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~adequacy of informed consent procedures;_'The'Panel was instructed to complete
‘the 1nvest1gatlon by May 31, 1976, and to submlt 1ts report by. June 30, 1976,
.to the Commlttee on Interstate and Forelgn ‘Commerce of the House of Represen-

'tatlves and the Commlttee on- Labor and Public Welfare of the Senate.

~The Panel s 1nvestlgatlon and study employed several methods in fulfllllng¥

1ts leglslatlve charge._ The Panel examined records of requests foxr disclosure -
:of 1nformat10n as prov1ded by the Secretary ‘of Health, Education, and Welfare.-
These records of requests were supplemented by direct inguiry by means of a
"questlonnalre {Appendlx ‘B) malled to each. 1ndlv1dual or organization that had

"madersuch requests of the Secretary. The Panel also sought advice and testi-

- mony from the government officials most dlrectly concerned - w1th the dlsclosure

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. flndlngs of this lnvestlgatlon o : .
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'RECOMMENDAHONSANDCONCLU&ONS-5

The Panel's mandate under Public Law 93-352 called for review,end_aSSess—

ment of biomedical and behavioral research-'supported by the National Institutes

“of Health and the Alcohol, Drug Abuse, and Mental Bealth Administration.  The

Panel's recommendations in its Report! to the President and the Congress cutlined

.&teps that should be taken to streﬁgthen and improve the biomedical and behavioral -

" research efforts of those agencies.

- Several of the recommendations addressed specific issues.regarding. the

effect. of ‘the Freedom of Information Act of 1967 (and as amended in 1974}, the

. Federal Advisory Committee Act, and the: Privacy Act of 1974, popi‘:llarly'khown, as’
©a group, as the “sunshrne laws," and the recommendatlons are cited here because

 .of their releva.nce to the present report. '

The Panet recommends that the Public Health Service Act be amended to ﬁrovide'statutory
T SRR JUR [ | By iy ey s

assuratice’ ahattheinitial review, for: Sclentmc and; tecnmcal mekit{¥ per:r teview ) iemain totally
oonfndentnal .

The Pubhc Health Service Act also should be amended to provide a statutory exemptlon from
disclosure in accordance with exemption (3} of the Freedom of Information Act for research designs
and protocols contained in grant applications and contract proposals until the grant or contract funds
have been received by the grantee institution or contractor. Unfunded grant applications and contract -
proposals should remain confidential.

T " In the case of grant applications and contract proposals that contain clinical‘ protocols, there
" must’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} part of a larger data set and can only be reviewed within the greater context;
{2) data that are incomplete, such as interim reports of clinical trials; and (3) data obtained by federaily

~employed investigators and scientists, either as part of _théir own research or obtained in conjunction
'with“nonfederal-scientists, until such time as t_he study has been. published in a professional periodical. -

In thJ.s present study and report, pursuant to Title III of ‘Public Law
94-—278 the Panel. has addressed ‘the 1ssue of the effect of the dlsclosure to

. the pule.c of :Lnformatmn contained in research protocols, hypotheses, and
_des‘.}gns,. ‘Specifically, the Panel has inguired as to whether there are aspects
tof the disclosure of such information that serve to strengthen or to interfere

_with the biomedical and behavioral research effort in this nation,




. The present study provides additionat evidence that leads the Panel to recommiend further that the Public . _
Health Service Act be amended (1) to prdvide adequate protection for intelléct_uai propérty rights of in-ve'_stigators who
submit applications or proposals for support of research and of those-investigators whose research is supported under

the authority of that Act,.and (2) to protect the patent rights of d_iscoveries_and i'nnevations_ resulting from-reseazl;c,hr BN |

) .| supported by the Department of Health, Educdtion, and Weifare.

. The Panel 1s conv1nced that an area of vital natlonal 1nterest—-the
federal biomedical and’ behavz.oral research effort and its J.mpact on the health
-of the nation--is llkely,to be impaired unless such legislatlve action is taken.

__Several_findingé_of the present study eﬁpport that conviection.

| ?irst;.on the basis of the humber and'hature'of requests for‘disclosure'
of information arid the review of responses to the questionnaire, the Panel did .
“not find indication that the opportunity for disclosure of previocusly protected
information has had more .than isolated-impact on the*interest in the protectiOnf'..
of human subjects. The exact extent torwhich'proprietary intereéts and future
".petent rights may already have been jeopardized by discloeure can only be .
assessed at a future date,’ although there .is'no question that disclosure does

1nfr1nge upon such- rlghts.

_ Second, the Panel found that intellectual’ proPerty rlghts -of researchers o
whose investigations are_federally supported cannot be protected adequately by
the federal government under.present court rulings.  Further, the Panel found =
clear 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 regearch'innovations to the dellvery of health care, it-.is clear that the -
present mechanism of complete "openness" ensures publlc accountablllty at the
© cost of sacr1f1c1ng protectlon of 1ntellectual property rights of demonstrable

. potentlal beneflt to the nation.

Third, the Panel found no ‘evidence that disclosure of information had
" econtributed, or'appeared relevant, to improvements in the ability of the peer

| review syste'm to ‘ensure high-quality federally funded research. The Panel did




" find reason to believe that the pogsibility of uncoﬂtrol;ed disclosure could

" impair the ability of the peer review s?stemftc;ensure high quality.. The Panel

. also found from its questionnaire a‘highiprcportion'cf requests to review .suc-
cessful research appllcatlons and proposals: 1nd1cat1ng the potentlal for derlv— -

f‘ratlve and imitative research progects._

. Fourth the Panel s consideration of the relatlonshlp of prctectlon of
human subjects ‘in research and 1nformed consent ‘procedures to dlsclosure of
' 1nformatlon contalned in. research protocols, hypotheses, and designs led to_

three conclus:.ons .

®  There does not appear to be any dlrect, necessary, or inherent

. ' connection between disclosure of such information and protectlon
of human subjects in research under the preseént system of federal
regulations and review bodies, nor did testimony before the Panel
argue for such full dlsclosure. : .

® There has been extremely limited interest in using large-scale - -
L : . disclosure of such information as a means of monitoring com-

P . e ‘pliance with standards and regulations of protectiocn, and no
. ’ ' "'dOCLqu ted .CESulL.S of lee of such J.nJ_OJ.mcu.J.uu WELE PIESEHLELA E.O
4 ' - "the Panel. :

® - As a conseguence, uncontrolled disclosure of research information
. seems to offer neither compelling grounds nor a convincing record
that it serves the aim of protecting human subjects of research.
"But such disclosure does leave unprotected the intellectual prop-
. erty rights of reseéarchers and, in all probability, jeopardizes
" the timely transfer of research innovations to the delivery of
health care.
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* REQUESTS FOR DISCLOSURE OF INFORMATION

In order to fulfill its leglslatlve mandate, spec1f1cally Section 301(a)(l)

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

ﬂ;retary of Health Education, and Welfare records of requests for disclosure of

.1nformat10n contained -in research protocaels, hypotheses, and designs in connec—f

nftlon with appllcatlons and proposals for grants, ‘fellowships, or contracts

"sdbmitted durlng the period January 1, 1975; through December 31 1275, under

" the Public Health Service Act.

