently

"dmpair the nation's rescarch. capability by compromising the partnership basis on’

.
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which the capability has been built. The Panel concludes that it is in the

national interest that government protection of 1nte11ectual property be made

predictablc by appropriate legxslatxve action.

Yhe Congress has already investigated the proslcms of protecting propri-

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

‘mation Act [5 U.S.C. 552 (b)(4)]. The unpredictability of piotection of pro-

prietary information under the "trade secrets" exemption was discussed at length

| during consideration of the amondments to H.R. 3474, the Energy Research and

bevelopment Administration (ERDA) authorization bill for fiscal year 1976

[Congressional Record, H 12374-81]. 0©Of special importance is the agreement

-iarrived at between Congressmen Goldwater (R, California) and Moss (D. Californla)

a5 set out on page H 12379, the essence of whlch appears in paragraph (6}:

¥We agreed that, in light of the apparent state of unpredict-
&bility of protection of proprietary information under Exempticn

() (4) and the need for ERCA to provide such predictable protection -

in order to ensure the full ccoperation and participation. of the
private sector, Congress could conclude that there was a legitinsate
national interest in ERDA's having the specific authority to pre-
. Qictably protect proprietary informaticn. - Further, Congress could
¢ strike a reasonable and acceptable balance of that national interest
.and -the national interest in freedom of information and c¢reate a-
(b)(B} exemption for ERDA for that purpose.

In December 1975, the Congress amended'the Federal Non-nuclear Energy Research

'jand DPevelopment Act of 1974 to provide positive'and predictable-prbtection for

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

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

The conferees took this action becsuse . . . under existing
*daw, primarily the Freedom of Information Act, court holdings have
- made government protection of trade secrets and other procrietary
’ _information comrletely unpredictable . . . Our action here is
intended to remedy that situation for ERDA. Our national energy
rescarch and development efforts are far too important to allow
such an impediment to exist,

. . R
The Panecl is not in a position to determine whether the existing laws as

Interpreted by the courts actually do, in effect, narrow congressional'and-court'

'intcrpretations of the constitutional safeguards to intellectual property rights.

.
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. assist it in identifying such problems.
- hpproaches to Policy Development for Bicmedical Research:

. &nd Movement from Invention to Clinical Application.™

- L1 gt el T

" The Panel is able, however, to estimate the potential harm that can come to the
nation's biomedical and behavioral research cffort if protection of individual
1ntel¥bctua1 property by government agencies remains unpredictable. The Panel

has been concerned with “the problems of transfer of rcsearch progress, tech-—

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

: fo_as the interface between research and the health—c&re_delivery system,” which

the conferees refer to in their report regarding Title IIX (ﬁisclosure of Resecarch

. Information) of the Health Research and Health Services Amendrments of 1876 that

mandates the present study {(Conference Report 94-1005 . April 2, 1976, page 22}.

3n its prev10us 1nvest1gatlon the Panel commlssxoned several studies to
The studies are contained in "Appendix B.
.Strategy for Budgeting

* Two of the studies exam-

- ‘ined the sequence by which a laboratory discovery moves to widespread clinical
;application.

Both studies cited the absence of industfy interest as a factor

delaying the transfer of research progress. The study by Julius H. Comroe, Jr., -

M.D., "Lags Between Initial Discovery and Clinical Aopllcatlon to Cardlovascular

_Pulmonary Medicine and Surgery,” lists the absemce of industry research and

' éevelopment as one of the causes of delay most frequently mentioned by over 140

scientiSt consultants:® ..
The full application of a new discovery required research and devel-
opment by industry but corgorate decisions which involve market analysis,

patent application and assured profits often delayed widespread use of
equipment, matexlals, and drugs.

