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**Nahoncl Commlss:on for ihe Protection of Human Sublects
-“OfBiomed:col and Behcv:orul Resecrch

. : i, : . . I ‘:\Vesh;ood.Buﬂcfing, Room125

' 3o ~ o . 5333 Westbord Avenue

TR Lo . aprils, 1977
i ;] .:‘.'_-__ ° e 1‘"‘-’5@-’.’: . . - . ..

. h : m-‘o-—-—- e t - .; - : o - - °. .

it :':'Honorable Edv.arld M. Kenﬁédy_" ST T - - T

: _. - Chairmean, -Subcommiitee. on e e
.07: - Health T T e
SR --'Umted States Senate o e m : R
=--'—-fwashington D.C. 20510 = .0 o DT Ut L
e :Dear Senator Kennedy: =~ - IR PRI
/ -:On behalf of the I\.a‘tmnal CDIIJID.JSSlOI!. for 'the rotection of

.L._,: ~Human Subjects of Dmmea-sc_i,e_na Bebzvioral Resezren, I am

..“pleased to transmil our Report and Recommencsiions on Disclo-

T :._ --Qirected ihe Commission 0 study the implications of public.

g S d:lsclosure of certaln researci ing informsticn, =nd 1o Suo_-dﬁ' to
T —-Congress a revort on this topic not later inan De*emser 3 PERS
e 719%76. In previous correspondence, ihe Co**:,.--:s: n *e*uﬂsg.ed -

-~ -

--an extention of ine deacline until Ziazch 31, 19773, This report

7 &and Welfare, beczuse cerizin of our recommendations are for -
- -:pdministrative action within his discretion. = '

"+ It is our hope that you will find the Commission's recommenda-
.« fions for legislative action io be reaseonable and appropriate.
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: <gure of Researcn informerion. Title ITI of the Heaiih Researcn S
T --gnd Health Services Amendrments of 1875 (Pukiic Law £4-278) . Y

.48 being transmiited also 1o the Secretary of Hezlth, Education? ™./ ¥

Bethesda, Marylond 20016 -
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‘Honorable Paul G.

_Ncmonol Comm:ss:on for the Protechon of hwmcn Subleds

-.ofBlomedlccl and Behavioral Research - |
. _ -.-Wesfwood Buﬂding,_ Room 125

0 R .~ 5333 Westbord Avenve
' : Bethesda, Marylend 20Ci4

. L.

Rogers - L Tl X - _
Chairman, - SLbcommn‘cee on - T ek e e
. Health and Environment e e e e e
U.S. House of Representatives . LT e T :
Washlngton, D. C. 20515 ' CeL el Lot L T s

.Dear Mr. Rogers- T o '~_'

-40n behalf of the Nztional Co*mrls sion -Fo“ i'he P“otecb on of ' .
“Human Subjects of Biomedical znd Behavioral Research, Iam ST
‘pleased to transmii our Report and Recommencaiions on Disclo-

-sure of Research Information. Title Iil oz ihe I—«es.}‘*h T.esearch

-amd Health Services Amendments of 1878 {Public Law §4-278) s

R ',- directed the Commission to study the implications of public - R
_’?-dlsclosure of certzin research informziion, a.n&o submit ..oh T
~{ongress a repcrt on this topic not later than II._,...mbe“_ L ET L A
"71876. In previous correspondence, the Corﬂmasm@recues..ea R .
:-an extention of the deadline until Alarch 31, 1877. This report -

. 38 being transmitted aiso to the Secretary of Hezlth, Education,
-and Welfare, because certain of ocur recommendations are for
.admm:.stratwe actlion within his discretion.’ :

. .It is our hope that you will find the Commission’s recomrnenda~-_ - - .
- tions for legislative action to be reasonable and approprizte. '

.

S L : ¢ - Re pectﬁﬂly,

e
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“National Commission for the Proiechon of r-lumcm Sublects

‘Of Blomedlccl and Behavioral Resccrch | I '

R . L ‘ Westwood Bui!ding, Room 125

STl o ‘ o . ) 5333 Westbard Avenue

== - ' : - Be!hesdc Mc:yicmd ZC16

S et i, . April 8, 1977 _

% . 'Honorable Joseph A. Califano, Jr. R - ‘-
‘Secretary of Health, EuLca_non, and T‘Cfelfare S : R
Washmgton D.C. 20201 S - oL e

R -.-_j)_ear Mr. Secretary: o T -

" :'_:-': -=On behalf of the National Commission for the Protection of B S

, -.-~ ~Human Subjecis of Biomedical and Beha ioral Resezrch, I :

%" =min pleased to transmit our Report ana 2ecommendzations on PR .

( ~-.-Disclosure of Researcn Information. itle 111 7 ..he He :n R

-w. - Research and Health Services __:ner\umﬂn:s'.o- 1278 (P.. oli el T S

22 JJYeaw 94-278) direcied the Commission to siudy the implica-—;_ P -

.-«. - =tions of public disclosure of certain information, znd o sib-

_--* " it to Congress a report on this topic. We are zlso trans-

- . aitting this repori to you, hecause the uena.r..men‘. has interest .

-+ 177 .- -in the maiters under discussion and cerizin of grr eco*nn‘erda-v .

.+ +tions are for administraiive action within your discretic L e

«»  =These recommendations are not made pursuant ..o the Commls’-‘ LTS

e -+pion's basic mandate under the “‘;ratlonal P eses TACcE (Tz’ubhc . s

S - Law 93-348), and conseauertlv do not invoke tna cdepar imental .
+ . - =response that is required under that Act. It is our hooe, how= - SRR

. .+ -ever, that you will find the recommendations for administra- . =~ .-

T ' .-tive action to be reasonable and appropriate to implement, ‘ R

... - .. .. .Respectfully, ;

. c': " . ‘w * . - )
SRR TR ' SHETT ol ) TR T e
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S e R .':INTRODUCTI_ON' . "
B 1he Natlonal Commission for the Protectxon of Human Subjects was )

directed (under title 111 of the Health Research and Health Services

Amendments of 1976, P.L. 94 278) to 1nvestlgate and study the 1mp11ca—

tions of public d1sc105ure of information conta1ned in research proto-

cols. bypotheses and desugns subm1tted to the Secretary of Health, o i-e--
;g 7“ .Eﬁucataon. and Welfare in connection with aPP11cat1ons or proposals s SR ? s

..{fbr grants,.fellowshlps or contracts under the Publlc Health Service Act.

'This mandate to the Comrnission foIlowed a court dec1s1on {Wzshinacton

-:Research Prowﬂct, Inc. v. DHEW, 504 F. 2d 238, cert denjed 321 U.S. 853

?ff:- i{(1975)) which he]d such information genera?ly to_he_disclosable pursuant 3 | ‘ |
t“j:~1}?n-the ?reedom of Information Act (FOIA) (5 USC § 552). Thg decision has: S -_- ;
B ﬁfcaused éohcern to many members of the research cormunity, who take thé poSi- ' -
.ftion that an inﬁesfigator's ideas and methodology are hi§'br her'?siock—in- |
'f:f.;ﬁftfade" and thus deserving of protection from disclosure. Some have grgued
. T;that plagiarism and loss of potentia1_§atent rights may result from pre-
~nature.disc105ure. while others have expressed feaf that premeture disclo-
;:i © -sure of hypotheses andgdata ffom clinical trials might have détrimenta] :
| - consequences 1o the public. Several-organizations which represent investié_
..gétors_have urgéd that 1egislation exempting ceriain'research information
-fivm disclosure under the FDIA be‘endcied. Public interest groups, however, -
._:héve opposed such lagislative proposa]s'dn'the gréunds that diSc105ure
-serves the puh11c interest in open government and, more particularly, pro-

vides additional protection for human research. subJects

. - . .
- : - . . ) . o +« - . ) -




“this problem in the course of discussions concerning the disclosure of pro-

The COmmission and the Presideht's'Biomedica1 Research PaneI were

~tiirected to investigate and study the 1mp11cat1ons of dlsclosure of re-

&

.;"search 1nf0rmat10n and to report to Congress their findings, 1nc1ud1ng

_'_such recommendat1ons for 1eg1slat1on as dﬂemed appropriate. In the

» e

?'course of their: 1nvest1gat1on and study, the Comm1ss1on and Panei were -

_-'*required to determ1ne the following: Lo ' .;: _ ' T u;.

* -(A) The number of requests made to the Secretary _ o
[DHEH) for the disclosure of information containhed in ' . .
- Such research protocols, hypotheses, and designs and. o
.the interests . represented by the ‘persons Tor whom such

Te?uests vere mads. T

B) The purposes for which 1n.ornat1on d1sc1osed by B
‘the Secretary pursuant to such regquestis was used.
~{C) The effect of the d1sc1osure or such 1nfornat1onzn~ -

.. TOm ~= A
" . .{1) proprietary 1nterests in the research proto- i
c01 hypoth°s1s, or design from which such information

TLet T .was d1sc1osed and .on patent rights:
. {41} the ability of peer review systems to insure
-'high quality federally ‘anﬂcd research; and '
(31i) the (I) protection of th2 pub11c aga1nst re-
-search which presents an unreasonable risk tg human
o -subjects of such research and (i) the adequacy of in-
-+ . ~formed consent procedures.

The mandate was drafted originally to:diréct an investigation and study

V:Qy,the Panel.* Congress first evidenced a desire that the Commission study

- tocols which involve human subjects.** Althougﬂ the mandate assigned the-

% H.R. Conf. Rep. No. 94-1005, 94th Cong., 2d Sess. 22 (1976).

**  Hoarings on S. 9B8 Before the Subcommittee on Health of the Senate Com-

‘mittee on Labor and Public Welfare, 94th Cong., 1st Sess. 120-21 (1975};

‘Hearings on H.R. 7039 et al. Before the Subcommittee on Health and the
Environment of the House Committee on Interstate ang Fore1gn Commerce.
24th Cong.. 1st Sess. 159 (1975). .
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: "=-_=accord'ing*ly, the final recomendations'- of _tﬁetomission_.rel'ate to research

-~ —-

- ~game Issues to the Commission and the Pané], the Commission concluded _tha_t' _ |

4ts special expertise as an advisory' .body__ would best be utilized by focusing_'

pt‘imarﬂy on paragraph (C)(n'i)'of the section of' the'mandate quoted abovei' T

J..e.. the 1mpact of . d1sclosure on the protection of human subjects and the

k -adequacy of the mf‘ormed consent process. The Com1sswn recngmzed how-. .

e -'.~e\'er, that the ratwnale underlying such recomendatwns as would be made

-Mth_ respect to research involving human sub:jects has broader apphcabﬂﬂy;

“:.protocols generally. = Cee
-Jhe Commission construed its. mandate to include ‘study of the impl i'ca-
:hons of the Government 1n the Sunshme Act (Pub‘hc Law 94- 409) (enacted g .