"The agencies of the Department of Health, Educatlon, and Welfare that
award grants, fellowshlps, or contracts under the Public Health Service Act were
asked by the Panel to forward reoords_of requests,- These agencies_included'the
National Institutes of.Health.(NIH),'the Alcohol, Drug Abuse, and -Mental Health
_.Administration'(ADAMHA),_the ﬁealth Services Administration (HSA), the Health
) Resources Administration (HRA), the Center for Disease Control (CDC), and the
?ood'and_Drug'Administration (FDA).-'The Panel requested these agencies to

forward-records-of requestsfreqei?ed:prior to.May-l,'1976,_

'Number of Requests for Disclosiure. The agenc1es reported a total of

_160 requests that met the stipulations of the. spec1f1ed leglslatlve mandate
Inasmuch as several persons had submitted multlple requests either to the same
agency or to different agencies, the total number of requestors 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 regardihg awards made
‘by those agencies. The FDA and the HRA reported no reguests that met the stip-
ulatlons of the legislation. The requests_coyered a total of 586 separate
-information items.* ' ' 7 : ‘ '

_ The records of the requests did not always 1nd1cate the interests repre-
sented by the persons or organlzatlons making the requests. Often, the records
dld not provide explanation about the purpogses for which the information was to--
be used. The'Panel therefore, sought-more complete and current information
by inquiring directly of the requestors by mearis of a brief questlonnalre a

'(Appendlx B) approved by the Office of Management and Budget,

*Records of four of the requests were not sufflclently detalled to allow deter—'
_:mlnatlon of the prec1se number of 1nformat10n items requested.
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Responses to the Panel's Questlonnalre._ Questlonnalres were mailed to

the 124 persons who had ‘requested 1nformat10n ‘and .76 replles were received--a
response rate of 61 percent.  The 76 respondents to the Panel -] questlonnalre".

represented interests that could be classified into:.six 1dent1f;able'groups:

-_;private’oitizens_(10_respondents),.commerciai and nonprofit research and devel-
-.opmeet organizations (33‘respondeﬁts), acédemic'institutibns (21 respondents),

- public interest groups and the press (9 respondents), profess1ona1 assoc1atlons o
1'(2 respondents), and federal agen01es (3 respondents) (Two individuals retu;ned

the questlonnalre unanswered }

In relation to Section 30l(a) (1) (R} of Title III, the‘persons‘to whom

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

disclosed information was used. Responses to this guestion could be clessified

into eight general. categories that indicated the respondents' purposes in

requesting information contained in applications end‘proposals.** ' These eight

. general categories are described in'the'fo;lowing paragraphs.

Y. Bxamination of'W1nning Contract'Proposals The seven
respondents who wished to examlne winning proposals indicated thelr
-interest in ledrning why the winning proposals were selected over
-‘their own. Of the seven respondents, six were individuals repre--
senting research and development organizations and one was an _
individual representing an academic institution. ' (One respondent
in this category also prov1ded a second reason, whlch is included
in the next category ) : :

*Although the records of requests from individuals who did not respond to the
~ questionnaire sometimes contained an indication of the interests represented
" by .the reguestors, the indications were not considered to be sufficiently

- complete or uniform to permlt 1nclus1on of nonrespondents ln the final clas—

'51f1catlon scheme.

'?*Of the 76 replies, 71 provided responses that could be used 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
offrequests received.. In addition, replies were received from requestors-
- 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 guestionnaire; the other, who represented a legal firm,
. declined to answer the questionnaire because the purpose of the originail.
.request for information concerned a client involved in litigation.

e




_ 2, - -Attempts to Improve Applications or Proposals. By far
the largest number of responses were in the category concerned -
with attempts of investigators to -improve their own applications.
or ‘proposals. Of the nineteen 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 _ : i
. information was reguested was related to their attempts to 1mprove ' L R
anticipated applications or proposals, or 51mply to examine a model ' i
of a successful appllcatlon or proposal.- :

3. Attempts to Learn of Other Research in a Particular Field.

Of the fourteen responses classified in the category concerned with
Cattempts to learn of other research in a particular field, eight '

represented regearch and development. firms, two submitted the request

as private citizens, and four were associated with academic institu- =
' ‘tions.  The respondents in this category explained- that theix initial ™

requests were for purposes of keeping abreast of developments in a

field, determining if any new research methods were being employed,

and. surveying current literature in a particular research area.

- 4, Attempts to Avoid Duplicaticon of Research Efforts. Five
respondents, 1nclud1ng three representlng private firms and two
ssoc;ated with™ academlc 1nst1tut10ns, ‘Stated that thelr ‘plrpose in
-requestlng 1nformatlon in appllcatlons or proposals was related to
thelr efforts to avoid duplication of research activities.
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5. (Collection of Material for Publication. The ten respondents-
-who were collecting material for publication indicated that the RE
- requested information was needed either to fulfill a contract to ' L i1
“prepare an inventory or to publish research reviews or reports. The . ' Lo
ten respondents -in this category included two representatives of
professional associations, three private citizens, four members of
. private firms, and one individual assoc1ated with an academic
institution. :

- 6. Examination of Research Involving Human or Animal Subjects.

-0Only three respondents were interested in reésearch involving human
subjects. Of these, one was attempting to determine whether the
research specified in the request involved identifiable intervention
in a child-family relationship, and two, who represented a public
interest organization, were attempting fto determine the extent to

" which existing procedures for review of applications and proposals
‘at. both the institutional and the. federal level were adequate for
the protection of child subjects. The fourth respondent in this
category was a private c¢itizen who was.attempting to determine

. whether the use of public funds for experlmentatlon with animals.
could be justified.




7. . Interests in Patent and License Applicatioﬁe..'The two
.- individuals interested in patent and license applications were
representatives of  commercial firms; one sought information on the
ownership of a patent and the other was xnterested in a possible
license agreement w1th another Firm.

_ 8. Miscellanecus Purposes. “The category of miscellaneous.

‘- -purposes -included ten ‘respondents: one was attempting to use the
'ratlng of the grant application as justlflcatlon for desired pro-
- fessional advancement; one wished. to determine whether a contractor |
could appropriately use-a .facility at-the respondent's institution; -
three were representatives of public interest groups interested. in
determining whether:public funds were being spent.according to
their criteria of appropriateness; two were reporters seeking infor--
mation for their respective publications; one was from an individual
"who had brought charges of viclation of civil rights; one was an
individual who was attempting to determine whether certain grantees
were performing within the stated purposes of the grants; and one o
was- a representative of a private firm who was attempting to deter-
mine whether that firm's studies could be utlllZEd in other specific
studies.

