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RECOMMENDA“ONSANDCONCLU&ONS

The Panel's mandate under Public Law 93-352 called ior'}éview and'aSSESSj '

" “'ment of biomedical and behavioral research supported by the National Institutes -
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o . of Health and the Alcohol, Drug Abuse, and Mental Health Administration. The
f.ji,f’l. . Panel's recommendatlons in its Report to the President and the Congress outlined 7'-';”  .5
; step that should ‘be tuken to utrengthen and 1mprove the blOmedlcal and behavxoral‘ R
'5research efforts of those agenc1es." ' ' - o
o7 Several of the reconunendat’ions aadfeésed séecific issueé reéérding the
-.éff_ect of the Freedom of Information.Ac_t of .19“67 {(and -as..émend_ed in 1974), the
Federal Advisory Committee Act, ‘and the Privacy Act of 1974, popularly known; é.sv' )
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a group, as the "sunshine laws," and the recommendations are cited here because .-

~of their relevance to the present report. -

EO .

The Panel recommends that the Public Health Service Act be amended to provide statutory _ _
assuranee that the initial review for sctentlf:c and technical merit {*peer review”™) remain totally T T T
oonfldentmi : . . S - .

R oo The Pubhc Health Service Act also should be amended to provide a statutory exemption frcm o D R
. . " disclosure in accordance with exemption {3) of the Freedom of Information Act for research designs - ' S ’
“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 apphcatlons and contract :
. proposals should remain confidential, :

In the case of grant applications and contract propusats that contain clinical protocols, there
must be a period of thirty days for public review of clinieal protocols before research is commenced.

" The Public Health Service Act shouldbe amended to provide protection from premature disclo-
sitre 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 triais; and {3} data obtained by federaily
- employed investigators and scientists, either as part of their awn research or obtained in.conjunction
with nonfederal scientists, until such time as the-study has heen published in a professional periodical. -

B . I

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

' 94-278, the Panel h@s-addressed the issue of the effect of the disclosure to

hii I  the public of information contained in research protocols, hypotheses, and
 £ : : : - designs. Specifically} the Panel has inguired as to whether there are aspects
. of the disclosure of such information that serve to strengthen or to 1nterfere o

':w1th the blomedlcal and behav1ora1 regearch effort in thls natlon.




“The prescnt study provides additional evidence that leads the Panel to recommend further that the Public
Hea!th Service Act be amended (1) to provnde adequate protection for intellectual property rights of mvestlgators who{ -
submit applications or proposals for support of research and of those i mvest:gators whose research is supported under

the authority of that Act, and (2‘.) to protect the patent rigihts of discoveries and innovations resulting from research -

) supported by the Departiment of Health, Education, and Welfare,

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

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

ﬁI»_of the natlon——ls llkely to be impaired unless such legislative action ;s-taken._"

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

_'Several flndlngs of the present study support that conv1ctlon.'

First,_on the basis Qf the number and nature of'requests for disclosure

" of information and the review of responses to the questronnalre, the Panel dia .

" not £ind indication that the opportunlty for disclosure of previously protected F

information has had more than isolated impact on the interest ln the protectlon
‘'of human subjects. The exact extent to which proprletary interests and future
fpatent rights may already have been Jeopardlzed by dlsc105ure can only be
assessed at a future date, a].though there is no questlon that dlsclosure does

"_infrlnge upon such rlghts.-'

" Second, the Panel found that 1ntellectua1 property rlghts of researchers
" whose investigations are federally supported cannot be protected -adequately by -
the federal government under present court rulings. Further, thezPane1-fohnd

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

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 importaﬁce of such rights to the transfer

‘of research innovations to the deiivery'of‘health care, it is clear that the

-'.present mechanism of complete "openness“ ensures publlc accountability at the

cost of sacrificing protection of 1ntellectual property rlghts of demonstrable

potentxal benefit to the natlon.