- -after the passage of the. mandate) for the protectmn of human sub;ects._

i ‘So:ne peer review meetings mav be opened pursuant to the Sunshine Act, and

&

B -.-:':_the Commission considered the posmb]e effects of such opening.

“Yhe Commission's investigation included a review of the following

~“information: the survey conducted by the President'S-BinmediEal_ Research

. ‘;!:-Panel of thdse requesting research information under theF-OIA" a2 legal

sand-policy analysis of public dxsclosure reqmrerrents and their mphca-
gions for the review process at DHEW;* testimnny presented at a Com1ss1on -
vme_eting on December 11, 1976, by representatwes of diverse v1ewp0'1_nts;' |

& Prepared by James H. wa'ﬂace. Ir., and Thomas c. Arthur, members of
1’.he Dlstmct of Columbia Bar. _ . .

-
L

.,J.*:,. &
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VT =and approximately 240 written comments submitted to the Commission in

: " ~ypesponse to a public solicitation. In addition, most Commission members

' + * - have observed or participatéd in meetings of peer review s_tudy' sections.

*

- Finally, the Commission conducted public deliberations and adopted recom-
BRI -mendations to be considered by Congress and the Secretary of Heal th, Edu-

. . -=igation, and Welfare. The deliberations are summarized and the recommenda-

_ ..~ .7tions set forth in the final chapter of this report. . . —
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-CuapTErR I. Backerounp

P ZDHEH'reguIationS'(42 CFR 52) require .that ‘initial grant applications

| ':'for biomedical and behavioral research describe _the neture, duration, pur-
pose and pian of any propnsed project,‘ L.e., the h);pothes_is; design and

ﬁfotnco'l nf the’ researcner. Also required to be described are the quali-

."'fii:a{:ions of the principal investigator and prz’rar_y staff ménlbers. the
‘tota'l facilities and resources avaﬂab'le, ‘and a justification of the amount .

-..of grant funds requested. Grants may not be awarded to prof'st-'nakmg in-

.. . -stitutions. e L S

.':;*.-:-DHEH-hasv eAstaanhed_a peer review é_.y_stem'to eva-'iuate' the often’
- ‘i. “Zhighly specialized grent nppﬁcations '(and subsequnnf rénéwa} or supple-
( 5 swmental app‘hcatwns) Panels of outs1de cnnsu‘ltants are orgamzed around
: ~1rarious areas of research. These pane‘ls, termed ﬂ1n1t1a‘l review groups”
c {IRGs), consist usually of _elght‘ to twenty members, nf_'nhnm. not more .tha.n.:
. 25% are full-time federal employees.. Each IRG is administered b} an.
-executive secretary, who is a DHEW employee. Usuaﬂ y the IRGs are stand- '
"mg com:mttees, called Ystudy sectmns," a'ithough ad hoc committees are

"'.'_.'. . _sometmmes formed for rev":emng part1cu'lar apphcatmns. ’

e B ﬂost study sectxons review 50 to 100 app‘l':catwns at each of three

;'--meetmgs annually (lasting from two to ‘three da_ys) T_he scientific merit
of the prOposals and the appropmateness of the requested budgets are dis-
cussad as are the smtab111ty of the research famht'les and the trammg;

experlence and research competence or prnnnse of the mvestugator. Recom- :

- Ladnand - . - T S WP U 4 Yk MReprey | mes s




.-mendations are made as to whether proposals should be sbpported, the level

fﬁnd duration of funding, and thé'priority for funding. The executive secre-

B 1any prepares a summary statement ("pink sheét")'for each application, des-

'_ eribing the proposa1 and the cons1derat1ons that led the IRG to its recom- :

.
A -

4m3ndat1ons. o . S g Ten

Wyt ey
o

p—

The app]1cat1on and summary statement are transm1tted to the appro-
priate national advisory council -- a body composed of 1ead1ng figures. 1n
_1re1evant sq1ence and health fields and prom1nent lay people. The advisory

-eouncil does not usda]ly pass upon the scientificfmerits of each applica-

it,;?vtiqn. but gives primary attention to policy direction and emphasis, generaliy

f-':aciing on pfoposals in subject matter groups.

The IRGs and advisory.counciis

-:quo review applications for fellowship grants.

+:Contracts, unlike grants, may be awarded to profit-making entities.

Q'-Téihe {nitial review of solicited proposals {or modification and renewal bro—

' _;*p0sa1s incident to awarded contracts) is either by standing committees or

_sad hoc groups, which may include both federal employees and outside consul-

fants.

The final review is done by a source selection pane] " usual]y

-':xnmposed of senior DHEW off1c1a]s, o . .

. . . . . - -
¥ . . . . B

. . “The effect of the Washington Research Prdjecf_case was to make it more

. -difficult for nonprofit insfitﬁtions. as opposed to_tomﬁgrcial firms, to

-sprotect submitted épp1ications and proposals fromnpub1ic'di§c105ure under
- the FOIA. The court rejected the argument that an investigator's ideas, or

" ®stock-in-trade," were analogous to trade secrets and commercial information

e C e RTC)
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- -»and thereby exempt from disclosure una;er Exemption {4} of the FOIA. The

tesearch information contained in funded grant applications (and-any sub-

* " sequent continuation, renewal or supplemental applications) was held to be

Do disélosable,'absent_ a showing that conventionally defined prqprigtary-in-

R ":teres’ts (ag, patent rights) were present. The cour‘t.di_d . however, find

3 - _«Exemption {5) (intra-agency memoranda) applicable to the fequés;ts for the'_

. ' :-.';suma_ry statements; only reésbnab]y. segregab'!e; pure'f} factual matter is
j--,..t!‘ls.c'lc»sa!';a'le. . The sunvnary statements, absent the priority ratmg, are pre-

.-Sent'lj disclosed to principal investigators pursuant to the Prw_acy Act

-;-,-z(s.usc 552a). E

-

, . - ;.by-case basis in order to determmn whethﬂr an app‘hcatwn contains trade

b ‘; “secrets or comerma'! information. The prmmpa] 1nvest1ga..or and the
."respons*:b'le official at the grantee mshtutwn are 1rmed1ate'iy notxned

_ --—ng te'lephope or telegram of any request and of the 1dent1ty of the re-
~~guester. Tﬁey must precisely identify to DHEH,.within 72 hours, any

- gaterial the diéciosure o.f which would adversely affect future patént or

. .~2pther valuable commercial rights. Such ma‘te.ria] mzy include descrip.tions,

| -=of inventions in conceptual form at a time when ‘there are not yet data to

~demonstrate utility or efficacy and support a patent app'hcatmn.* DHE‘:I

- See Hashmaton Research Project, Inc. v. DHEY (Cw. No. 75-0743,

- p.C.C. 1975) (such material successfully demed where suit was d:smssed
with prejudice).

. . .
. ) .
- - . .
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“SDHEH eva]uates FOIA requests “for "unded grant applicat‘xons on a case- .

"then reviews the 1dent1f1ed material and other parts- of the apphcatwn to
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-applies to “personnel and medicaI fijes and similar files the disclosure

" ©of which would constitute a clearly unwarranted invasion of personal pri- o

’ ~“énsuré that only material exempt under the FOIA is deleted. Haterial in-

“-¢ended to be copyrighted is not de1eted but is released with an appropr1ate

=motice of copyrlght to the requester.

"3';Bbweﬁ Hosford (Office of NIH Associafe Director for Cdmmun{cations)

-has reported that in 1976 only 15 out of 537 FOIA requests to NIH for dis-

"o «€losure of research information were'denied-by_DHE!. Responding to FOIA
:drequests often involves negotiation among the parties-en acceptable 1evels'
: _=0f disclosure; investigators are not always successful in having materials

f-gdeleted at their request: Major portions of awarded contract proposals

are also d1sc1osed upon request although it is much easier for profut-
inknng contractors to demonstrate propr1etary 1nterests and therefore

the app11cab111ty of Exemption (4) ) . . - _' T

“The Hashingtbn Research Project case did not ihvolve'the_disc1dsa—
biiity of pending or unsuccessful grant applications or contract propo-

-$a1s, c011ect1ve1y referred to as "unfunded" app}1cat1ons or proposals.

JDHEH p011cy with respect to pend1ng 1n1t1al grant appTacat1ons is’ to

deny FOTA requests, citing’ Exempt1on (4) and alsoJExemptﬁon (6), which

vacy." Pending contract proposals appear to be exemﬁt_undef Exempt{on (4)
4n order to protect the competitive contract bidding erOCess.

As a general prdctice, unsuccessful grant applications are destroyed

- within a year after the funding decision, and unawarded contract proposals

..




--gre disposed of within three months after the date of the award decision.

. Ex£mptions (4) and (6) are also relied upon in.preventing'the disclosure

of unsucceﬁsfuI'grant aﬁplications and contract proposals before their

idestrﬁctionz* Thus, a1l "wnfunced® initial grant applications and pro-
' _posals presently are not disclosed by DREM. . Pursuant to.DHEH‘s interpre-

. Ration of the Hashincton Research Project case, however, pénding and un—

--successful continuation, renewal and supplemental applications incident

%o funded initial applications, as wel1-a$'prbg;es§ reports, are disclosa- .

-

DHEN is relying upon Exemptions {4) and (6) of the Sunshine Act to

_iﬁustlfy c1051ng those’ port10ns of the peer review meet1ngs regulated by
’ {the Federal Advisory Committee Act (FACA) (5 USC app. I} in which appli~
;:cat1ons and proposals are revieved. **  Ppeer review maetmngs not covered

- ~by the FACA are also closed. A - o - ._'

®* - This practice is turrently being challenged in a court suit.