A_ To sumﬁarize, the resultewcfutheﬁPélelfe'éhrﬁey'bf-perSons who requested
1nformatlon from appllcatlons and proposals confirm the validity of congressronal
'concerns about proprletary rights and about the effect of dlsclosure on the peer
review system. The results indicated only slight interest in use of the provi-
sions of the Freedom of Informetion Act. for assuring the protectien of hurman
‘subjects or for monitoring consent procedures; only three Qf'the”eeventy-six

replies concerned human subjects.




'of dlsclosure of 1nformat10n on proprletary 1nterests in a research protocol, -
'hypotheSls, ‘or de51gn and on patent rlghts, ‘the flndlngs of the Panel 1dent1fy

Ta -serious problem. The problem has two primary aspects.- The first aspect ‘is
‘hy the courts, there are edequate-safeguards for the intellectual property

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

' The second aspect is closely'connected to the first:fpr-the following. reasorn.

 Evidence presented to the Panel clearly -indicates that the successful transfer

’ protection of such important rights-is‘ih the interests not only 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

_Egtates.z ‘Moreover, the remarkably productlve partnershlp between the federal
. ]goVernment and the_nonfederal biomedical research community, which has been
_ thdroughly studied by the Panel,’® is based on the principle of full protection . . o
.of the ideas of scientists whese research is-ultimately in the interest of the
'-=American‘people. An examination-ef the present state of the law regar&ing the -
V_protection of intellectual property rights of résearchers-whb, in the national

i 1nterest, make information about thelr research available to the government,

EFFECT OF DISCLOSURE ON PROPRIETARY INTERESTS
AND ON'PATENT RIGHTS -

In relatlon to Section 301(a)(1)(c)(1) of Title TII regardlng the. effect

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

rlghts of sc1ent1f1c researchers whose 1nvest1gatlons receive flnanc1al support

The second aspect of the problem relates to. the promotion of urgent

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

of a research innovation to 1ndustry and the marketplace depends on the existence

e Fa e gk

of a licensable patent right. B&Adegquate safeguards for the intellectual property_

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

but also of society generally.

‘Adeguate safeguards for the intellectual.property rights of researchers

Article I, Section 8, and the Fifth Amendment of the Constltutlon of the Unlted

leads to the concluslon that these rlghts are not adequately protected




A

The disclosure of information génerally required under the Freedom of

:':Information Act as interpreted-by the courts appeafs-to narrow greatly the'pro—

. tection provided by the Congress' and the court's implemgntation of the Constitﬁ7
tion‘and certainly ﬁndermines the protection that has been accorded to the ideén't,
z'of researchers by the federal government as-a matter of right. Such disclosure H

- under the Freedom of Informatlon Act jeopardizes the intellectual property rlghts_r

of researchers as regards eventual flllng of a patent application for the'fol~

_lbwing feason. Wlthln the patent laws, publication has been broadly deflned as

any uncond;tloned dlsclosure by its owner of information on an innovation of
interest.  For example, even a thes;s available on the shelves of a university

library but not necessarily reviewed by any researcher has been deémed, within

the patent laws, a publication of the_innovation disclosgd therein. Patent laws

of both the United:States and foreign countries are drafted against thé interest

of those parties making or permitting publication of their invention prior to

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

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

statutory éeriod’during-which time-a patent application must be filed on the

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

laws of most fofeign countries preclude obtaining valid protection for a dis-

closed invention'if.a patent application had not been filed pricr to the date

_on‘which the information 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 Information Act.

Recent Court Interpretations of the Freedom of Information Act. The

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

_and'financial'information which is privileged or confidential"”™ [U.5.C. 552 (b)

(4)}' The decision 1however; from the leading case on this'exemption-{National

Parks and Conservation A55001at10n versus Morton, 498 Fed. 765. (1974), D.C.

Circuit Court] states that the exemptlon applies if it can be shown that dis-’

' closure_was likely either, first, to impair the government's ability to obtain
nécessary information or, second, to cauge substantial harm to a competitive
position of a person providing the information. The court toughened the quali-

' fination in petkas versus Staats. [501 F. 2d 887 {1974) ] by refusing to accept a
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government assurance of nondisclosure in a regulation requiring information where - -
filing the information was conditioned on confidentiality. The court held that the}-

overnment assurance and the corporations' res ectlve filings condltloned on con-
o : P : 1% g

fidentiality were not determinative and remanded the case_for_dlsp051tlon ln-accor—f
dance'with the test of the National Parks case noted above. - Consequently, a pledge '

of confldentmallty by the government in and of 1tself may not prevent disclosure.

As a result of the above cases, the Office of Legal Counsel of the Justice
Department has advised that-government protectlon of 1nte11ectual property and.
_1ts withholding under the "trade secrets" exemptlon in a Freedom of Informatlon

Act suit is, at best, very unpredictable. - -

Further, Title 18 U.S. C 19205 does not appear to have any effect in a uf--'“
Freedom of Information Act suit. This statute, if applicable, woulq 1mpose-n
criminal_penalties on governmeﬁt officials who disclose-?foprietary informatien
in the possessién of the government, It is a deterrent to unauthorized disclo-~
sure, but it takes effect only after the disclosure and the damage to the owner.
V.M- jTltle 18 U.s.cC. 1905 has ‘been virtually ignored by the courts in Freedom of f'té
ﬂﬁ@Informatlon ‘Act -suits’ because of a .general exemptlon contained in the statute,- ' s
"unless otherwise prov1ded by law." Courts generally have interpreted the
‘ quoted passage as exempting-disclosure“ﬁnder the'Freedom-of Information Act,

The penaltles spe01f1ed in Section 1905, therefore, would not be applied to an

-official who disclosed proprletary information in response to a Freedom of -

Informatlon Sult.

Even though commercial_concerns might with;ptedictable difficultyrmeet"

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

universities and nonprofit organizations. wishing to deny access to their research - -

"proposals'appear to have little-hoPe of meeting this test in light of Washington'“
'-uResearch Project,: Inc., versus Welnberger [504 F. 2d 238 (U.S. C A.D.C., 1974)].