Third,. the Panel found no evrdence that disclosure of information had
ontrlbuted, or appeared relevant, to improvements in the ablllty of the peer

review system to ensure-hlgh—quallty federally funded research. The Panel did
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"~ 'find reason to believe that the possxblllty of uncontrolled dlsclosure could
':impalr the ablllty of the peer review system to ensure high quality. The Panel

also found from its questionnaire a_hlgh proportion of requests to review suc—

cessful research.applications and‘broposale indicating the potential for-deri¢¥

't: ative and imitative research projects. -

* Fourth, the Panel's consideration of the relationship of protection of;fg

. human subjects in research and informed consent procedures to disclosure of
 informeti0n contained in'research protocols, Hypotheees, and designs led to

 three conclusions.

- }o - There does not appear to be any direct, necessary, or inherent

7connect10n between disclosure of such information and protection -

" of human subjects in research under the present system of federal .
. regulations and review bodies, nor dld testlmony before the Panel .
’ argue for such full dlsclosure. : : ST

-

e There has been-extremely limited interest in using large-scidle
disclosure of such information as a means of monitoring com- =
‘~pliance with standards and regulations of protection, and no- _
- documented results of use of such 1n£ormatlon were presented to o
. the Panel. : S :
" ®  As a consequence, uncontrolled disclosure of research information
' - geems 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 researchers and, in all probability, jeopardizes'
the timely transfer of research 1nnovatlons to the dellvery of .
health care. L : - :
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- Recommendations

fThé Ccmmission recohmends'totccngress that appropriate 1egislation_t

be enacted to insure that (A) INITIAL, RENEWAL AND SUPPLEMENTAL GRANT |
APPLICATIONS AND INITIAL, MODIFICATION AND RENENAL CONTRACT PROPOSALS

_HDER THE PUBLIC HEALTH SERVICE ACT ARE DISCLOSABLE WHEN FUNDS HAVE BEEN

AWARDED, SUBJECT TO EXISTING STATUTORY EXEMPTIONS AND REVIEW FOR PATENTABLE
iwmm(mwwwmmmmmwmmwsmummmmmwmmwo____
THE AWARD OF FUNDS UNLESS THE INVESTIGATOR AND THE CONTRACTOR OR GRANTEE S
HAVE CONSENTED; AND (c) INITIAL REVIEW GROUP AND ADVISORY- COUNCIL MEETINGS R
ARE CLOSABLE WHEN sucn APPLICATIONS AND PROPOSALS ARE REVIEWED

Commént Present DHEW pract1ce 1s to d1sclose, ‘upon request funded

in1t1a1 grant applzcat1cns and contract proposa1s after rev1ew for statutory" :

- exemptions from FOIA, and to conduct peer review in c?osed session." Renewal S
- and supp?ementa1 grant app]icat1ons and mod1f1cat1on and renewal contract '7
_;proposals are treated as d?SC108ab1e pr1or to fund1ng None of these prac-
.itices has been clear1y aff1rmed, e1ther Jud1c1a31y or by 389151at1on ,;HEE;_c'f-V:”

:iCommisS10n is accord1ng1y recommending that appropr1ate 1egis1at1on be
fhos

- ‘enacted. to insure continuance of the present practices with respect to
QPR M :
initial gr_gt;gggljcat1ons and contract proposals, and the closing of peer

Y e e
‘review meet1ngs w1th reSpect to renewal and supp1ementa1 grant app1]ca-

» T e T
-:t1ons and mod1f1cat1on and renewa] contract proposa1s the Comm1ss1on has

‘-;COHC1Uded that they should be treated in the same manner as ‘initial aPP11- 3;"L.:.';
. cations and proposals -and is accord1ng]y recommend1ng that apPrOPP1ate .
' legislation be enacted t° Prov1de a c]ear 1ega1 3ust1ficat1on for such -

 €]treatment
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The Comm1ss10n recommends to the Secretary of Hea1th

nifwelfare that appropr1ate adm1n1strat1ve actzon be taken to ﬁ
: (A),THE-CONSENT FORMS TO BE USED IN*RESEARCH INVOLVING HUMAF
..‘DISCLOSABLE NHEN FUNDS FOR SUCH RESEARCH HAVE BEEN AWARDED ;.
."ONGOING STUDY OF THE EFFECTS OF DISCLOSURE OF FUNDED RESEAR(

; '-"'_‘.REVIEw PROCESS AND THE- PROTECTION OF HUMAN SUBJECTS BE CONDU
- REPORT OF THE FINDINGS OF SUCH STUDY BE SUBMITTED TO CUNGRES
'EYEARS