%%  But see H.R. Conf. Rep. No. 94-1441, 94th Cong., 2d Sess. 26-27 (1976)

(10n1slat\ve intent can reasonably be construed as aenera|1j requiring
tiectings to be opened, with subsequent review of the unique problems of
“HIH under the Act by the appropriate House and Senate cormittees).
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CHAPTER 11. Tnverests For anp AGATNST DISCLOSURE OF
e RESEARCH INFORNATION AND OPCNH\G OF uI:.ETINGS
-Review of 'the data presented to the Commission (inciuding testimbny.
= ,;_hy reprbsentatives_of NIH, the Associdtion o%jAmerican Medical Colleces
: (AAHC), the Department of Commefce, DHEH, the N;tiona] Association of;
"'6011eae and'Univérsity Business Officers (PACUBO}; and-pub]ic interéét ‘
ﬁégrnups) reveaIs the following values at stake in ‘balancing the 1nterests

~for and aga1nst d1sclosure of research 1nf0rmat1on

-

A. Interests in Preservina Confidentialitv of Information

Protection of Eesearéher‘s "Stock-in-Trade.“. The principai aroument

o -".ILaﬂvanced in the testimony of Drs. Thomas Malone (Aﬁsociate_%IH Director

. *fbr Extramural Research ahd Trainiﬁg) and Thoqas ﬁorgan (representing AAMC)

'-:was that the research ideas of an 1nvest1gator are his or her intellectual
property. or stock-xn-trade," and thus should be accorded the same exemp-
“tion from disclosure as are trade secrets and commercial.information. By °

. .f.1,1tontr611ing‘the'timing of dfsc!osure.of the ideas, the inyestjgator can

| ;ﬁrevent both intentional and inadvertent copying by bfﬁér investigators,
5B well as release of unfounded hypotheses or possﬁb1y misieading prelim-
-4nary data. Preventing disclosure of unfunded applications may a1so”sérve

. .to avoid prejudicing an investigator's chances of rece%vihg funding. from

" zanother source. It was argued’that existing incentives for early pﬁb1ica-

tion of results adequately assure the timely release of research information.

'_. © Protection of Pétent and Other Proprietary Interests. Testimony by

Dr. Betsy Ancker-Johnson (Assistant Secretary of Commerce for Science and
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1@chnoiogy) Norman Latker (DHEN Patent Counsel) Howard Bremer (repre-
ﬂSentlng NACUBO), and Neils Reimers (Stanford Un1vers1ty) concern the
. effect of disclosure of research informatien upon ‘the transfer of tecn¥_:
__-nnology frOm the laboratory to the hea1th care consumer.r Discidsure, itje.
: [ Was argued, Jeopardxzes the ab111ty of resgarch, instututxons to attract
-“private risk capital for the deveiopment of hea1th care 1nnovatlons
ihrough patent licensing.* Ancker‘Johnson 111ustrated how patients in 7
- _{‘ ~heed of health care innovations suffer when patentab1e interests are not
-protected. éhe poxnted out that d15c1osure of such information (sowet1wes
Eiinj-eeven oraI]y) prior to f111ng of a patent appllcat1on by a grantee or con--

1ractor irmediately ext1ngu1shes patent rights in over. 50 countr1es and

“in the Un1ted States if the application is not nade w1th1n cne year after

*;; '-"printed pub11cat1on.“ Re1mers gave an example of the attenpt of a fore1gn
£

f(‘:. “Firm to obtain 1nformat1on on 2 vaTuab]e computerized axial tcrography

: - (CRT) system under the FOIA. S _. *

;,-?' * :; . Bremer noted that at the t1me of the grant app]1cat1on most researchers

?.éare not aware of patentable potent1al Latker gave the examp1e nf the laser;,s
“which was br1ef1y described in a footnote in a grant prOposaI without any
“1nd1cat1on of its value. Reimers added that even where the patentable poten«'.
T gial is recogn1zed, it may be necessaty f1rst to obta1n data from the con- |

* . duct of research before the_grantee institution 15 persuaded to invest re-.

% A grantee has the option to claim the patent rights if it is one of the .
. 69 universities which presently have Institutional Patent Agreements with

" DHEW; otherwise, DHEW has the option to retain patent rights pursuant to 2

: - deferred determination clause.  Contractors operate under a system whlcn
;.utilizes deferred determ1nat10n clauses.

«
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.-;ihat time frame.

f-in an applicat1on or proposal Such 1nformat10n is general]y either bio-

investigator is unable personally to explain or defend intormation contained .

_ ftn regulate the disciésure of personal information may impair. the 1hvesti-
_gator s capac1ty for proaecttng a2 self-selected professrona] image to h1s

peers and others.

fséurceé in the patent application process. Clinical evidence may at times.

be required by law to support assertions of usefulness and safety in humans

r-wthat appear in a patent application.

From 1969 to 1974, an est1mated 329 1nvent1ons generated or corrob-
orated by DHEM funded grants and awarded contracts were under the control
_.of university patent—mananement offxces. The patents attracted about

-5100 mlliton 1n pr1vate risk capital V1a 78 exclusive and 44 nonexc1u51ve

- “Ticenses. While recent years have w1tnessed a hzgher frequency or patent

'éappl1cat1ons, the tota1 of 329 1nvent1ons should be viewed in the context_

-of the roughly 100,000 applications and proposals subm1tted to DREW cur1ng

- - . ) * .

~Privacy of Investigator. It was argued also that the investigator has

.a prlvacy xnterest in contr0111no the d:ssen1nat10n of 1nforratlon contaxned
graphlcal or otherwise perseonzl (e.g., requested sa1ary) or is indirect in-
fbrmat1on about a person (a.g.. his or her research hypatheses.and designs).
- Hhile the 1nvestugator is often 1n attendance when an Inst1tut10na} Review

-Board (IRB) reviews a protocol that involves risks to human subjects, the

4n an application or proposal once it is_sﬁbmitted‘tp DHEH. The.inabi]gty

. 7
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" ~Integrity of Peer Review System. Ors. Ruth K1rschste1n (Cha1rman of

f*ffé HIH Grants Rev1eu Study Team) and Thonas Mergan (AAMC) both argued that
:one of the detr1menta1 results of the fear of plaaxar1sn through public
o dlsc1osure might be a tendency to draft }ess deta11ed research oroposals.
'5 ;: . 1 was_ further argLed that the quality of DHEW funded research wou1d de-

:.?ciinele grant applications became less deta11ed. possibly expos1ng human

?f'li??research subjects to greater risks. A corollary argument‘advanced was
" that some qualified researchers would fail to submit their proposals at =

- ] 'The Bzomedical Research Panel conducted a survey of the members and -

’;‘wj -GXE»UtYVE secretaries of 68 study sectuon and review comm1ttees at MIH

<and ADANMHA to determine whether the Wash1nobon Resezrch Project case was

T ls -

T ~perceived as having sdch-a deleterious effect on grant applications. The
,..,‘?Pane1_reported that those surveyed . ' o ’
-7, . -perceived no change in the guality or quantity of
. -~ 4nformation provided in research grant applicaticns _
=« - since fthe Washincton Pesearch Project case. But SR

. -many} recocnized that 1T was.to0 300n tor any signi-
R ficant indications of imzact on content of applica-
AR tions because the scientific community was not then
ooy w00 - fully aware of the recent change in policy.

- .

Dangers to the Public from Premature Disclosure of Hypotheses or Data.

- =:br. Jerome Green (Division of Extramura]-Affairs. Mational Heart, Lung,
_:"--and Blood Imstitute, NIH) testified that release of preliminary data from
clinical trials would result in premature conclusions as to study results,

.wasteful development of unvalidated hypothcseé, and pressure upon doctors

L] -
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" - -attract funding support.

- quiries.to human subjects are 'saf_e_and ethical.

. - v e . e

~t0 try untested therapfes. " The releas_e of such data might also indur-:e
the subjccts of s_uch research to disregard their protocol duties in

_. ;ordcl‘ to avoid or have access to unvalidated therapies utilized in the

':”'research." 1t was argued also that similar results might flow from the
'pi"emature :.ﬁsc‘losure of hypotheses in applications, particular‘iy because |

. applications are often drafted in a very optimistic tone in order to

~ -

.-Pre’_l'ir;ﬁnary research data may be presented in initial applications
~or proposals, as well as in‘competitive renewal and supp'lefz:gnta] appii-
“pations, and progress reports. Continuation ‘zpplications, requir_-éd an-

-nually, are noncompetitive and. rarel y contain prel ininary data.

" B. _ Interests in Disclcsure of Information

- Protection of Human Subjects. Hichael Trister (representing the

-~ ‘Children's Defense Fund} and Lois Schiffer '(representi;\g the Women's

Rights Pro_jec:t of the Center for Law and Social Policy) testified 'that'

=disclosure of information can play an important role in the protection

- of human subjects. They argued that monitoring of applications and pro-

~posals by the press and the public at the earliest possible stage of the
'fl_'evic\-: process would safeguard human subjects “frem any errors that review
‘comittees mighi make m eva‘luah‘ng risks to human subjects or the adéquacy '
of consent forms. It was further alleged that research not involving human..
subjects must be reviewed in order to determine whether exterisions of .1'n_-_

11
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Open Government Trister and Schiffer also. emphasizcd that'the First

Amendment, FOIA and related- "sunsh1ne“ Taws all express the same fundamen-
~ tal value -- that of the public 1nterest in obta1n1ng 1nformat1on on the |
_EOperatxon of. governmentaT processes, 1nc1ud1ng the DHEv grant rev1ew sys—.

Lem. Schiffer contended that access 1o both funded and unfunded protoco1s_

is necessary 1n order to determ1ne for example, wny relat1ve]y feu women _: S
"Sr;;earchers receive grant support.* This interest in public awareness of,

';and participation in, the review process was argued to be greatest when

'i;DHEH actually expénds'pub]ic monies in support of a projécf;

Free Exchange of'Scientific'Idees.' The free exchange of sc1ent1f1c :

éideas was contended by Wailace and Arthur (contractors to the Corn1ssxon)
20 be a basic method of fac111tating progress in science. nxchange of '
~ $deas enables'scientists to build upon the discoveries of others, and as

_..& consequence reduces the cost of duplicative research efforts.

" .7~ €. . Interests For and Adainst the Closing of Meetings

-The interests out11ned above for preserv1ng conf1dent1a11ty are- aTso
..:present in the argument for c1051ng of peer review meetings, especxal]y
-the interest in preserving the 1ntegr1ty of «the peer review system. Ma?one
-f- [- -and Horgan strongly emphas1zed the need for keeping the meetings c1osed in __'

-T-f’_ rorder to maintain the level of full and frank d]SCUSSIOn of the competence

.of peers and the merits of their proposals. Sueh-diSCUssion, the& argued, -

el HIH has indicated that the d1fference between men and women in fundzng
success has been decreasmng and may no. iOnger ex1st y
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f*%S an important reason for the success of the peer review system in.fuhding.'