.,In that case, Washington Research Pr03ect Inc., sought access to a number of

research proposals from different universities and nonprofit organizatiens in
- order to investigate the ethics of the experiments in question. Washington
Research Project; Inc', supported its claim te access to the proposals with

1ndlcat10ns that "it is essentlal for researchers to be held accountable, and -

the research process has to be somethlng other than the closed soc1ety which it

10
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d_is.now,“ The court_indicated, in denying'the-ﬁse df the "trade secrets" exemption,'

“thats

It is clear enough that a noncommerc1a1 sc1ent15t s research L
de51gn is not- 11terally a trade secret -or item of commercial
.information, for it defies common sSense to pretend that the:
scientist is engaged in trade or cowmmerce. This is not to say
that the scientist may not have a preférence for or an ‘interest

- ‘in nondisclosure of this research d951gn, only that it is not of
Q_trade ox commer01a1 lnterest e e e

ﬂcertainly_an-argument can be made that protection, under law, of the intellectual

property:of reeeerchers employed at universities and other nonprofit institutions
oﬁght ro be eéual to that proﬁection.accorded commercial.firms.'.At the least,

the protection'prdvided~researehers at universities and other nonprofit institu-
tions. should be predictable At present, the protection that fedéral agencies -

are able to provide for university researchers is con51derably less than that,

-as 1llustrated by the procedure for withholding 1nformatlon contained in a funded

researeh proposal.

naer tnls,pIOceaure, anu 1n orqer o qeny 1nrormatlon, ‘the fedéral  adgmin-

1strator handllng the request must apply the Natlonal Parks test to the situation
.and.prov1degto the Department Public Information Gfficer a written prima facie’

case recommending denial. (The case would need to include arguments on how a.

nonprofit organization could have a competitive position in order to overcome

fhe_general negation, which resulted from the case of the Washington Research

-Projéct, Inc., of the possibility of a competitive 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,
.:1nvent10n, or dlscovery is in fact novel in comparlson to the prlor art would
@nged to. be conducted before. a prlma facie - case could- ‘be made. If novelty cannot
.-be shown, it seems clear- that the government could not prevall-ln a suit to show

rfthet thére will be “"substantial harm to the owner's competitive position." It

is worth asking whether a federal administrator, even with the aid. of the
researdher whose idea‘is involved,'can'ShOW during the.early stages of funded -

research that a research protecol,_hypothesis,-or design is novel compared to

the prior art. The primary.purpose of conducting the research is to demonstrate

that the idea is, indeed, novel. -
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In addition, at the time disclosure is requested, it ie unrealistic. to -
expect that researchere'or their institutionsICOuld'take stepsrindependentlyf_
'.under patent laws to protect thelr intellectual property rlghts by filing a
patent appllcatlon at an early stage of research.- The cllnlcal or other cox-
roboratlng data necessary to. support a patent claim would obviously he lacklng.
_The flllng of a patent appllcatlon without such data, if 90551ble at all, would-.

be based on the uneconomlc, speculatlve ‘basis of 90551ble future flndlngs

The Federal Research Bffort. 2an additionalmfactor Compiicatés this problem. -

The-federal_gouernment is by:far the principal'source of_eubport for the pation's'
-health.research and development. - More than three-fifths of the expenditures for
health regearch end development are from federal Sources. The greatest portion
‘of the federal biomedical and behavioral researeh'effort is founded on tﬁe_concept '
of a partnership with the nonfederal research community. . In 1974, federal funds '
for_Support of biomedical and behavioral research conducted outside federal agen-
‘cies amounted to almost.$2.l billion, or 76 percent of federal expenditures for
health research and dévelopment. This amount represented about 55 percent of the
'total natlonal expendltures for health research and _development con&ucted outside
- federal agencles.. This interface of the federal government with universities, '
nonprofit organizations, and private industry requires submiseion of dooumentatiou
that contains disolosuree of ideas,'iuventions, and technical and clinical dataJ-'.
an array of intellectunal 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 longstanding federal policies in eupport of health-related research, it follows
'that unrestricted dlsclosure could have either of two results. ?irst there could
:be a real risk of the total loss of the property value in such 1ntellectual prop- :
erty not_already covered by patent protection. Second, there could occur: signif-.
;:icant'a}teration,_perhaps deterioration, in the‘enormously successful federal-
'nonfederal partnership in biomedical and behavioral research because it is not
" possible to guarantee adequately the protection of inteilectual property rights;
In the Panel's 5udgment, eitﬁer result would be disastrous and. could permanently

impair the nation's research capability by compromising the partnership basis on




-which the capability has been'built.. The Panel cbncludes,that it is in the -
'nat10na1 .interest that- government protection-of 1ntellectual property be made

'predlctable by approprmate leglslatlve actlon._

. IR T The_Congress has already“investigated the problems of protecting propri-

etary information under -the "trade-secreté"'eremption_of the Freedom of Infor-. .
':matidanCt [5 U.S.C. 552 {b)(4)}.  The unpredicfability of "protection of pro-
'prletary 1nformatlon under the Ptrade secrets" exemptlon was discussed at lerigth

:vdurlng con51deratlon of the amendments to H.R. 3474 ‘the Energy Research and

Development Admlnlstratlon (ERDA) authorlzatlon bill for fiscal year 1976
[Congressional Record, H 12374-811. 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 unpredict-

. ability of protection of proprietary information under Exemption
{b)(4) and the need for ERDA to provide such predictable protection
in order to ensure the full cooperation and partlcapatibn of the
private sector, Congress could conclude that there was a legitimate

national. interest iniERDA's having the specific authority to. pre-

...dictably protect proprietary information. Further, Congress could

" strike a reascnable ‘and acceptable balance of that nationdl interest
and the natiocnal interest in freedom of information and create a
b) {3} exemptlon for ERDA for that purpose.

'-IngDecember 1975,.£he Congress amended the Federal Non-nucléar Energy Research

and 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) :

- _ L . The: ‘conferees took this action becaiise . . . under existing.
S : L Law,. primarily the Freedom of Information Act, cou¥t holdings have .
_ : ' jmade ‘government protectlon of trade secrets and other: proprietary
o L _inforimation completely unpredictable . . . Our action here is
BEN! o o intended to remedy that situation for ERDA. Our national energy
,”% ’ , Co - research and development efforts are far too 1mportant to allow
' ' such an impediment to exist.

RN S

‘The Panel is not -in a position to determine whether the existing laws as

_inter@reted by.the courts éétually do, in effect, narrow congressional and court

interpretations of the constitutional safeguards to intellectual'property.rights; LR




The. Panel is able'“howéver,-to eétimaterthe potential'harm that cah come to the
nation's blomedlcal and behavioral research effort if protection of 1ndlv1dua1

' 1ntellectual property by government agencies remains unpredictable. 'The Panel
has been concerned with "the problems of transfer of research progress, tech-
nology}'énd information'from'the 'hench to the bed,' an area.frequently referred
to as the interface between research and the health-care delivery system," which
f“the-cbnféfees refer tb'iﬁ'théif fepert regarding Title III (Disclosure of Research
Infbrmation)_of.the Heaith Research and'Health.Services Amendments'df 1976.that .

.mandates the present studf (Conference Report 94-1005, April 2, 1976, page 22).