.. & Of 65 new types of equipmeinit needed for advances in cardio-

‘ vascular-pulmonary medicine and surgery, the basic principles,
prototype, and early wcdifications came from university or
other nonindustrial lakboratories in 55 cases. Lags of at least

. several years occurred before private industry decided to pro-
duce these items of equipment and make them widely available.
On the other hand, when the president of a company took a
. personal interest in developing a new product (IBM and Gikbon's
’ | pump-oxygcnator), progress was rapid.

e Of 50 ncew drugs {(new chcmlcal entities) needed for advances
iR cardiovascular-pulmonary advances, about half originated in
university or hospital rescarch laboratorlef and half in phar-
maccutical company laboratories, Industry was often slow to
purify and develop for clinical use compounds that originated-
in university laboratories (e.g., penicillin after Flcmlng 5
1929 work; heparin after Mchan s 1916 work).

»
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The 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. In a 1963 report, "Problem Arcas

" Rffecting Usefulness of Results of Government-Sponsored Research in Medicinal

Qhemistry“ [GAO Report No. B-164031 (2)], the General Accounting Qffice pointed

‘out that from 1962 to 1968 there was a virtual industry boycott of development

‘of drug research leads generated by research sponsored by the National Institutes

of Health. .This report by the General Accounting OIfice made a forceful point.

¥Where substantial risk investment is involved, such as reguired for premarket

" ¢learance of potential therapeutic agents and, now, of some classes of medical

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

- entrepreneur is not afforded some property protection in the innovation offered

for development.

The most obvious problem affecting ultimate utilization of an innovation
depicted in a research protocol, hypothesis, or design eventually enhanced or

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

" cation, and Welfare at universities or other nonprofit organizations is the fact.

T - - . o - -
that these organizations do not engage in the direct manufacture of commercial

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 Welfare to close the identified gap

between the fundamental innovation the Department supports and the private indus<
trial developers who may bhe necessary to the delivery of end items to the market-
place. The main thrust of the Department's patent policy has been to assure that

the innovating group has the right to convey whatever intellectual property

.¥ights are necessary,fof possible licensing of industrial developers. Not all

transfers of potentially marketable innovations from such orgaﬁizations regquire

&n cxchange of intellectual property rights in the innovation, but it is unpre—’

dictable in which transfers the entrepreneur. will ‘demand an exchange .to guarantee

his collaborative aid.

From 1962 through the fall of 1974, estimates of the Department show that”
the Intellectual property rights to 329 innovations cither initially gencrated,
enhanced, or corroborated in performance of Department-funded rescarch were under

control of university patent-management offices for the purpose of eventually

15




. " . e . .. i Gemame mam e R
L . i EEE XL N L ek s . eem ek

- * " . ; .

i v ) . ‘.__|. . ‘

oo .- goliciting industrial support for dcvelopment. During the period from 1969 to T
= 1974, 44 nonexclusive and 78 exclusive licenses had been negotiated under the | T som

bl .. patent applications filed through these university patent-management offices. _
= -Accor&ing to the figures furnished by the Department,'the 122 licenses negotiated
o have gencrated investments of around $100 million of brivate risk capital, in
= - complete contrast to the period 1962 to 1968 during which Fhére w&s almost no
== * 3industry interest in research leads of Department-funded research. ' In the period
.t 1969 to 1974, two licenses resulted in the marketing of two drugs, while a number

=~ - , ©of other licenses cover potential therapeutic agents in various stages of pre—-

= market clearance. This record is even more lmpre551ve in view of the fairly

== lengthy perlod required to obtain approval to market a new drug. . . : R -

i;; ‘_:9 o In the above context, it is apparent that the existence of a licensasle y
el . patent rlght may be a primary factor in the_ succeSSLul transfer o©f a university

::. © " Imnovation to industry and the marketplace. The Panel is concerned that the o .
o ' failure to protect and define such right may fatél;y affect a transfer of a o

z=. . . | major health innovation.