?:;:Fg,frhigh quality research. The PreSgnce_of.granilapp1icaﬁts, the press and

' iintérested public, it ﬁas tontended, is 1ikelj to.have a nﬁmber_bf detri-
mental impacts: loss of participation of peer reviewers who may be exposed
to_]obb}}hg, harassment or rec;iminatioﬁ;.digruptioh of‘méetings,'thereby_
janéaéing the administrative costs on tﬁe'system; a chi?Ting of éritftai

~ - -yeview that would result in 1ow.qda1ity'research bging-funded, thereby..
4ncreasing the risk to human subjects) driving the actual decision-making

‘ --process underground,_resu]ting,in pro forma'ratifications'ét open:meetings

~=Qf previously,médé deciéions; and discriminati&d'agéinst’grant applicants
. " »who are unable to attend méetings in Washington because of geographic dis-
-;;{u- .'-535“E¢; ".., .', . S L - -.. o -

}m—.,i T 'ikifscﬁstein cited the results of a compreheﬂsive surﬁéy of IRG and - R

: - cadvisory council members: 90% thought that ?hé opéning up of IRG-meet- __' : .
'%1ngsvto applicant investigators ﬁr the public wéuld haie either'unfayora-
>ble or very unfavorable consequences, while 8 %'éxprgssed the-same'bpinion

5=&ﬁth respect to tﬁe.obéning up of advisory council meetings.

“The investigator's intérest in pfivacj is also je0pardizéd in tﬁe
".'hvcontext-of Open'méetfngs. The_investigato&, even ffipresent, has ne right
' td influence or participate in the-deliberatioh&._ Thus, the'invesfigator'is .
-unable to defend his or her reputatfon or éxplain information provided to X
- the reviewers. To the exten: that:the-pfesﬁ or public is preSenf, the in-
vestigator's privacy is seriously eroded.

U T T B T
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: “Yhe {nterests favoring disclosure of information are likewise app]i-.
» ! - : i :
. :cable to the argument for opening IRG and advisory council meetings.
Transfer of scientific ideas and pubTic revigw of’governmenta? processes
_-Nould be furthered as might the protect1on of human subjects ln certa1n
instances. The 1nterest in free and frank discussion, 1dent1f1ed as a
reason for ¢losing of meetings, was also relied _upon by advocates of open- -
e ness. They contended that truly free and frank discussion would be. en-
s -,hanced, not deterred po1nt1ng to the experlence of other governnenta1 .
| .bodies under the. "sunsh1ne" Taws. . >
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el - Luapver 111, INVESTIGATION oF REQUESTS FOR

' - .  DISCLOSURE OF

NFORMATION

The.mandéte ffom-tongfess directed khe Commission-and the President?s:
Biomcdica1~Research-Pane?.to determine the number ot requests for disclo-
.j,isdre'bf research information contained in_apﬁ1fcation$_and proposals sdb-.
-;Jmitted durinéhig;S, the interests represented by those making requests,
-aﬁd the purposes for which the requested information was used. Records
"of-the stibﬁ1ated reqﬁests for research information were-prdvided to the
Panel by éhe agenciés within DHEY that award_grahts, feltowships and con-
'.tracts:.'NIH,.AD WﬁA,'fhe.HeaTth Services Admiﬁisfration, and the Center
- for Disease Control.* As of May 1, 1976, these agencies had received a
total of 160 requests frém 124 iﬁdiﬁiduals. The reques{s were for a .- _ .

“total of 586 separate informational items. Most of these'requests were
Cto W, . | v S .

~These requests were ofteh;si1en£ with regard to the interests repre-
" -=sented by the requesters and the purposes for which the information was
~used. Answers to these questions were sought by the'Panel;in.a brief,

- ~two-item questionnaire that was éent to tﬁe 124 indiﬁidua1s who had made

_TEqugsts for research information. The Commission decided that it would

1 L)

not be produttive to attempt to gain further information from the same-.

' indiyiduals who were surveyed by the Panel.

* Two other agencies, the Food and Drug Administration and the Health
Resogrgcs Administration; reported receiving no requests which met the '
Acondltlon§ stipulated in the mandate. e I ..
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~Jhe Panel described the interests represented by those who had made

'\-t‘equesté for research inrformation.as follows:

LX)

. . .

.. * -The 76 respondents to the Panel's guestionnaire re-

. . . .-presented interests that could be classified into six
) identifiable groups: private citizens {10 respondents}),

Lommercial and nonprofit ressarch and development orcani-
. gations (33 respondents), academic institutions (21 re-
. --spondents), public interest groups and the press (9 re-
. .. _.spondents), professional associations (Z respondents),
-« ..=2and federal agencies (3 respondents). {Two individuals
- ‘veturned the questionnaire unanswered.)

| -"'Respondentjs_were _asI;ed'to st.ate the purpbses for which the disclosed
.. _--_.‘infomation' was used. Thé'Pane] found eight typés‘ ‘of requesters. Seven
i'ﬁrequesters wanted to examine winning contract proposals; 19 respondents
fa -gought information to_imprové.their oWn app1icatiogs'o? proposals; 14 re-
( —-“quesfs were part 6f'attempts to learn of other research in particular
'::s%fields; f%ve requests Qere concerned_ﬁith avoiding duglication_of research
".éaefforts; 10 requests were seeking collection of material fP}-pubiication;

.-~ -.ithree requests were concerned with research involving human or animal sub-

7 Jects; two réquesters were interested in patent and Ticensé;applications;

and 10 requests were for other, miscellaneous purposes.

'« From this survey data the Pdnel drew two «conclusions ~~ first, that

;5  ';'the data "confirm thé validity of copgressional‘COﬁcerns_about,proprietany'
:':ﬂ.rights‘and"ébodt the efféct.of disclosure on tﬁe peerfreview systém,“ and
..:second, that the "results in&icated_on]y slight interest in use of the pro-
wwisions of the Freedom of Information Act for assuriné the protéction of
k.:fhuman‘subﬁccts or for monitbring consent procedures; én?y three of the
i '_;.=seventy-ij replies concerned human subjects.” - h o

R o
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'*'-ﬁ-- f:rst that there 1s a 1eg1t1mate pub11c 1nterest served by app1y1ng

:'fsupport for biomedical and behav10ra1 research. ' “_ ~ T =,

'_““review_§ystem_have:in fact been harmed by the applicaticn of the Freedom

g ﬁdehce of such harms .could not reasonably be expected in a survey of ber-

. -Exemption_(Q), which covers pafentable material, Qas_being applied with

~

. -
) ° +
w

. 'Ihe data however. are consonant w1th a d1fferent set of conc1u51ons'

“the Freedom of Informat10n Act to the type of'research information under o e 1

cons1derat10n. and sacond that the Freedom of Inforrat1on Act has been R _:3‘
used by people w1th serious concerns for protect1on of human subJects as .

'=a method of monitoring the act1v1t1es of federal agenC1es prOV1d1ng raaor

“The survey does not show whether proprietary interests or the peef
" of Information Act to materials contained in research pfpposa1s.' Evi-

ﬁsoﬁs who have made FdIA'requests for research p%oposals' ‘because such
persons have 1ittle or no direct knowledge of the effects of d1sc1osure '
~;0n investigators or the peer review system. Further*ore dur1ng the

_~pefiod in which the requests were made, the Freedom of-Informat1on Act's

~ care so that patent rights would not be jedpérdized by disclosure. 1In

e]sum,.fhere is little to support the Pane]‘s ﬁoﬁc]usion that the survey
”va]iﬁates éongressiona1 concerns about propfietéry_rigﬁts_énd .ee tﬁe

| peer review syétem.“ The_purpdsés offéréd by individua]s who- responded
to the questionnaire can be'yiewed as.c0nsistéﬁt witﬁ'the purpose of, and

the public policy goals. represented by, the Freedom of Iﬁformation Act.

The Panel's conclusion that there has been only slight interest in

the use of the Freedom nf_Infqrmation Act to assure that human subjects

LIRS e - - [ .
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'—éarﬁ'p;otectgd,‘s%nce fpnly three of sevegfy-six rep]iés concerned hqman
{’ﬁfﬁ xs;bjects." is in_]arge measure an artifact of the presentation of the
| data in terms of numbers of requesters. Of equal relevance (or-]ack of
:reIEvance) is the number.or prpportion of p;oposaTs'requesfed.by persons | .
';conCErned with i;sdes.of proteétioﬁ‘of human'subjects. From that stand-
Ei'_poiht; the_intggﬁign to proteét human_sﬁbjects can be said to have been an
' i@ppftant purpose for use of the Freedom of Information Act; of_thg 586
- '*prbposa]s sogght by the 124‘requesters during the period, more than one-
._fthird were requested by the Children's Defenﬁe Fuhd_in_connéctjon.with'a
| } f.gpécific St&ﬁy of the ;dequécy~of protection of children wh§ afe'subjécts_
T f_fin fédefale_funded biomedical researcﬁ. Little evfdenﬁe is available to
show the degree to_which‘information disclosed under- FOIA has_contribﬁted .

.f."tb the actual protection of hﬁman'subjects.'

£»~‘ | _'- “In suimary, the data from the su%ve& of persons whe have requested

: ;: research.information under the FOJA shed ]ittTe_]%ght on,;he'issues of

;¥;;. yﬁateﬁt fights, proprietary fhterests, and the integrity of the peer revieﬁ | ';

) - brocess; Requests for:research infbrmation under the FOIA reflect several

| .‘--.édifferent purposes, including protection of human subjects. While the pri-

:'_‘:manyl1ocus of the existing system of protection of human subjects is at_fhe 
ibcaT levé] and such FOIA requests may add_on1y minimally to the protection

:3; .- —pro#ided by this system, the FOIA does pro?ide a way for concerned members

3 of the public to obtain information about federally supported research.:

‘Public confidence and trust in the.reséarch enterprise may be enhanced by

this use of the FOIA. e .
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" +CHAPTER TV, COMMENTS SOLICITED BY COMﬂlssrou

- %Yo further the investigation and assure that 1ntercsted parties'had

 “f¢nHopportunity'to present their views to the Commission, a solicitation

of wri}ten'statements'was published in the Federal Reaister (4é Fed. Reg.

56239 (Dcc. 27; 1976)) and distributed to over 36,000 individuals listed

‘réaﬁycérgqin NIH and ADAMHA rolls, and public interest groups. The announce-
unﬁnt.é1icftéd approximately 240 YEesSponses, virtually all of which (98%)

~ -were from persnns.associated with research institﬁtions or societies.

- “These responses consisted of 1 from officials of national scientific,
samedical aﬁd academic societies; 190 ffom privéte individuals (ékc?uding_

-1co—sfgners); and 33 from federal officials or employees. -

“The solicitation invited comments on several issues. One issue con-

«gerned reasons for protecting confidentiality {protection of the investi-
_=gator’s stock-in-trade and of patent and proprietary interests, the in- '

; ~tegrity of peer review systems, and premature disciosﬁre of preliminary

—¢linical trial data) and reasons for .disclesure (protection of human sub-

Jects and open government). Another issue was the feasibi1ity of separzting

. ~out ﬁhe basic idea of an application or proposal for the purpose of exempt-

ing 1t from disclosure for a period of timé " The last issue concerned the
“possibility of predicting which categor1es of-applications or proposais |
-have potentiai patent 1mp11cat1ons-. Although the announcement did not
'Specifically request comments on the open1nq of peer rev1ew meetings dur1ng
review of applications, a number of respondents did address themselves to

this issue.