In its previous investigation the Panel commissioned several studies to
aSsist it in identifying such problems. ~The studies are contained in "Appendix B.
,Apﬁroaches to Policy'Development_for'Biomedicél Reséarch:' Strategy for Budgeting
and_Movement froﬁ'InVention to Clinicél Apﬁlicafion.“4' Two of the studies exam-
.ined the sequence by which.a laboratory discovery moﬁés to widespxead clinical
.application. Both studles cited the absence of 1ndustry 1nterest ‘as a factor .

fdglaying.;he transfer Qf research progress. The study_by_Jullus H. Comroe,. Jr..
M.D., "Lags Between Initial Discovery and Cliﬁical Applicétion-to Cardiovascular
_Pulﬁonary Medicine and Surgery," lists the absénca of industry research and
.'.development as qneﬁof'thé causes of delay.most freéuently mentioned by 6ver_140

scientist consultants:®

The .full application of a new discovery required research and devel-
opment by industry but corporate decisions which involve market analysis,
patent application and assured profits often delayed widespread use of

: equlpment materlals, and drugs. '

e - Of 65 new types of equipment needed for advances in cardio-

) : vascular—pulmonary medicine and surgery, the basic principles,
 prototype, and early modifications came from university or
'”other .monindustrial laboratories in 55 cases. Tags. 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 Gibbon's
pump-oxygenator) , progress was rapid. :

e - Of 50 new drugs (new chemical entities) needed for- advances
in cardiovascular-pulmonary advances, about half originated in
university or hospital research laboratories and half in phar-
maceutical company laboratories. - Industry was often slow to
purify and develop for clinical use compounds that originated
in university laboratories (e.g., penicillin after Fleming's
1929 work; heparin after McLean's 1916 work). :
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The present study has yielded evidence of a clear link betweeﬁ the'need.to
:protect-intellectual property_rights and.the successful transfer of research
innoﬁatiogs to the:delivery of health care. In e 1968 report, "problem Areas
'Affectiné'Usefulness of Results offGovern@eht%sPonsored Research in Medicinal:r
Chemistry” {GAO Report No. B-164031 (2)], the GEneral'Accounting Office pointed -

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

of drug research leads generated by research epoﬁSOred by the National Institutes

 9f'Hea1th; This report by the General Accounting Office made a forceful point.
Wheré'éubstantial risk investment is involved, such as requ1red for premarket
‘clearance of potentlal therapeutlc agents and, now, of 'some classes of medical
devices, there is an identified llkellhood that transfer w111 not occur if the
'entrepreneur is not afforded some property protectlon in the innovation offered

for development.

The_mos£ obvious problem affecting'ultiﬁate utilization of an innovation -
- depicted in a research protocol, hypothesis, or deeign eventually enhanced or :
.corroborated in performance of_research funded by the Department of'Health, Edu;'
~egation, and Welfare at universities ox other nonprofit organizations is.the'fact
:.that these organlzatlons do not engage in the direct manufacture of ‘commercial

. embodiments., It is 1ndustry that must brlng such 1nnovatlon 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 &nd the private indus- -

trial developers who may be 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
-'rights are necessary for possible licensing of industrial developers. Not all
:;tranefers-fopetentially-mérketable innovations from such organizations reguire
”ran?exchange-of intellectual'property rights in the innovation,ebut‘it is unpre-
dictable in which transfers the entrepreneﬁr will demand’ an exchange'to guarantee

his collaborative aid.

From 1969 through the fall of 1974,'estimates of the Department show that

the intellectual property rights to 329 innovations either initially generated,

enhanced, or corrcborated in performance of Department-funded research were under

control of_university1patent—management offices for the purpose of eventually
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¢sollc1t1ng lndustrgﬁlwsnpport for develoPment. Durlng the perlod from 1969 to

’ 1974, gg nonexziusrﬂg and 78 exclusive licenses had been negotiated under the
patent applications filed through these university patent-management offlces.
'Accordlng to ‘the figures, furnlshed by the Department the - 122 11censes negotlated
‘have generated investments of arcund $100 million of private risk capltal, in

complete contrast to the period 1962 to 1968 during which there was almost no

bz T
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“industry interest in'research-leads of Department;funded research In the period .

19869 to 1974, two llcenses resulted in the marketlng of two drugs, Whlle a number
'fof other licenses cover potentlal therepeutlc 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 toc market a new drug.

In the above context, lt is apparent that the exlstence of a 11censable
patent rlght may be a prlmary factor in the successful transfer of a unlver51ty
‘innovation to industry and the marketplace.  The Panel is concerned that the
‘failure to protect and define such right may fatelly affect a transfer of a

major. health inncvation.

For ‘this reason, - the Panel is~ serlously concerned that- the unpredlctablllty_

of government protection for 1ntellectual property rlghts, owing to the uncon=-
trolled and unconditioned disclosure of research-lnformetlon under current court
._interpretation of the Freedom of Information Act, is likely, in the Panel's view,
to stifle industry interest in developing potentially important research innova-
'tions. Without industry involvement, the transfer of research findings to clini-
.cal practice will be impeded. In the_judgment of the Panel, there are strong-
reasons to conclude that the interface between research and health care delivery,
an area of vital national interest is likely to be impaired unless adequate pro-
tection is provxded for 1ntellectual proPerty rlghts of bromedlcal and behav1oral

researchers whose research is conducted with federal f1nanc1al support

Wlth these cons;deratlons in mind, the Panel examlned the data gathered by
-1ts survey of the persons requestlng information about research protocols, hypo-
theses, and designs. Of the 71 respondents who indicated the purposes for which
" the information was used, 47 (67 percent) sought research information concerning
- the specificfresearch, protocols, hypotheses, and designs of other scientists to
give petter definition to their own research, or to improve the competitiveness

of their own applications for research support. These data indicate that the-
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 intellectual property rights of researchers may not be sufficiently protected

because they are subject to'disclosure that could not only benefit less inno-

vative ‘researchers but could also ]eopardlze the orlglnal researcher S lntel—'

Lo ' ' lectual bProperty rlghts under patent 1aw. '

Furthermore, the Panel found ev1dence that the present “oPenness consti-
S © . tutes a distinct danger that “industrial developers will, as in the 1962 to 1968

;Qefiod described in the General Accounting Office report, findﬂiittle.ineentive_

B S

to.develop research leads generated by investigators under support provided by
".the Department of ﬁealth, Education, and Welfare. .The patentability of eventual
discoveries and innovations Having_been precluded by disclosure, it is not unrea-
sonable te surmise that industrial developers will hesitate to risk capital
investment when they are ‘unlikely to-'gain rightS’to the intellectﬁal property.
. For example, the request of one public interest group for appreciable nﬁmbers

of research applications raises the prospect of large—scale'multiple regquests-

A e e

under a- short deadline for reply. Since it is difficult or impossible to ascer-
tain whether research at an early stage may contain. information regarding
potentially-patentable;iﬁnofations,-thefeﬁfeet:oﬁﬂQisclqsure: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-'
operslfrom exploring research leads generated by-federally supported research,

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

‘research and development. .