= SRNTRP ror this reason, the Panel is seriously concerned that the unpredictability -
kY . . . .
e of government protection for intellectual property rights, owing to the uncon-’

= . trolled and unconditioned disclosure of research information under current court
o interpretation of the Freedom of Information Act, is likely, in the Panel's view,
. . to stifle industry ipterest in developing potentially important research innova-

L e Eions. Without industry 1nvolvement, the transfer of resecarch findings to clini-

~SH cal practice will bé impeded. 1In the judgment of the Panel, there are strong
::._1‘ ~ reasons to conclude that the interface between research and,healﬁh;pé:é'délivery,
=, """ an area of vital national interest, is likely'to be,impairéd-uhleésﬁé&gquate pro-

sl . tection is provided for ‘intellectual property rights of biomedical and behavieoral

i *  yesearchers whose research is conducted with federal financial support.

oL With these considerations in mind, the Panel examined the data gathered by
:?'-.'.i its survey of the persons requesting lnformatlon about research protocols, hypo-
L . ;- theses, and dcsxgns. Of the 71 respondents who indicated the purposes for which

=z - -, the information was used, 47 (67 pcrccnt)-sought rescarch information concerning

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

ol give better definition to their own resecarch, or to improve the competitivencss
s of their own applications for rescarch support. These data indicate that the
L ' ) b X )
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intellectual property rights of researchers may not be sufficicﬁtly protected

becauseé they are subject to disclosure that could not only benefit less inno- - : .
vative researchers but could also jeopardize the original researcher's intel-

"}ectual property rights_under-pétent law.

- -Fukthermore, the Panel found 'evidence that the present “openness” consti— . . o
tutes a distinct danger that industrial developers will, as in the 1962 to 1968
period aescribed in the General Accounting Office report, f£ind little incentive
to develop resecarch leads generated by investigators under support provided by
the Department of Health, Education, and Welfare - The patentabil*ﬁy'of eventual
z-idiscoverles andg 1nnovatlons having been precluded by dlsclosure, it is not unrea-

sonable to surmise that industrial developers will hesitate to risk capital

Investrient when they are unlikely to gain rights to the lntellectual propexty.

y;_".'_. - For example, the request of one public interest group for appreciable numbers
e L of research applications raises the prospect of large-scale nmultiple requests

' under a short aeadline for reply. Since it is Qifficult or i*ﬁossible to ascer-
" ‘tain whether research at an early stage may contain lnformatlon regardlng
"potentially patentable 1nnovatlons, the effect of disclosure on patentable

material 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 present amounts to more than three-fifths of all the nation's health

rescarch and development,

In Yight of the effect of disclosure of research information on intellec- B
tual property rights and in light of the importance of such rights te the transfer
‘of resecarch innovations to the delivery of health care, it is clear that the pre- .
_gent mechanism of complete “"openness® étrempts to ensure Pubiic accouﬁtability at

. the cost of sacrificing protectlon of intcllectual property rxghts of demonstrable.

potcntzal benefit to the nation,
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EFFECT OF DISCLOSURE ON THE-PEER REVIEW SYSTEM
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Afgé Panel, in its recent deliberations, gained familiarity with the peer
review éystem used by the.NIH and the ADAMHA as the method of evaluating proposed
yesearch projects. The Panel believes that peer review is one of the most valu-
‘able management toolé for ensuring that public funds are spent on technically
sound projects(with high probability of yielding significant data.6 Consequently,

;judgments regarding the effect of disclosure of informztion concerning research

" sprotocols, hypotheses, and designs.on the peer review system must take. into

“mccount the high level of accountébility represented by the peer review systgm7

&nd its existence as only one in a series of steps toward actual award of public

funds, o e

Disclosure of information contained in research protocols, -hypotheses, and
designs does not appear to contribute to the improvement of the technical and

sclentific assessment that characterizes peer review. That assessment is made

'by techniéal’and scientific specialists whose judgments could not ordinarily be

~ evaluated ocutside the scientific community. Since a summary of the assessment

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

subnitted it, an explanation of the basis for the judgment is available, without

full puﬁlic dislcgsﬁre, to the person in the scientific community irmediately

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

"the RIN and the confidence which researchers place in it generally indicate that

no pattern of abuses might make imperative 'full public scrutiny of the scientific

hnd technical aspects.s_ If documentable abuses should occur, either in the peer

~yeview system of the NIH or in the procedures used by other agencies, then spe-

-.scrgtiny with its potentially disruptive effects.

c¢ific measures to remedy the abuses would seem more appropriate than full public

As to thosé'aspects of the peer review system not related solely to scien-

tific merit (for example, protection of human subiccts or controverted types of

" yesearch), disclosure of research protocols, hypotheses, and dcsigns.subscquent

to funding does allow for examination and discussion of broad issues which could

concefvably benefit all. There arc, however, two caveats to be observed in this

¥espect. First, it is all too easy to confuse the scientific and technical merit

b Y
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- ©of society and of the individual researcher.