-

-
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-:that the issues at stake in the disclosure of research information are of

_FThe large number of very thoughtful and detailed responses indicates

great concern to a substantza] number of peOple. Copies of all materia]s

*reeelved were distributed to the members of the Commission, and the con- -

+ -cerns expréssed there1n were reflected 1n the Commission’ s dﬂ]xberatuons.

-Hhile 1t is not possibie within the c0nf1nes of this report to review a]]

" ewof the p01nts brought to the Commission's attention in these letters and

l  ?io acknowledge separately the time and effort of persons whose views en-

.;fiChed the Commission's deliberations, the summary presented in this sec~

" ‘tion is intended to convey a sense of the concerns expressed.

- -

AN of the national society officials_and 77 individua]s_(41:)

~=stressed the interest in protecting the investigator's ideas, or stock-
< Jﬁin-trade.__Protection of applications from disclosure was thought neces-
';“sany to diminish the opportunities for plagiarism, especiaily by large:

. laboratories. For example, AAMC, the American Heart Association, and

-the Board of Scientific Affairs of the American Psychological Associa~

~fion {APA) were particularly concerned with the potential for plagiarism

. »of the ideas of young investigatoré, with APA arguing that because “par-

-

ticular techniques or theoretical viewpoints will not be recognized as-

jluniqueiy theirs, or growing logicaliy out of their'eaf]ief vork," it

- yould be difficult to prove'p]agiarism. Dr. Philip Hand1gr (National

Hfcademy of Sciences), Mr. Ray Woodrow {Society of University Patent _
Administrators) and Dean D.C. Spriestersbach (Univer;ify of Iowa) argqued

that disclosure of unfunded. applications might. be an unconstitutional’

-

!
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| ;fak'lnj of property for pubTic use ﬁithout ;'iﬁst compensation. Two respondents .

o ,_3150 a'negcd that they had hearsay ev1dence of p'Iagiamsm Wh]Ch resuh:ed frm

use of the FOIA

‘."' Six natwna'l somety officials’ and 49 1ndw1dua1s (26 1) expressed con-.

--=cel"n over the effect of d1sc'losure on the mtegmt_y of fhe peer review sys-

' 'tem as a mechamsm for promoting high qua'ht_y research. The threat of dis-

~ -closure was argued to have an effect on the amount of de;aﬂ ‘provided in

.app'hcatwns, thereby comphcatmg the task of IRGs in reviewing for' sc1ent1.--
fic merit. For example, Dr. Henry,c. Pltot (Umvers1 ty ‘of Wisconsi n) pre-
Jdicted that apphcatwns wﬂ'l devo'ive into requests for support of obkus
txperlments conﬁrmmg or s11ght1y extendmg prekus \\D't‘k. Ina s1mﬂar
~wein, Dr. Stanley M. Parsons (Umvers1ty of Ca'hforma, ‘Santa Barbara) con=-
‘tended that the threat of d1sc1osure would have a. t:hﬂhng effect on the
edi\rers*tty of research 1deas because the "thinking of' less original but
--cornpetent workers would center on pub‘l'lshed 1deas before. thﬂy were - shown

:to have special memt "

“There appeared to be a d1fference in opinion as to the effect that
less-detaﬂed apphcatmns would have on the dxstnbutwn of funds. - - -
Dr. Fdward Re1ch {Rockefe]'ler Unwers1ty) thought that standards of re— S .
- ¢iew might be lowered, and a tendency to "spread the avaﬂab]e funds R
-Around® might ari.ée. On the other hand, Dr. 5. Robert Snodgrass (Harvard)
was concerned that 1ncreased reliance by reviewers upon persona‘l qualifi-
catfons. rather: than scientific merits, m1ght 'lead to "e'_hte," schools acf

»quiring a disproportionate sum of rescarch funds. Several other 'possi_b‘le' B
21
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- ; ~effects were noted. President Edward J. Boling (University of Tennessee),

Dr. R..L. Harrington (Pérmanente‘Group, San Jose) and Messrs. Clive Liston

,and Neils Reimers (Stanford) a11 indicated concern that responées to FOIA

requests could increase 1nst1tut10ns costs of complying with federal regu-

lat1ons in the adm1nlstrat1on and perrorr;nce of research. Dr. Carl G.

-Becker (New York Hospital - Cornell) noted the increasing difficulty that
- ~medical school faculties have in recruiting young physicians into research

-careers, and argued that the situation wilT worsen if the fear of plagiarism

is 1ncreased through the use of the FDIA Drs. Lowe]1 A. Goldsmith (Duke) -

. ~and Ernest B. Hook {New York Departwent of Hea]th) suggested that the threat

wof indiscriminate disclosure might lead 1nves~1gators to introduce untested
.-~ 7 -‘procedures 1nto c11n1ca1 practice, thereby evading all the usual reviews for -
_é,}i -"PPOtECtIﬁg research subjects. Dr. John P. Flynn (Ya]e) indicated that 1n~
LS

eﬁest%gators may resort to submitting appliuat1ons for research a]ready done,

%0 that publication can pccur quickly after approval.

- The- next most C1ted reason for preserv1ng confmdent1a11ty of research _
A4nformation was the desire to protect patent. and other proprietary 1nterests.
_Snx national society officials and 31 1nd1v1dua1s (16%) mentioned the need

-to facilitate the transfer of technology from the ”bench“ to the needy health

(gconsuner by preserving marketable rights. However, Pres1dent Boling sub-

=mitted a gtatement, by Drs. Carl Thomas and Charles Brown (Un1vers1ty of

r¥énnesseg). that minimized the patent issue., The statemenf argued that'if

-an investigator has a potentially patentab]é concept and desires to perfect
- vights, it is unlikely federal funding will be sought in many instances be-
- cause of the uncerta1nty 1n determ1

g whether the government will seek to

. ) . . - % - g - - oy, A ol
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: |f -ﬂrééain the patent rights. - Dr. Jonathan A. King {MIT), in a similar vein,

.soted that "taxpayers do not support research to preéide for private gain."
_imDrs. B. Raymond Fink {University of Nash1ngton) Charles L. Fox {Columbia)
" and C. Chester Stock (Sloan-ketter1ng Institute) ail. 1mp11ed that most
“patentable interests will materialize by the time preliminary animal trials
- have been.perfe;ﬁéa. Several other commenters thought that theepateht issue

Has extfeneous to the disciosure prbbTem.'. . . o o —_

-Seven of.the nationa1 society officials and 27 individual resp0ndents
g (14%) emphasized the need to protect the pub11c from the premature disclo-
fsure of research 1nformat1on, espec1a11y pre11n1nary c11n1ca1 trial data.
;, _ ‘ ~¢Dean Byron Backlar (University of California, Los Angeles) pointed out that
B lapplications may be written fn an DptimistiE-tone regarding the outlogk -
R kabr success, and thus may be misinterpfeeed by the layperson. It was ar-
" -gued that premature.disclosure.wou1d Jead. to pressures upon health profes-'fv
-:sfonals to utilize untestéd therapies incautidus]y. A‘wa respondents'
j_edisagreed-with the solution of noﬁdisc]osure,_however; Drs.-iartin-d.
.Knshmerick”(ﬁarvard) and Donald E. Mackenzie (Farquetfe) argued that a
mwore appropriate way to avoid de]eter1ous effects wouid be to encourage

-mature and critical report1ng by the scuent1f1c news media.

l?rofessor Robert Uyer (UnfverSity of IiTinbis, Urbana-Champaign)

" -stated his concern for teelerivacy of the investigator by drawing an
lanalogy between the submissibn ef proposals to DHEW and the submission
-6f manuscripts for publication. He concluded that the.author of a ré-

-search proposal should retain control of his or her work until it is

. 23
. ' -
i
R

[ ]

* L]

-_..-—-l—- . 1) .. : .
-c-ﬂf» - gn' T -~ S R, T g e -




Twaed ' R »

- o oo T . " - * ' -
-

. * . ) . - . . - . .

_}funded by the'p&b1ic treasury, just as the author of a rejected manuscript

:yetains the right to submit it to another journal,

Few of the reéponding invcstigators found protection of human subjects
_to be a smgn1f1cant reason for disclosure. Host respondénts did'not think
human subjects would receive smgn1f1cant additional pro;ect1on from disclo-

-=sure and random mon1tor1ng, and argued ‘that ex1st1ng mechan1sms for review

' f:-f;Eof.consent and risk are sufficient. Some respondents stated that the in-

ferest in public disclosure as a means of protecting human subjects was mis-

-placed. Dean J. R. Sokatch (University of'Oklahoma) confended that the
| greatest threats to human subjects are presented by unfunded. studies or in
'iﬁstitutions that are too sma11 to have a properly funciioning IRB. |
fu,Dr. Frederick C. Battagl1a (Univer51ty of Colorado) suggested that the
J -Comniss1on could achieve more protect1on if it considered 1nprov1ng review

.cmechanISms for nonfederally funded research; Dr. Irv1ng I. Kess;er {Johns

- .~Hopkins) made a similar recommendation with respect to improving super-.

- -¥ision of research. Dr. Donald L. Klein {Hew York Department of Mental
" :Hygiene) thought that public input would.make_more Sense-in the selection

-0f peer reviewers than in the random monitoring for abuses.

- -

. ‘Open. government. was mentioned {ﬁ?requent1y.by the fesponding investi« -

;gators as a reason for dxsc1osure and was not va]ued higth in this con-

text. It was felt that a genera] p011cy of dlsclosure in order to promote

- public awareness need not dictate that all governmenta] processes be opened
to pub]1c-rev1ew.' On the other hand, Dr. King maintained that it will be

- difficult to have publlc input over the d1rcct10n of" science policy if pro-.

posa}s are not dlsc1osed prior to the initiation of rescarch pro;ects..

.