In light of the effect of disclosure of research information on intellec-

tual property rlghts and in llght of the 1mportance of such rights to the transfer-

'of research 1nn0vatlons to the dellvery of health care, it is clear that the pre-
sent mechanlsm of complete “oPenneSS" attempts to ensure public accountablllty at

‘the cost of sacrificing protection of intellectual property rights of demonstrable

_potential beneflt to the natlon._
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. EFFECT OF DISCLOSURE ON THE PEER REVIEW SYSTEM

. ‘The _’Ea:lEi_, -in its recent deliberations, gained familierit}:{ with the peer
“rev;ew-syetem used by the NIH and the ADAMHA as the method of evaluatingrproposed
research projects. The Panel believes‘that_peer.review ie one of the most valu-
able management tools for ensuring that public funds are séent on technically
sound projects withrhigh'probapilifyrof yieldingISignifieanﬁ aeta.s Consequently,.
“Judgments-regarding the effect of disclosure of information concerning research
protocols, hypotheses, and designs on the peer review system must take into
" .account the high level of accountability represented by the peer review system .
and its:existence_as only one in a series of stéps toward actual award of public

funds.. .

‘Disclosure of information contained in research protocole, bypotheses, and -

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

o sc1ent1f1c assessment that characterlzes peer review. That assessment is made

by techn1ca1 and: sc1ent1f1c spec1allsts whose judgments could not ordlnarlly ‘be
evaluated_out51de the scientific community. Since a summary of the-assessment
of:each.proposed research project is available to the individual researcher who ©
submitted it, an explanation of the basis for the juagment-is available, without
- full public dislcosure, to the person in the:scientific community immediately -
. affected by it. In addition, the suceessful_record of the peer review system of
the NIH anderhe confidence which researchers place in it generally'indicatefthat'
no pattern of abuses might.make imperarive full public scrutiny of the scientific
" -and technical:aspects.e_ It documentable abuses.should occur, either in the peer.'
revlew system of the NIH or 1n the procedures used by other agen01es; then spe—
7_c1fic measures to remedy the abuses would seem more’ approprlate than full publlc

scrutlny_wlth its potentially disruptive effects;

As to those aspects of the peer review system not related solely to scien-
tific merit {for example, proteetion of humari subjects or controverted types.of
. research), disclosure of research protocols, hypotheses, and designs subsequent
to funding does allow for examination and disduseibn of ‘broad issues which could
”conceivably benefit_all. There-are,.however,.two caveats to be observed in this =~

respect. First,.it is 'all too easy to confuse .the scientific 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 remained largely free of what are

often intrusive issues. Second, it is possible and even preferable to review the
_broader issues that surround scientific and technical merit of research projects'

- without the step of uncontrolied disclosure .of research protocols, . hypotheses,’

and dééigns; especially because uncontrolled disclosure, by jeopardizing protec—

tion of intellectﬁal'property rights,'directly'cdnflictS'with the interests both

" of society and of the individual‘researcher.

Certainly, the examples of the receht ihitiatives of the Congress, the
federal biomedical and behavioral research agencies,. and the scientific commu-

nity in the regulation of recombinant DNA research and in-the protection of

human subjects demonstrate the effectiveness of steps that address such problems

in a more focused way than the measure of unqdntrolled_disclosure. For example, -
if there were no other way to assure aquuaté protection .of human research sub-
jecﬁs than by full public scrutiﬁy, 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 ihtellectual-property rights of researchers both as regards the
résearchers and as regards the benéfits to society generally. But ethiCal.refiews

of proposed research by Institutional Review Boards with public representation and

hcongressionaliy'and administratively constituted bodies of ethical review, as well .

as the broad recoénifion by society of the need to protect human beings in scien-

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

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

' " flicting rights. ‘Furthermore, no review of findings, preliminary or final, has
. yet appeared that might serve as reassurance that the large-scale disclosure of

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

mentable set of abuses regardlng peer review, or protection of sub}ects of

research, or other such problems necess;tatlng public scrutiny.

Although no improvements in the scientific aspects of the peer review
system can be'specifically traced to the disclosure of research information,
there are-épecific results that could impair the ability of the system to ensure

high-quality fedefally funded research. &4s was indicated earlier, the federal

‘research effort is a partnership or collabhorative effort, heavily, if not

"essentially, dependent upon the resources and contributions of the nonfederal

1ls .

Bk i,

b T g,

groareg: o in

it

A MBS




- research commuﬁity. ~Nowhere is thl$ more true than in the matter of sc1ent1f1c
;and technical evaluation of proposed research.  Because of the federal govern-
ment's dependence on the expert judgment;of highly specialized profe551onals,'

no reasonable alternative to the peer review system appears to exi%t.:'

By definition, the peer review system is based on the reliability of

scientifibijudgments about accurate and coﬁplete‘scienfifié information regarding

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

" high-guality federally'funded'research would be impaired if incompiete or vague
'infofmation made -it difficult to determine whether a specific fesearch'project-
.were technically .sound. = If researchers could expect.that their own research'3
ideas would be subject'to-diséIOSure that might'result'in imitation, or jeopardy
to thelr intellectual property rights, it is possible that they would prov1de
less 1nformat1ve applications and proposals for reV1ew. Conseguently, judqments

by peer rev1ew groups would become less rellable._

Concerned about such a prospect ‘the Panel sought to determine whether
_thénquallty and detail of applications and proposals had changed since the court
-ruling in the case of the Washington Research Project, Inc. Time did not permit

the kind of exhaustive study necessary to make a definitive determination, In -

an effort, however, to obtain a reliable indication about actual and (or) poten=-

tial eéffects of the Freedom of Information Act on the operation of the peer
.review system at the NIH and the ADAMHA, the Panel requested information from
the members ana 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 Panelsbelieved that it would be instructive to have the impressions
“provided by the Rxechtive Secretarles and members of Study Sections and Review
;'Commlttees regardlng any percelved change in the manner in which 1ndividual grant
applications might have been wrltten since the court ruling that requires that

.funded_proposals be avallable to the public upon reguest.

. 'The memberé and Executive Secrétaries of the 68 Study Sections and Review
: Commiftees'replied that they had perceived no change in the quality or gquantity
of information provided in research grant applications since inception of the
fuling that requirés that funded applications be made available tb-the public
upon request. Many of those polled recognized that it was too soon for any
'_ slgnlflcant indications of -impact on content of applications because the sclen-'

Ctific communlty wis not then fully aware of the recent change in policy.
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Another finding of the Panel}s stﬁdy, however, ma& indicate a trend that

is less'reaésuring:a_Byifar the greatest poftion of réépondents to the Panel's
presént questionnaire'frankly'indicated that they wanted to review other pro- -~
:'5posals in attempfs to improve their own applications_or-proposals and tq'use
~Tinformétioﬁ in other proposals to assist their own research-. No ‘doubt, .reviewing
other proposals may help a researcher be more éffective in his research, but it_'
is also possible that less innovative researchers will ﬁerely be imitating more
."succeSSful researche;s and that,jinstead_of imprqved research} derivative research.
ﬁight be.expected. There is iﬁdication that the'inforﬁation disclosed is being )
used to gain a competltlve advantage by exacting dlsclosure of ideas of other .
‘researchers who are in a position of being deprived of full ‘control of the intel-
_ lectual property rlghts to their innovations. Should this practice grow, peer
review might be undermined because of uncertainty about the extent_thaﬁ proposalé-
_reflect anY'genuine standard of creative excellence. It would be unfortunate if
applications reflecting only &erivative ideas.were;submitted and approved when
each year funds have not been sufficient tblsupport all épprdved'applibatidns

“that represent original, if not ekcéptionally innovative, high~gquality work.