+

of & rescarch project with the alleged bencfité or harms of such a prdjecﬁ.' It
.is fortunate that thc peer review system has remained largely free.of what are
often intrusive'issucs. Second, it is possible and even preferable to reviewrthé
broader issues that surround scientific and technical merit of research projects
without the step of uncontrolled disclosure of research protocols, hyvpotheses,
and designs, especially because uncontrolled disclosﬁre, by jeopardizing protec-

tion of intellectual property rights, directly conflicts &ith.the'interests both

Certainly, the examples of the récént initiatives of the Congress, the '
federal biomedical and behavioral research agencies, and the scientific commu-
‘nity ih the regulation of recombinant DNA research and in the protaction of
human subjeéts demonstrate the effectiveness of steps qhat address such problems
in a wmore focused way than the measure of uncontrolled disclosure. For exanple,
if there were no other way to assure adequate'pfotec;ion of human research sub-
jects than by full public scrutiny, it migﬁt be proper to speak of a balance in
thie national interest between the objective of such prpteétion-and the cobjective’

of protection of intellectual property rights of researchers both as regérds the

researchers and as regards the benefits to society generally. But ethical reviews

of prbposed research by Institutional Review Boards with public representatioh and |

congressionally and administratively constituted bodies of ethical review, as well

. as the broad recognition by society of the need to protect hunan beings in scien-

tific research, are effective means of continuing scrutiny that bketter serve the

. pim of protection of human research subjects--with far less p05$ibili£y of con-

_fliéting rights. Furthermore, no review of findings, pre;iminéry or final, has

'yet appeared that might serve as reassurance that the large-scale disclosure of

+ research information, with attendant-disadvantages, has been justified by a docu-

mentable set of abuses regarding 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:
 gystem can be specifically traced to the.disclosure of r¢scq§th information,
there arc specific rcsdlts that could impair the ability of the Systcm to ensure
high-quality federally funded rescarch. Aé was indicated earlier, the federal
rescarch effort ié a partnership or collaborative effort, heavily, if not

essentially, dependent upon the resources and coht:ibutions of the nonfcderal

)9
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o '.rescarch cdmmunit&. Nowhcre is this more true than in thg matter of scientific ;
-and technical evaluatlon of proposed rescarch., Because of the federal govern- R
* mnnt's dcpendencc on the expert judgment of highly specialized professionals, ;
'.q7 no rcaSOnable alternative to the peer review system appears to exist. §
;;;7- _ ﬁ} definition, the peer resieW'system is based on the reliabi}ity of &
'*‘:' sciéntific judgments about accurate and complete scientific information regarding =
.}eSearch protecols, hypotﬁeses, and designs. The ability of the system to ensure
high-guality federally funded research would be impaired if incomplete or vague t
‘information made it difficult to determine whether a specific research project i
.wére technically sound. If researchers could expect that their owm research :
ot ideas would be subject to dxsclosure that might result in imitation, or jeopardy" B
_to their intellectual property rights, it is possible that they would prov;de +
iess informative applications and proposals.ﬁor review. Consequently, judgments _ -_%
" -”hy peer review groups would become less reliable. B l; - ' Lo

Cbncérned about such a-prospect, ﬁhe Panel sought to determine wﬁether ’ S
the quality and detail of applications and propesals had changed since the court
‘ xuling 1n the case of the washington Research Pro;ect. Inc. Time &id not permit

(m- _' the klnd of exhaustive study necessary- to make a definitive determination. In
" an effort, however, to obtain a reliable lndlcatlon about actual and (or} poten-
tial effects of the Freedom of Information Act on the operation of the peer )
‘yeview system at the NIH and the ADAMHA, the panel requested information from ' -~

* the members and the Executive Secretaries of the Study Sections in the Division

of Research Grants, NIH, and of the Review Committees in the Institutes of the

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

g _; provided by the Executive Secrctaries 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.