24'




SR e e B N S PR

- zaifew wfiterg addressed the issue of éxcﬁange of scientific ideas; _
.&: « Pr. Hilliam A} Douglass (Univérsjty of Nevada, Reno) stated that disch-_
i“sére after funding would Be helpful to investigators who needed to be
“ﬁwi?é ofrsiﬁi1af research in progress, and QSUTd also provide investiga-
tors, partiéu\arTy.ybung and minority scho1afs, wifh examples of ﬁelT-
.stru;turédland successful app]icétions. Dr. R, I, Leinipger {(Battelle) -
jguiﬁﬁ'stre§§ed the value of stimu1ation.by disc1osure,'noting that studies -
 £'-ii‘;Lof bibme&fca1 advances had found the presence of multiple parallel efforts.
. 1113 be an accelerating factor. On the other ﬁaﬁd, Dr. Kushmerick pointed.
f?_'ﬂbut the danger thaf well-organized imitators (fd;ﬁa factories™} will spend
Jots of time and money testing ideas, with 1iitle comprehension of theories .
- éanﬁ methods. Drs. Robert A. Gordon (Johns Hopkin;).and Bafbara H; Starfield

+{Johns- Hopkins) argued that "enforced idea-sharing” will result in shoddy

- duplication by persens with limited understanding of the idea, and that
this will muitiply the task of replication in the traditional sens2, be-

-chause conf]icting data from appérent]y the same design are bound to appear.

-=Res§onses vere élso analyzed to determine satiéfactipn with the pfe-
ssent state of the law and whether more or less disclosure was desired.
. “The ﬁreéent state of the law was presumed to be that funded apﬁ]icatiqns
L -“or propdsa]s as ﬁe1] as progress reports are disclosed in their entirety,
- with the excepfion of materials covered by Exemp%iqn (4) (trade secrets)" '_'_
_lﬁqr'(ﬁ) (invasion of privacy), and that unfunded ép§1ications are exempt |

~from disclosure (the current DHEW inté}pretation).. '

" Each of the national society officia15.suggesﬁcd that more protec-
tion for the ideas of investigators be afforded than is current]y'pro-'_
25 i
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.. wided by law.

out in iﬂe law.

' i'The largest-group bf.respondents howaver waé coﬁposed of the 118 {(62%)

Cgroup. B

L., '|.l‘ O L T * ot . R

. -
-

Near]y ali Stated that the ex1<t1ng mechanisms for pro-
'tectlng human subjects offer adequate protect1on and that "improvements,
if needed, should focus on the existing system rather than attempt1ng '
to protect SubJECtS through 1nd1scr1m1nate dlsclosure. at a great cost
-to_thelyesearch comnunity. 'Of the individual r;sponses, 19 (10%) couId :
-be construed as' indicating acceptance of-the present'compromise worked

‘ Three respondents.desired mére'di§closure, while five'

:wbﬁld be-satisfied with delayed disclosure of unSucéessfuT applications.

fwho could be 1nterpreted as desiring more protect1on for app11cat1ons

.and proposals than is current]y afforded by the- law, About one- fourth

==0f this group suggested that the pub]1cat1on of abstracts of funded

e;épplications in the Smithsonian Scientific Information Exchange 'is suf-

~ficient disclosure. About one-fifth heconmehded postponemeﬁt of dis-
c]osure of the ent1re application (for per1ods rang1ng from one to six

years after funding). Leaving the decision on disclosure in the hapds

=of the investigator (a.g., by allowing-release_of a11'or-portions of the

~application at his or her discretion, or awaiting publication of results

~or the final report) was mentioned by about one in eight members of this

-

Some examples of proposed solutions to the'problem;fol1ow;”fThe"

.. American Heart Association recommended that preliminary clinical trial

 -data be exempt from disclosure and funded applications be exempt for a

“fixed per1od of time or until funding cecases. The American HNurses'.

Assoc1at1on. Inc.. the Amer1can Psychologlca1 ASSOC1at10n. the Intcr- USRI

T 2
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. Soctety Council for Biology and Medicine (ISCBM), Dr. C. D. Cox {Ameri-
~can Society for Microbiology) and Dr. Handler all suggested that the

.““publicat1on of abstracts of funded app11cat1ons be considered sufficient

.- dlsélosure unti) fundlng ceases or results are published. The APA pro-

“posed .that the IRB .or IRG determine the sufflc1ency of the content of

the abstract._

———

'ISCBM, pointing to the precedent set by.Congress in the 1975 amehd-
ment (P L. 94187, § 312) of section 17 of the Federal Nonnuc]ear Energy .  _
'Research and Development Act of 1974 (42 USC § 5901), recou.anded that o

l’the Pub11c Health Serv1ce Ac» be amended to grant the Secre» ry of DHIW
_-similar discretionary author1ty to exempt from disclosure (pursuant to

‘FOIA Exemption (3)) technical and proprietary 1nfornat1on without regard

."“to the judicial interpretations of Exemption (4)d (Subsequent to the

__~vest%n§ of this authority in the Aaministrator.of_ERDA, however, sectidn
'5(b) of the Sunshine Act amended FOIA Egeﬁpﬁiohr(S) so.that.an-exémptiOn

. laffofded by another-statute {e.g., PHSA) is valid only .if such statute
#{p) requires thaf the matters be withheld from the bub1ic %n such a - S =

- ~taanner as to Teave no discretion on'the issues or {B) establishes parti- o
-eular criteria for withholding or refers to particular types of matters

‘t0 be withheld.®) CoaaT s T o)

Individual respondents also proposed various solut1ons that differed -
- from those of the national societies and NIH. For‘example, Mr. R. K.
Dismukes (Institute for Society, Ethics, and the Life Sciences) suggested '

that misuse of disclosed information might. be prevented by prec]uding

27




i Ercqucsters from obtainlng patents in arcas in wh1ch they have made raquests,

LT

~and Dr. Thomas W. Conway (Un1vers1ty of Jowa) proposcd that the federal

-*govcrnmenflshould represent any individual in patent litigation'whose rights
~have been infringed through FOIA disclosure. Ms. Ann H._Gre;nberg and

%'Hr. Victor Medina (New York University) and Dr. B. Connor Johnson (Uni-

| versmty of Ok]ahoma} suggested the creation of public representat1ves to
part1c1pate in the peer review system as an alternat1ve to 1nd1scr1m1nate

'disclosure.

Drs. -Nazir Ahmad (University of Southern California) and Ronald

',3r8510ﬁ (Co]umbia) each urgéd the Commission to focus on the level of

“wdisclosure needed for protocols which involve human subjects and con-

?A?erse1y, t0 recommend protecting from d1sc1ospre all research that does

) -~niot involve human subjects. Dr. Sanigel Charache (Johns Hopkfhs) would
.Zinclude proposals containing a potential hazard to public health in the

--«category of prbposals that merit special disclosure requirements. Pro-

-

fféssor lyer added that whatever disclosure po1icies are adopted should:
be stated explicitly in the 1nstruct1ons given to the applicant, and that
“4n cases of partial funding, only those portions of the app11cat10n which

~are funded spould be disclosable.

-
-

- Hith respect to the proposal that the basic idea might be separated

_-from the remainder of an application for the purpose of exempting it from

disclosure for a period bf'time. four of the.natibnal.society officia]s o

'-tviewqd such a process as unfeasible;.only one official supported this

-proposal. Twenty-three individual respondents expressed the view that

28
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: At 1s not'possib1e to separate the basic idea, because it often pefmeates

L .an entire application. Dr. Demnis M. Maloney {Boys Town, Nebraska) and

shofhcrs poihted out that the primary aim of some research protecols is the
deve]opmnnt of new pronedures, not the proof of a new 1dea. A few respondé
"~ ents thought 1t would be futiie to separate the basic idea and reTease the
'f'rgst in order to protect subjects, because adequate r1stbenef\t assess-

_ ;nmnt }EAﬁires knowledge of the basic idea and purpose. _Nine respondents’

s ’thought-that separatipn would be possible but too fime con5uming;.on1y

. -one writer perceived separation as a reasonable approach.

) “RACUBO, ISCBM and 39 individual reépondént§ argued that 1ﬁ.is not
“wpossible to identify caterrie;-df app]ications that'have'potentia1 .
_ . xpatent implications. A common argument was thét—many discoveries have‘

'/Ii _been stumbled upon accidentally iq-the'course of research projects, often
.because the discoveries were tangential to the primary research designs.
“Ten respondents did think it feasonabTe:to idéﬁtify a ‘few cateéories of

-applications that héve patent potenti§1, mostly projects iﬁvo1ving drug -

~and device testing.

‘Some reSpondents aTSo addressed the 1ssue of whether the balance of
1nterests should be struck d?fferent]y in human and nonhuman research
Thirteen respondents found the 1nterest in protectang human sub;ects of

B 1ﬂin1ca] trials significant enough to require- more d1sc1osure of clinical
.=protocols, while 23 respondents appeared to find the stock-in-trade in-
gerest weighty encugh to favor equal treatment of all app1ications;.

whether or not human subjectsrare involved. Dean-Baﬁklar ﬁrgued fhat
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-4t "may be impossible or even.artificial to separate clinical from non-

~ “€linical research, [and] the Tatter from the clinical application of

“.ubasic research," particularly during the formative period of a project.

ﬂfbf the respondents employed by the federal government, twenty—six'

';ﬂuere efffeials of .DHEW, while six were officials of the Veterans Admih—

"*1stration Five of the six VA respondents addressed the FOIA issue and

1nd1cated a need for more protect1on of app11cat1ons fron disclosure,

-as did one respondent from the Department of Acr1cu]ture. Twenty-two of

- the 26 responses submitted by DHEW personnel focused on the opening of

.

'-sadvisony COTﬁittee meetings. Twenty of these responses were from execu-

'1nve secretarles of study sections. Fighteen of the 20 executive secre-
'*iarles, and both of the other officials, opposed the openlng of meetings.
-flhey enphas1zed the need for full and frank discussion and descr:bed the

wdangers to efficient peer review if conf1dent1a11ty is compromised (these

- u;arguments were summarized by Drs. S. Stephen Sch1aff1no ard Ann A. Kaufman). :
. One executive secretary stated that the case for closing advisory council

- .meetings is not as strong as that for cloeing IRG meetings.

“0f those who do not oppose opening of meetings, one arqued that even

:;if a reduction in frank discussion did occur, this would be only a short- .

-ferm effect, and new procedures for insuring high quality review and ade-

velqpate pfotection of the rights of all parties would soon evolve. - The

o .-second respondent noted that part of a scientist's training'is'1earning.

£0 criticize and accept criticism from colleagues, and to separate criti-

cism of ideas from criticism of one's person. It was also contended that

bublic observation would lead to greater appreciation of the complexity of

the review process. - s o e
' : 30 _ ;
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=under the Public Health Service Act.

Snnce the Hashington Resaarch Projﬂct case was decided in 1975,

“:after funding.
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-.CHAPTER V. DELIBERATIONS AND RECOMMENDATIONS

The ﬁahdate to the Coﬁmission'wgs to ihgestigate and study the impli-  ' 
-Catibns of public disc1ésﬁre.under the Freedom of Information Act (FOIA)
"~of ihformatibn contained in research protocols, hypotheses and désigns
.subﬁittéd to the Setretany of Health, Educatidn, and Welfare, in connec-

-tion with applications or proposals_for'grants, fellowships or contracts

-Specificaliy, the Commission was
-.directed to consider the effects of such d15c105ure on propr1etary in-

terests and patent rights, the ab111ty of the peer review system to 1nsure

=hlgh qua11ty federally funded research, protectlon aga1nst unreasonab]e '

--risk to human subJects, and the adequacy of 1nforﬂed consent procecures.

research

g -—protocols have been d1sclosab1e at the time of funding, w1th the excep-

tions provided under the FOIA to protect patentab?e ideas:and proprietary.