Furthermore, the credibility'of peer review would certainly be undermined
if it were compromlsed by the’ subm1551on of derlvatlve proposals and applications.

and if the judgments by peer review groups were based on 1ncomplete 1nformatlon.

The peer review system serveS-another purpose, as well, that would be
undermined by uncontrolled disclosure of research information. Peer review
ensures responsible-and adequate scientific evaluation of proposed research pro-
jeéts as an indispensable method of protecting the public. If the prospect of
unédntrolled disclosure of research informatioﬁ discourages investigators from
furnishing complete and detailed information about their proposed projects,'peer'
'_review.bodiés-willjbe,hindered‘in making judgments about the:possible harms of
" such ;esearch.' The protection of requnsible, scientific evaluation caﬁ be
."uhdermined by.uncontrolied disélosure in another,way; 'Thé'Prémature disclosure
of reséarch protocols, hypotheses, and designs may also involve release of
scientific hypotheses before édequate validaticn. The'public could be subject
to potential ﬁazards of -untested hypotheses or be misled_by arguments advanced ~

by ungqualified or irresponsible'pergons for_application of research advances
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before suff1c1ent 1ong—range evaluatlon is complete.- In the long run,-the _
publlc s 1nterest is better served by controlllng dlsclOsure of research pro—-'

" tocols, hypotheses, and de51gns.

1 It 1s in the light of this contrlbutlon of the peer review system to

=soc1ety that one should read the profesglonal advice to the Panel from the 160 .
. members of the Interdlscxpllnary Clusters commlssxoned to review the state of .

the science and to assess the peer. review system. These scientists have an
_essential role in safeguardlng the public by assuring the integrity of scien-
tific research, Professionaliy, they would find it difficult or impossible'to ‘
participate in a system where premature'and uncontrolled disclosure would thwarth
their strenuous efforts to ensure technically-and scientifically sound as well

as poteﬁtially beneficial research. Their reservationgabout serving as members -

_.of peer review bodies whose function would be rendered ineffective by an "open" 2 ; i
deliberative-prOCess is a valid professional concern oh their part; Should pro- '

vigion not be made, furthermore, to guarantee the exclu51on from dlsclosure of

unfunded. research dpplications and pxdposals, ‘the abilit ty of memners of peer

_review'bbards to contribute to protecting the public from unsound or questlonable .[%

research would be even more severely hampered.  In the event unfunded proposals

.were subject. to publlc disclosure or public discussion, it is difficult to see
how the peer rev1ew system could continue to provide effectlve protecticn from

potential harm to the public.

Finally, researchers have no interest in concealing their ideas indefinitely

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

- publishing their findings as seon“as possible upon verification. The point of
disagreement is really over when such info;matioh'should be released and whg.will

'”COnt:ol'the'release.”*The measure of protectien.necessary to_sefeguard:the_idees

ef the researcher and the integrity of thé peer review system does not require
exemption”ffom:disclosure for an indeterminate'time ar from &isclosere in.a

proper and controlled fashion.
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" EFFECT OF DISCLOSURE ON PROTECTION OF HUMAN SUBJECTS
IN RESEARCH AND ON INFORMED CONSENT PROCEDURES

- The Panel’s concern throughout its earlier study of the federal biomedical
and behavioral research effort was to ensure that the public funds used to sup-
-port research achleved the maximum return ‘possible. Part of that concern was

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

at times, conflieting research priorities. Not everyrline'of-research is egually

promising. Not every disease or health problem exacts the same toll of sdciety.a'

Clearly, the scope of such deliberations required the Panel to invite testimony
and expert-advice from all_possible,sectors-of the public - and the'scientificu

i, 9
research community.

.In this connection, and during deliberations for its initial report, .the

Panel heard testimony of dlverse and oppesing views on the issue of protection
of human_subjects in research. Some witnesses contended that current regula-

"tions of the Departmehﬁjbf Haalth,.Educatlon, and Welfare 1mpeded the progress
of research{ Other witnesses, representing'public interest groups, expressed
the opinion'that,further special measures were necessary to protect the public .

. agaiﬁst research that presents an unreasonable risk. 1In view.of the Vasr numbers
of complex issues and in view of the fact rhat the National Commission for the
Protectiqn of;Human Subjects of Biomedical and Behavioral Research continues to
exanine specific¢ issues in this aréa;:the_Panel limited its earlier deliberations
to the'récognition that-clinical research required an opportunity to ensure, by
public scrutiny if neCESsary, that human Sﬁbjects of research are adequately pré—

'tected Whlle the Panel contlnues to support that prlnc1ple, it 1s 1mportant to
-polnt out that the arguments advanced by proponents of full openness of peer

" review do not-conv1nc1ngly make the case that full and unconditioned dlsclosure _

_bflinformation-in research protocols, hypotheses, and desgsigns is related to, or

assures, the protection of human aubjects_of research.

‘Advocates of full“diSclosure of research information, as presented in.
testimony to the panel,® argue that ethical and scientific review are "in some
senses1indistinguishable.“ The basis for their being indistinguishable is left

unexplained. Yet, quite clearly, it is "deficiencies'in'the informed consent
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procedures, the monitoring of 1nformed consent, and. the monitorlng of research
after fundlng" ‘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

.SClentlflc ba51s of research——the research protocol hypotheszs, or des;gn._-

In addltion, the initial. review of ethical aspects of research is con-.
t!7ducted at the institution sponsoring 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 universal
recognition as 1ncorporated in regulations of the Department of Health, Education

and Welfare.'!

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 r1sks, the - poten—n
tial benefits of the act1v1ty to the subjects and to others, and the importance
of the knowledge to be gained. On the basis of thiS'reView,'peer review groups
may,recommend to the Secretary.that he approve, defer for further evaluation, or
disapprove support of the proposed activity in whole or in part.  The issues of
informed consent, monitoring of informed consent and monitoring after funding
‘are not specifically taken into account.- The reasons for this are obvious. _
‘Consent is.gdverned not by national law, but by applicable common 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
reasonably expect responsibility to be assumed for protection of human. subjects
in research. Peer review at the national level involves brief periodic meetings
-of nationally'recognized scientists. Such peer review carn apply its_collective
judgment with.respect to ethical norms, but has no opportunity.to judge'the_

A applicability of. those norms under state and municipal laws or at institutions
‘governed by the ethical views of differing religiocus and secular organizations.
Generally, the research institution appears'to,have legal responsibility for the
professional research activities of its staff.:fAlso, federal regulations require
as a condition for obtaining funds that-the_local_Institutional Review Board cer-
tify, prior to submission to federal agencies, approval of proposed research pro-

“jects on the basis of ethical considerations.