LY

-The members and Executive sacrctarles of the 68 study Sections and Review
COmmlttces Iepllcd that they had perceived no changc in the quallt; or guantity
of information provldcd in rescarch grant applications since inception of the
ruling that requires that funded applications. be made available to the public
upon request, Many of those pbllcd recognized that it was too soon for any
gignificant indications of impact on content of applications because the scien-

tific community was not then fully aware of the rcceni change in policy.
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: Another finding of the Panel'e stﬁdy, however, may indicate a trend that
T s less reésspring. By far the greatest portion of respondents to the Panel's
present quesﬁionnaire frankly. indicated £hat'they wanted to review other pro-
?oSals in attempts to improve their owﬁ epplications-or prorosals and to use

- dnfoxmation in other proposals to assist their own research. No doubt, reviewihg

T " ., othex proposals may help a researcher be more effective in his research, but it

is also.possible that iess_innovative researchers will merely be imitating more

successful researchers and that, instead of improved research, derivative research

might be expected. There is indication that the information disclosed is keing

% - " used to gein a competitive advantage by exacting disclosure of ideas of other

*e . zesecarchers who are in a position of being depriQe& of full control of the intel-
lectual property rights to their innovations. Should this prictice grow, peer .

. ‘yeview might be undermined becaﬁse of uncertainty about.the_extent that proposals

il : xeflect any genuine standard of creative excellence. it would be unfortunate if

ar -_ . applications reflecting only derivative ideas were subnltted and aporoved when

' each year funds have not been sufficient to support all approved appllcatlonb

T e that represent orlglnal if not exceptionally 1nnovat1ve, h;gh—q*alzty work. .

SRR -j L 'Eﬁrthermore, the credibility of peer review would certainly be undermined
S . f it were compromlsed by the submission of derivative proposals_and applications

and if the judgments by peer review groups were based on incomplete information.

The peer revisw system serves another pufpose.'as well, that would be
! undermined-by uncontrolled disclosure of research information. Peer review
- ensures responsible and adequate scientific evaluation of proposed research pro-
'jects_as an indispensable method of proFecting the public. If the prospect of
uncontrolled disclosure of research information discourages investigators from
T '..‘- furnishing conplete and detailed 1nformatlon about their proposed projects, peer.
yeview bodies wlll be hindered in maklng judgﬂents about the po=51b1e harms of
" such rescarch. The protection of responalble, scientific evaluation can be
.undermined_by uncontrolled disclosure in another way. The premature disclosure
of research protocols, hypotheses, and designs may also involve release of
"sedentific hypotheses before adequate validatiqn. The public could be subject
to potential hazards of untested hypotheces er be misled by arguments advanced

by unqualified or irresponsible persons for appllcation of resecarch. advances
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" . . before sufficient lcng-range evaluation i{s complete. In the long run, the

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

tocols, hypotheses, and designs,

_ It is in the 11ght of this contribution of the peer review system to
Society that one should rcad thc Professional advice to the Panel from the 160
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. members of the Interdlscxpllnary Clusters commissioned to review the state of

the science and to assess the peer review system. These scientists have an {
essential role'in safequarding the public¢ by assuring the integrity of scien- '{

tific research. Professionally, they would find it difficult ox impossible to ;

. partic:.pate in a system where premature and uncontrolled dlsclosure would thwart -

_ their strenuous efforts to ensure technically and scientifically sound as well
Sel as .poter‘xtially beneficial research. Their rreservation about serving as members -_,‘
- ©f peer review bodies whose function would be rendered ineffective by an "open® 1.‘:,
deliberative process is a valid professional concern on their part.. Should pro- _;

vision not be made, fﬁ.rth'emore, to guarantee the exclusion from disclosure of - :5

unfunded research applications and proposals, the ability of nembers of peer :':

’Q?:evie:_w boards to contribute to protecting the public from unsound or auestionable :
_research would be even more severely hampered. In the event unfunded proposals ,

were subject té public disclosure or public discussion, it is difficult to see :

hbw the peer review system could continue to provide effective protection from E:
potent1a1 harm to the public. ' : E'