Som have argued for d1sclosure at an earlier point, dur1ng

1nterests.

the review process; others have argued for exemption from d1sc105ure even

In formulating its recommendat1ons, the Comm1ss1on con~

sidered the arguments presented, é]ﬁng with the limited emount of availa-
~ble'data-regarding‘the number and nature of past requests for research -

-proposals and the effects of disclosure of the réqugsted information.

The'Commfssiodfs deliberations on disclosure of research information
focused primarily on the possible effects of such disclosure on the pro-

tection of human subjects. The broader applicability of the rationale

~tinderlying the recommendations that the Commission might make with respect
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‘f -xsé1é1y to research iﬁVolving human subjects became apparent, however.

.;'.f Accordingly, the Comﬁission's recbmmendations.are not limited to re-

o 1:search involving human subjects, although a} places particular atfcn—
,' .. tion istaid fb the subject protection issue. .

. .- -

In one respect the Commission broadened its inquiry-and recommenda-

-‘i'rﬁtioﬁs beyond the areas specifically mentioned in the legislative mandate.
e The implications of the Government in the $unshine Act "(P.L. 94-409) for

the disclosure of research information and thé.ability of the peer review _-'
-~system to insure.high qué}ity fedéral]y'funded_reseafch ware consfdéred,

" -and the Commission has made recommendations in this area. -

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

& - - =Some issues under consideration may be resolved by administrative
.. . -action, and the Commission has accordingly made certain recommendations

A j ¢dD the Secretary of Health, Education, and Welfare.

“The arguments presented to the Commiss%on fegarding'ﬂiscTosure of
_xesearch information may be summarized as follows. Afgumgnts for full’
and prompt Gisclosure include appeals to the protection of human sub-
- Jects, the enhancement of public trust, open-government, and free ex-
- . -change of §ciéntific ideas. Arguments for limiting or delaying disclo-
;,,l_v' sure appeal to proteétion of'the-investigator'é stock-in-trade, pro- .
.« -fection of patent and other proprietary interests, prote;tion.bf the

| .: . privacy of the investigator, preservation of the_in?egrity of tﬁe peer

Teview $ystcm, and prevention of harm to the public from premature dis-

51 w¢losure of research hypotheses and preliminary data. As i; oftén the
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~.gase, there are merits to both sides, and the Commission's tagﬁ was to

-'.edeterminé the proper balance among competing claims. ' : R L

_ " For the reascns set forth below, the Commission has concluded that
:f ‘the present DHEW policy of conducting peer review in closed session and
o disclosing ?ésearch_igfénnation oh1y aféer funding‘stfikes fhe‘ﬁroper
zbalance -between the neéd for critical and compfehensive review of pro- 7
’.xposed research, tﬁg protection of investigator's privacy and stock-in- ' | T
‘_.'tradé, the public's right to know, and fhe péotection of human subjects.
. " "The Commission has furthér concluded that this policy should apply to
rlt}renewaI and supplemental g%gnt applications and té modification and re-
g j-tﬁeﬁqi'contract'proposais,'as.well as to initial applications and proposals.
;;';.qb assist in the public review of fundéd research.inyolving human’subjects,"”

fﬁﬁfy-the Commission has determined that informed consent statements should be

. .made available along with the funded.re;earch protocols. Finally, acknow-
. :,?]edg{ng the paucity of déta on the actual effects of re}atj@e]y recent :
.tt .:changes in disclosability of research information, the Commission has con-
- -cluded that tﬁe Secretary of Health, Education, and WeTfare.shouid continue
T‘_-~i0 monitor and study the effects of disclosure practices and report his

=findings to Congress within three years. . . A
i  The Commission is sensitive to the concern of some members of the. - ¢

. pﬁb\fc'regardfng risks of research involving human subjects and the ade-
quacy of consent procedures. The Commission believes that the public is

entitlcd .to information that would either substantiate or allay those

sconcerns. In addition, it believes that if an error in the review pro-

e o ‘ .
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«gess does 6ccur.ﬂpub1ic disclosure at the tine of funding mighf_identify
a%he.errbr_énq'bermit_cdrreciive-aﬁtion. iqc]uding termination of the re-
'w“search._'Even if such public nonitoring is oh a random basis and does

‘not general]y d1sc]ose errors, the poss1b111ty itself of pub11c dlsclo—

sure_max_serve to lncrease awareness of public accountab11aty on the

~part of %n&estigators and reviehers alike. The Commission believes that
';théhpﬁblic's interest ii insuring the protection of human subjects comes
- into piay ét the point at which an iﬁvestigator 1ea#es'the stage of nego-
‘tiation and review of proposa]s and noves into the stage of potential 1' o,

1nteract10n w1th such subaects._ B

Htthout doubt pub11c trust would be enhanced by openness on the
part of the research cummunlty, evxdenced by disclosure of research pro--

—toco?s‘ Because public concern has focused primarily, and Iog1ca]1y,
--0n research that is_being.or will be conducted, this. concern can be - :'. . f-"
.addressed by reTeésing protocols, upon requést; after funding. Lfttie
'wouid be ga1ned by d1sclos1ng proposa]s that are not approved or funded

-and are therefore un11ke1y to be carr1ed out.

The Commission emphasizes that the primary mechanism for assuring . o

~the protection of hunan subjecbs is the Yocal review conduct by Inst1—_ 

4tutional Review Boards {1PBs), and it bel1eves that pub]nc disclosure of

yesearch protocols at the time of fund1nq will have'at most 2 minimal

- gffect on such prbtection furthermore,. informed consent forms are only

one aspect of the interactive process for obtalning 1nfonmed consent, and

" the d1sc1osure of such forms (recommended by -the Comm1ss1on) will mere]y

; B : 3¢ ,..j . : :
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"-and aﬁarded contracts or of consent forms to be a substitute for adequate

provide an additional window on the system but w{TI do,lit£1e to insure.
~the adcqﬁacy of the informed conseht procedures. {The Commission will
auﬂke‘recommendatiohs_regarding_the IRB revicé proﬁess in a subsequent re-
. port;'f011qw%ng completion of its reyiew and analysis of. the present sys-

‘tem.) The Commission does not consider public disclosure of funded grants

 IRB review mechanisms; it does believe, however, that disclosure may en- T

‘hance the public's trust in the activities of the government and ‘the re-

" -search community.

‘It has been suggested that disclosure of research 1nforrat10n would

a]so enhance the exchange of scientific 1deas and thus serve to reduce

:-*dup11cataon ‘of efforts and possible unnecessary exposure of research sub~

'jecfs to risk. To the extent that this argument has merit, the need is

“met by disclosing research information at the time of funding, as 1s now

. the rule. tht1e would be ga1ned in th15 regard by d1stlosure during

- after funding. There is one argument, however, for which this does not

-

'the review process.

A1l of the arguments in favor of full- d1sclosure thus far appear
to be met by the current pract1ce of disclosing research 1n.ornat1on
~ hold; that is the appeal ‘to open-government and the suggestidn that the
public must have access to the operations of the review process in ofder
to "keep it honest," e.g., to determine whethef awards are made aceording

to valid and relevant criteria. The Commission recognizes a legitimate

35
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. -sure requirements, be explored.

_ “denprofit institutions do not usually have proprietafy_

" - :.search proposals and the need to protéct that ownership should be recog-

'
. *

Y

=goncern here, but suggests that alternative mechanisms for assessing the

--performance of the peer review system, rather than imposition of disclo-

+* - Of all.the arguments for limiting disclosure of research information,

the most frequently expressed has been protéction of the investigators'

.stock-in-trade. ~The Commission recognizes that while investigators at

interests (as that

--term has been construed by the courts) in applications or proposals, in-

-vestigators do have a valid interest in protecting the ideas and methods

" -mniquely their bwn'and_develdped in pursuit'of their profession. It is

B

.difficult to assess the'validity of the concern of some investigators
 that their ideas may be placiarized before they can bring them to fruition;

dnsufficient time has elapsed since the Hashington Research Project deci-

sion for such effects to become evident.'_Nevertheless, the possibility
-cannot be denied. Furthermore, the investigatofs"owneqship of their re-

-

-nized as a simple matter of Tairness.

-On the other hand, investigators who receive public funds in Support
6% their research must be willing to compromise their individual interests
ai some point to meetllegitimate pub]i& interests. In weighing the c]aim; _
-"of the research community on this issue, the COmmissién-beiieQes that in-
j-:vestigatﬁrs' research ideas should be protected during the review process,
-especially since not all applications are approved, :and not all approved

." applications are funded. To this extent, the situation is analogous to

36




---an awthor's submissioﬁ of a manuécribt for pﬁb1ic$tibn or a competitive
.'«pr0p05a1'fof a contract. If an application does not receive an affirma-
- tive response, the applicant should be able to try to develop thé ideas

-elsewhere or By other means. The ideas contauned in research proposais
.~ should not be g1ven to the public as a consequence merely of app1y1ng
-;for fung)ng. As stated earlier, hpwever, the 1nvest1gator s 1nterest
‘fiﬁ_protecting research ideas is Tess:persuasiQE after a decision has
- been made to support that research ﬁith public funds. At this point,
';the protect1on of research 1deas should yield to the pub11c s r1ght to

know and the interest in protect1ng human subJec»s.