Moreover, if the peer rev;ew system is considered inadequate for ethical

‘review because it almost never 1nvolves monitoring of the recruitment of subjects,
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' | the consent process, or the actual experimental procedures as they take place,

thenrit hardly seems appropriate to require that it be open to the*public or.

. that scientific information-reviewed by scientific and technical review groups

be disclosed. It was not made clear to the Panel why thé_saientific and tech-
nical review--peer review of merit--should require community participaticn,'

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

"*5ponents of disclosure would appear to be that the peer rev1ew system is not the
- dppropriate focus for ethical review. The Panel is inclined to agree that
'scientific and technical review committees are not the mechanisms for monitoring

-actual compliance with ethical standards in conducting research. Scientific and

technical review committees ought to concentrate primarily on 5C1entlflc and
technical review. The Panel recognizes that all reasonable measures mast be
taken to ensure protection of human subjects.ln 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-

--;;;:w;.',a___,s_e_-::woﬁ.ld:;- be.considered privileged ‘information.

“.Finally, the reccmmendations of advocates of openness of peer review, as

presented to the Panel, call for only limited portions of review meetings to bhe

.open to the public in order to protect the_privecy'of investigators and so as not

to prohibit candor. - It is only "when particular ﬁroposals present difficult ethi-
¢al dilemmas, [that] there should be an open debate.1® Uncontrolled and uncon-
ditioned disclosure of ipformation in research protocols, hypotheses, and designs

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

_subjects 1n reseaxrch. In fact, it may he that the commlSSlons and boards now in
’ place or proposed at the level of national review are already. serving the purpose

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

As to the'questlon of the effect of disclosure on adequacy of 1nformed con-

sent procedures, the Panel believes that the comprehensive study of this and

' related_issues'already in prcgress'under the aegis of the National Commission for

‘the Protectien of Human Subjects of Biomedical and Behavioral Research wculd‘pro~

vide :fullexr 1nformat10n than the Panel could provide in the short period of 1ts
present 1nvestlgat10n. Moreover, variations in the legal definition of informed’

consent among states and’ among experts in ‘the ethics of research make speclflc

'recommendatlons by the Panel 1napprcpr1ate.
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" In connection with the Panel’s presgnt’éuestionnairé onitheserissueé, only
..-one'publig interest group has:considered the_oppértunity of disclosure of infor-
'matign in rgsearch protocols, hypotheses, and dgsigns'as-aAvehiclé for ensurihg
protectiéﬁybf the public against research that presents an unreasonable risk to
'.:huméﬂ:subjects of researcﬁ and for ensuring the adequacy of informed cénsenf-'
‘procedures. Two other respondents reported interest in these issues but-gave .
Axgo”indication of initiatives aimed at significant impact. on thé‘problemﬂ_ (One. .

public interest group declined to volunteer the requested'information.)

_ E‘Oﬁ the basis_of,the'requests for_informatibn,'the panel is'most_conéerned
that, while uncontrolled disclosure seems to offer neither compelling gfounds
nor convincing record that it serves the aim Qf'protecting human subjects of
research, such'diseloéure does leave unprotected the rights of_fesearchers and,
in all probability, the rights of those who would bénefitffroﬁ timely transfer

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

Pub. Law 94-278 o ~ _April 22, 1976

 Report to
congressional
comimittees,

42 USC 2891 -2,

Trvestigations .
. and study.
42 USC 2891 -1
note.

42 USC 2891 -1
note.

4 usca20r
note, h

TITLE III—DISCLOSURE OF RESEARCH INFORMATION

" Sre. 301 (a) (1) The President’s Biomedical Research Panel (estab-
lished ‘by section 201(a} of the National Cancer Act. Amendments of

1974 (Paiblic Law 93-352) ) and the National Commission for the Pro- -

tection of Human Subjeets of Biomedical and Behavioral Research
{established by section 201 of the National Research Act (Public Law

13-318) ) shall each conduct an investigation and study of the tmpli-
cation of the disclosure. to the public of information contained in~
. vesearch protocols; research hypotheses, and research designs obtained

by the Secretary of Health, Education, and Welfare (hereinafter in
tl%,subsection referred to as the #Secretary™) in connection with an
application or proposal submitted, during the period beginning Jan-
uary 1, 1975, and ending December 31, 1975, to the Secretary for &
‘grant, fellowship, or contract under the Public Health Service Act.

In making such investigation and study the Panel and the Commission

shall each determine the following: ‘

’ (A} The number of Tequests made to-the Secretary for the
- disclosure of information contained in'such research protocols,
~hypotheses, and designs and the interests represented by the per-
_sons for whom such requests were made. :

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

retary pursuant to such requests was used,
{C) The effect of the disclosure of such information on—
(1) proprietary interests in the research protocol, hypoth-
esis, or design from which such information was diselosed

and on patent rights; .

* {ii) the ability of peer review éysf;emé to insure high qua.l?_

ity federally funded research; and

(iii) the (I) protection of the puble against research E

which presents an unreasonable risk to human subjects of

_ such research and (II)} the adequacy of informed consent
irocedures, '

(2 (A) Not later than May 31, 1976, the Panel shall complete the

ihvestigation and study required to be made by the Panel by paragraph

1), and, not later than June 30, 1976, the Panel shall submit to the

ommittée on. Interstate and Foreign Commerce of the House of

Representatives and the Committee on Labor and Public Welfare of

- the Senatea report on such investigation and'study. The report shall
contain such recoinimendations for legislation as the Panel deems

" . appropriate.

(B) Not later than November 30, 1976, the Commission shall com-
plete the investigation and study required to he made by the Commis-
sion by paragraph (1), and, not later than December 31, 1976, the

Commission shall submit to the Committee on Interstate and Foreign

Commerce of the House of Representatives and the Committes on
Lahor and Public Welfare of the Senate o report on such investigation
and study. The report shall contain such recommendations for legisla-
tion as the Commission deems appropriate.

{b) Scction 211(b) of the National Rescarch Act’ (f’ublic Taw -

93-348) is amended by striking out “July 1, 1976” and inserting in lieu

- thereof “January 1, 19777, -
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' APPENDIX B

0.M.B., No. 68-876032
- Expires June, 1976

- Questionnaire.

" The Privacy Act of 1974 [(5 U.S.C. 552e(e)(3)]-requires that
~an 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 be used.

The 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 hypotheses, and
research designs submitted to the Department of Health,
Education, and Welfare:in connection with an application
or proposal for a grant, fellowship, or contract under the

‘Public Health Service Act, ‘Your cooperation.in responding
svoluntarily  will contribute: greatly: to the accuracy, tlme—

llness, and comprehen51veness of this survey.

(1) Please indicate the interests represented by you or by the
persons on whose behalf vou have made the request(s}).

¢2) Please state briefly the purposes for which' the 1nf0rmat10n

dlsclosed to. you by the Secretary was used.
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