. Finally, researchers have no interest in conceallng their ideas :.ndef-’lm.tely B

o - from the scientific community or from the public. They have every interest in - :

publishing their findings as soon as possible upon verification. The point of
‘ disagreement is really over when such information should be released and who will
e - . control the release. The measure of protection necessary to safeguarxd the ideas
of the researcher and t.he integrity of the peer review system does not requxre o _ : _ ‘-

‘exelaption from disclosure for an J.ndeterm:.nate time or from disclosure in a _ o S,

pfoper and controlled fashion,
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EFFECT OF DISCLOSURE ON PROTECTION OF HU.MAN SUBJECTS
IN RESEARCH AND ON INFORMED CONSENT PROCEDURES

. . L .
- ot . . . .

+ . %he Panel's concern throughout its earlier study of the federal biomedical
_&hd bohavioral 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,

‘at times, conflicting research priorities. Not every line of research is equally’

promising. Kot every disease or health problem exacts the same toll of society;8
Clearly, the scope of such deliberations required the Panel to invite testimony
'and expert advice from all possible sectors of the qulic-and +the scientific

¥ . 9
rescarch community.

In this connection, and during deliberations for its initial report, the
Panel heard-testimony of diverse and opposing views on the issue of protection
of human subjects in research. Some witnesses contended that current regula-—
tions of the Department of Health, Education, and Welfare impeded the progress

of ﬁgsearch. Other witnesses, representing public interest groups, expressed

Cen

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

ﬁgainst research that presents an unreasonable risk. 1In view of the vast numbers

‘of complex issues and in view of the fact that the Hatiénal‘Comm%ssion for the

‘Protection of Human Subjects of Bicmedical and Behavioral Research continues to

examine specific issues in this area, the Panel limited its earlier deliberations
. to the recognition that clinical research required an opportunity to ensure, Sy
. _ pub]:ic scrutiny if necessary, that human subjects of research are adequately pro-

tected. - While the Panel continues to support that principle, it is important to

+ . point out that the arguments advanced by proponents of full oéenness of peer

© . yeview do not éonv;ncingly make the case that'full.and:unconditioned disclosure
of information in research protocols, hypotheses, and designs is related to, or

assures, the protection of human cubjccts of research, - R . .

Mdvocates of full disclosure of research information, as presented in
testimony to the Panel,’® argue that ethical and scientific review are "in some
scnses indistinguishable.® The basis for their being indistinguishable is lefg

uwnexplained. Yet, quite clearly, it is "deficiencies in the informed consent
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- .. procedures, the monitoring of informed consent, and. the monitoring of research

after funding” that are cited as arcas in which rights of human subjects of

xescarch are likely to be abused. None of these areas relates dircctly to the

scientific basis of research--the research protecol, hypothesis, or design.
. g . . -

-In additiqn, the in;tial review of ethical aspects of research is con-
ducted at the institution sponsorinq the proéosed research project. At that o ;'ﬁ;
ieview, consideration is given not to scientific merit but to assurance of com- :
pliance to ethical and legal standards of the cdﬁmun%ty and of more universal

recognition as incorporated in regulations of the Department of Health, Education

© and Helfare.l1 In the course of peer review at the national level, reviewers are

required to take into consideration, among other pertinent factors, the apparent
-~ xisks to the subjectsf the adequacy of protéction_against these risks, the poten-
tial benefits of the activity to the subjects and to others, and the importance
of.the knowledge to be gained. On the basis of this review, peer reﬁiew'groups
may recommend.to the Secretary that he approve, defer for further evaluation, or
disapprove support of the proposed activity in vwhole or in part. The issues of
informed censent, monitering of.informed conseht, and monitoring after funding
are ndt specifically taken into account. The reasons for this are obvious.
Consent is governed not by national law, but by applicaﬁle ccmmon and statute

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

It is also at the level of the Institutional Review Board that one can
reasanably expect responsibility to be assumed fdr protection of human subjects
in research. Peer review at the national level involves brief periodic meetings

l of natioqally recognized scientists. Such peer review can app;y 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

-~ governed by the ethical views of differing rcligioﬁs and secular organizations.

Generally, the rescarch institution appears to have legal responsibility for the

- professional rescarch activities of its staff. Also, federal regulations require

as a condition for obtaining. funds that the local Institutional Revicw Poard cer-
tify, prior to submission to federal agencics, approval of proposed research pro-

Jects on the basis of ethical considerations, -

Horcover, if the peer review system is considercd inadequate foéscthical

review because it almost never involves monitoring of the recruitment of subjeocts,
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-+ .¥ecommendations by the Pancl inappropriate.

. . . i3 ' St . . - . .-

_the'éonscnt process, or the actual experimental pro¢odurcs as they take place,

" then - it hardly secems appropriate to reguire that it be open to the public or

that scicentific information reviewed by scientific and technical review groups

_be disclosed. It was not made clear to the Panel why the scientific and tech-

nical review--peer review of merit--should require community participation,

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

‘ponents.of disclosure would appear'to be that the peer review system is not the

appropriate focus for ethical review. The Panel is inclined to agree that

sclentific and technical review committees.are not the mechanisms for monitoring
#ctual compliance with ethical standards in conducting research. Scientific and
technical review committees ought-to concentrate primarily on scientific and

technical review. The Panel recognizes that 21l reasonable measures must be

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

committees must have responsibility for that protection. No evidence, however,
of systematic, recurrent,-or sporadic abuses of subjects' rights has been pre-
sented to the Panel that would appear to call for full disclosure of what other-

wise would be considered privileged information. : ) .

«Finally,. the recommendations of advocates of openness of peer review, as

-pkésented to the Panel, call for only limited portions of review meetings to be

" open to the public in order. to protect the privacy of investigators and so as not

to prohibit candor. It is only “when particular proposals pressnt difficult ethi-

'_'cal dilemmas, [that] there should be an ¢pen debate."1® Uncontrolled and uncon-—.

@itioned disclosure of information in research protocels, hypotheses, and designs
does not seem necessary nor even intrinsically related to the protection of human
subjects ‘in research. In fact, it may be that the commissions and boards now in
place or proposed at the level of_nafional review are already serving the purpose

of supplying the proper forum for "open debate" of difficult ethical dilemmas.

As to the question of the cfﬁcbt of disclosure on adegquacy of informed con~
&ent procedures, the Panel believes that the comprehensive study of this and
related issies already in progress under the aeqis of the MHational Commission for

the Protecticn of Human Subjects of Biomedical and Behavioral Research would pro-

- wide fuller information than the Panel could provide in the short perjod of its.

present investigation. Morcover, variations in the legal definition of informed

consent among states and among cxperts in the ethics of rescarch make specific

.
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v * Jn connection with the Panel's present guestionnaire on these issues, only
' C one public interest group has‘considcred the opportunity of disclosure of infor-
mation.in research protocqls; hyéotheses, and desiéns as a vehicle for ensuring
' protection of the public égainst research that presents an upreasonable risk to

 ‘human sﬁbjccts of rescarch and for ensuring the adequacy.of informed consent

procedures. Twd other rcspondents reported interest in these issues but gave

fio indication of initiatives aimed at significant impact on the problem. (One

ottt

public interest group declined to volunteer the requested information.)

On the basis of the reqhests for information, the Panel is most concerned

TR

' thaﬁ, wvhile uwncontrolled disclosure seems to offer neither compelling grounds
Wroe e ‘hor cdénvincing record that it serves the aim of protecting human subjects of

¥esearch, such disclosure does leave unprotected the rights of researchers and,

in 211 probability, the rights of those who would benefit from timely transfer

- of research innovations to the delivery of health care.
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Ccommittees,
42 UsC 2591_-2.

‘ Tavestigations
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42 USC 2891 -1
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42UsC 28918
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42 USC 201
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‘=~ pub. Law 94-278

.

CApril 22, 1976

-

TITLE IIT-DISCLOSURE OF RESEARCH INFORMATION

Sre. 301, {a)Y (1) The President’s Riomedical Rezearch Panel (e=tab-
lished by section 200 {a) of the Nutional (Canver Act Amendments of
1974 {Vublic Law 93-3523 ) and the National Com ton for the Pro-

“teetion of Human Spidects of RBinmedieal and Behaviorai Research
{established by section 201 of the National Research Aet 1 Pubiic Law
03-34%)) shall each conduct an investimation amd study of the fmnli-
cation of the disclesure ta the public of infarmazion containad in
pesearch pratocels, rescarch hvpntheses, and re-~arch desiims obaained
by the Seevctary of ITealth, Ealueatinn, and Welfare tliereinafior in
tl):o subseetion referred tn as the ~Secretary™) in connecrion with an
gpplication or propasal submnitted, during the pericd bewinning Jan-
nacy I, 1975, and ending Deeomber 31, 19735, to the Secrerary for a
grant, {ellowslip. or conteact under the DPublic Health Service Aot
In making such investization and study the Panel and the Commission
sheall eacli determine the following:

. {A) The number of tequests made to the Secretary for the
disclozure of infarmation ennfained in such refearch protocois.
hypotheses. and desizns and thie interests represented by the per-
sons for whoin such requests ware made. _

. (B3) The purposes for which information disclosed by the Sec-

relary pursuant to such renuests was used,
{C) The cilect nf the dizclozure ni surh iniormation en—

{i) proprictary interests in the researsh protesol. hypoth-
esis, or desimn from which such information was disclesed
and on patent rizhts:

{ii) the ability of peer review systems to insure high qual-
jty federally funded research; and :

(3ii) the (1) protestion of the pullic aminst research
which presents an unreasonable risk to hunian sublects of
such rescarch and (I1) the adequacy of informed consent

Tocedures.

(23 {AY Xot luter than May 31, 1976, the Panel shall complete the
Invesbimution and stiedy vequired to be made by the Peanel by pareoraph
1), aud, not bater than June 2001576, tlie Panel shall submit to the
Conmnittee on Interstate and Forciem Comnmeres of the Hou<a of
Jepresentatives anid the Cammitee on Labor and Puilie Welfara of
the Senate 3 report on such investisnrion and studdy. The report chall
cosifain such recommendations for legislation as the Jancl decins

appropriate. ) .

(D) Not later than Nevemler 20, 1976, tha Commiceion shall com-
Plete the investization amd study required to be pazede by the Comris-
piot by paruzreaph (1), and, nor Lueer than Daeewbaer 21, 19768, the
Cotitmtisaiom shall sulpnit to tie Committee on-Jnterstate and Foreigm
Comuneree of the Joee of Representatives anil the Comnmittee on
Yadsor andd Vubilie Welfare of the Senate a regeort on caely investization
and study, Tl report shall comtain such reeanuncrvdations for fegisln-
tion s the Commisine deems apypuapriate, | :

(1Y Section 2E0{hy of the Natwnal Reseneeh Act (T'ublie Taw
03-318) i mmeaufed by strikines our *July 1, 19567 andd insectingg in licu
theecof “Junuary L, I9777, . L ot
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; ﬁ._lz - _ 'O-H.B.'No. 68-576032 )
ST e A ' Expires June, 1976
Questionnaire )

The Privacy Act of 1974 {(5 U.S5.C. 552a{e)(3}]) reguires that
&n individual asked to furnish information to a government
agency be informed as to the authorizing source and the
“principal purpose for which the information will e used.
The President's Biomedical Research Panel seeks this
-+~ 7 information pursuant to Title III of Public Law 354-278, by
. whichh the Panel is directed to investigate and to report to
o -£he Congress the implication of disclosure of information
contained in research protocols, research hvpotheses, and
rescarch designs submitted to the Department of Eealth,
Education, and Vielfare in connection with an application
or proposal for a grant, fellowship, ‘or contract under the _ _
- Public Health Service Act.  Your cooperation in responding S .
voluntarily will contribute greatly to the accuracy, time- :
© -1inéss, and comprehensiveness of this survey. : '

e

:{1) Please indicate the interests represented by vou or by the
persons on vhose behalf you have made the regquest(s}.

P

-, . - . . L -
. . -

- {2) Please state briefly the’ purposes for whlch the lnformatlon-
dl closed to you by the Secretary was used.-

..

s
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