If patentable ideas a}e in§o1ved in a research project, however,
. 'they should be protected for the benefit of the pub11c at Targe as well
-;LL as the lnvestlgator. In this regard, the Corm1ssmon agrees w1th current
. ?DHEH policy of rev1ew1ng.protoco1s that have been requesbed under the
“FOIA and deleting material the disclosﬁre of which would adversely affect
j3fﬁture.patent or other vaiﬁable commaercial rights. The Commjssioh urges,
‘however, that 6n1y information that diréctTy invoives patentable ideas
_ be deleted, and that as much of the protocb] as can be revealed without
' jeopaydizing patent rights be disclosed. The Commission realizes that
. _tﬁé possibility remains that patent rights may'be lost because of the
{nvestigator's or DHEW's inab{lfty to identify patenthbotentfa1i;y. How-
.-ever, no evidence has been presented to the Commission that an inveﬁtiga—
| tor has lost patent rights by application of the FOIA'because of such
- 1nab11ity to identify patentable matefia1 in a protécol. This may be

"-due to the insufficient time that has elapsed since the Washinqton Research




'kQ' L ) . ) X . .
N ) :
" o “Project case for such loss of patent rights to become evident. In any
' .. event, the Commission believes this to be 3 narrow problem area that is

. uadcquaté1y being handled under the presgnt policy of disclosure after

« - .° . . funding and review for patentable information. _ . ' R
S '_ Suggestions that the peer review process be opened to the public are
opposed by the arguments that the investigators‘ privacy (as well as -

-stock-in-trade) must be protected, and that the fntegrity of the peer
. 2".- . review system must be presérved; To the extent that the materials dis-
| - cussed at peer revieﬁfméétings are ﬁhé‘proﬁégégiresearéh ideas, the
.'.spreviOUSTy ﬂiscugsééiéébtk-in;tréde'afébméﬁf'apPTies. Beyond this ar-
: 'Ggﬁménf. hbwevef; tﬁe Commission has concluded thaf both the privacy Qf :
- ~investigators and the abilit} of:the review system to insure high quality
'\m." ‘research require that'peer review meetings be c]osed;- Matters discussgd-
— '-huring the pfocess of review,.whfch in spme_éﬁpecté is analogous to con-
$ideration of personnel actions,-{nc1ﬁde thé competence, reputation and
<, . - promise of investégators.and supportingfpersoﬁnef. their salaries, and_.
~the reputations of theirrinstitutfons. In order to encouragé full and
L _ ‘frank discussion of such matters, as we%i as Sharp criticiﬁm of research
"ﬁroposals, the Cohmission believes that:peer revigw meetings should be
-conductéd in closed session. Aside.from protection.of investigators®
privacy,- the public as well ‘as potentia1'researcﬁ’subjects benefit from

the fostering of high quality research through strenuous review.

The Commission notes that some have suggested that the possibility

-.auf disclosure of protocols even after funding“wjllanyerse1y affect the

o~
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peer reV1bw process by resu1t1ng in the submission of less deta11ed pro-
posals. Ne1ther ‘the Panel's survey of execut1ve secretarijes of 1n1t1al
review Qroups nor the more recent_conmun1cat1ons by the executive secre-
taries to the Comﬁissioh. hpwevér, have pfovidgd data suggesting such |

é result. The Cdﬁﬁidsfon_ddgbts that this will be é-defious problem, :
becatise most;fhvestigators would not want to‘jeopafdize their chadces'

rdf receiving fedefdi fdnds.byVSmeitting proposa1s-of Tower-quality;_

Flna]ly, it has ‘been suggested that d15c105ure of research 1nformat1on
after funding uou?d harm -the pub11c by creating musunderstand1ngs and un-
'rea1lst1c _hopes for cures based upou pre11m1nary findings. The Comm1ss1on'
1s -not persuaded that th1s possibility’ represents a suff1c19nt threat to
outweigh the public's right to know, and notes that reported 1nstances ot
fd‘\JthEd interpretation of hypotheses and data appear to-be.genera11y

attributable to material released to the press by investigators, on their-

oun initiative. |
“Fhe Commission suggests a modification in the current policy of dis-
;cﬂosure of pending or unsuccessful renewal and supplementa] grant app11ca-
'tions and mod1f1cat1on and renewa] contract proposa1s. ‘The p011cy of re-
1easxng such 1nformat on, wh11e w1thho]d1ng information on initial grant

and coutract proposa]s unt11 fund1ng, has resu1ted from a DHEW 1nterpre-_

tatxon of the Uash1nqton Research Prowect case. The court, however, had

-before it only funded app11cat1ons and gave no lega] argument for treat1ng'
e;ompet1t1ve applications and proposals incident to funded applications and

-awarded proposdis differently from initial applications and proposals.
: . - ot . . .
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‘ ~Competitive renewal and supplemental grant applications and proposals may._

. -also contain new ideas and data and are given equal scrutiny in the peer

-quired to be submitted to DHEW. The availability of consent forms asso-

review system. Accordingly, competitive'applications and proposals should

be kept confidential until funded.

The Commission also notes that consent forms are mot uniformly re-

 -cfated with funded research would reinforce public trust in the research

" - -enterprise. Accordingly, consent forms to .be utilized in DREW funded re-

--search should be disclosable upon funding of-the.underiying protocols.

Finally, the Commission notes that there is 1ittle information availa-

- «.ble concerning the effects of disclosure under the current system, because

- only two years have elapsed since the decision of the Hashingtcn Research

‘Project case. It further notes that Congress has indicated a willingness

10 review any evidenée_of plagiarism resulting from gperation of the FOIA

- .&nd to take appropriate action. The Commission suggests therefore that

“the Secretary of Health, Education, and Welfare conduct an ongoing study

»

-~of the effects of public disclosure .on all phases of the review of re-

"+ .search proposals and on the protection of human subjects, in order to

~gather data that are currently lacking. A report of the findings of such

“a study should be submitted to the Congress when any such effects become

et e g -
il . L SRl

-clearly recognizab?e and, in any event, within three years.
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sRecommendations

-The:Commission recommends to Congress that 3ppropriate_1egis1ation

. be cnacted to insure that (A) INITIAL, RENEWAL AND SUPPLEHMENTAL GRANT

APPLICATIO“S AND ITIAL HODIFICATIOW ARD REHENAL "CONTRACT PROPOSALS

UNDER THE PUBLIC FEALTH SERVICE ACT ARE DISCLOSABLE WHEN' FUNDS HAVE BEEN -

- f=AMARDED, SUBJECT TO EXISTING STATUTORY EXEMPTIONS AND REVIEW FOR PATENTABLE

_MATERIAL; (B) SUCH APPLICATIONS AND PROPOSALS ARE XOT DISCLOSABLE PRIOR TO

THE AVARD OF‘FUPDS UNLESS THE IHVESTIGATOR AND THE CONTRACT

~HAVE CONSENTED; AND (C) IRITIAL REVIEW GROUP ARD ADVISO\Y COUNCIL ¢ EETI

- -sARE CLOSABLE WHEN SUCH APPLICATIONS AND PROPOSALS ARE R"VIENED.

OR OR GRANTEE

GS -

Cbmment' Present DHEY practice is to disclose,'upon request, funded

-1n1t1a1 grant applications and contract proposals, aftier review for statutory

' ~exempt10ns from FOIA, and to conduct peer review in closed session.

Renewa]

.and supplemental grant applications and modification an§'renewa1 contract

- -proposa1s are treated as disclosable prior to funding.

Hone of these p

tices has been cleariy affirmed, eithnr Judicially or by leg1sTatzon

- =Commission is accordingly recommending that appropriate

legislation be

_enacted to insure cont1nuance of the present practices with respect to.

rac-

The.

~4nitial grant app11cat1ons and contract proposa1s, and the closing of peer

o veview meetlngs.' thh respect to renewal and supplenenta? grant app11ca-

tions and modification and renewal contract proposals, the C0rm1551on has

- .
o -concluded that they should be treated in the same manner as initial appli-

L ST SIEE

scations and proposals, and is accordingly recormending that appropriate

' ~legislation be enacted to provide a clear 1Ega1 Justification for such

treatnent:,

W

e SO,

'.Z'fg"rf‘“_'_-.f:" LIE T e e

-

.p

y
i

e -




R ‘?:Jhe- Cormission recommends to the Secretary of Health, Education, and
L =Helfare 1‘;hat appropriate administrative action .be taken to insure that
- #(A) THE CONSENT FORMS 70 BE USED IN RESEARCH INVOLVING HUMAN SUBJECTS ARE
I\:'-.I)I,SCLOISABLE NHEN FU'\DS FOR SUCH RESEARCH HAVE BEEN AWARDED; ARD (B} AN
_“UNG’{")AI.NG STUDY OF THE EFFECTS OF DISCLOSURE OF. FUNDED RESEARCH ON THE PEER
. “RE.\'IEH PROCESS A'\'D TH:; PROTECTION OF HUMAN SUBJECTS BE COI.’D.JCTED AND A
. ' _,_,';REPD"{T OF THE FII\DINuS oF SUCH STUDY BE SUBMITTED TO CO WGRESS WITHIN THREE
"—"S,YEARS. . IR .
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“Philip Handler on recombinant DA research

. . In his annual report to the National Academy of Sciences, NAS president Fhilip
. Handler discusses, among other things, research with recombinant DNA. He says
- that with the greatest reluctance he has come to the conclusion that federal iegis-
lation to put some controls on such research is inevitable and perhaps desuable
But he goes on:
-4 am reluctant for two reasons. '
First, | view with great alarm the prospect of any law that would authorize covernment _
officials {o determine what subject matter it is permissinle to investigate as welt as the manner
" in which such research is 10 be conducted. it would be a first step along 2 dimly perceived
frait concerning which we can be certain only that each step will facilitate the next. As a
“minimum, one can foresee constraints that will swathe research with bureaucratic com-
plexities, will increase costs, will extend the time reguired for the gathering of information,
--and generally frustrate a career in research. i pursued yet farther, science could be shat—-
“tered, :
Second, it is profoundly ironic that this extraord inarily serious stnp should be taken'in order

. o avoid hazards which, as best | can ascertzin, exist largely in the imaginations of a very
--gmall group of scientists. Let me explain. Gene exchange among microorganisms and viruses

- undoubtedly occurs spontaneously on a vast scale in naiure. Incorporation of eukaryotic genes

- into bacteria must be much less frequent but there is hichly suggestive evidence that it does

occur. Yet appearance of a new pathogen is extraordinarily rare. Thousands of clinicians
- and microbiologists have daily contact wiih the virulent pathegens respohsidle for the classical

- .infectious diseases, They are seldom infected themselives and no epidemic has been known

4o start in this wayv. Moreover, it seers inconceivable that a successful pathogen can be
.created by the insertion of only one or two genes into an innocuous organism. Yer that is what
such experiments entzil. To be sure, no absoiute guarantee can be offered. Navertheless,
. those who have inflamed the public imagination by their rhetoric have raised fears that rest
:on no factual basis but their own science fiction.
The NIH guidelines aiready govern the concuct of research by all those whose work is
- supported by federal funds. The purpose of federal legisiation, then. is to give those guidelines
the force of law and extend that force to laboraiories whose work is not supported by federal |
funds. But the principal reasons that many scientists acquiesce to passage of such legisiation

° are (1} to terminate the feckiess debate which has oiiered outlets for anti-intelleciuaiism and

opportunity for political misbehavior whiie making dreadful inroads on the energies of the
most productive scientists in the field; and (2) 1o assure that no state or local government .
will adopt vet more stringent Ieglslanon or, :ndeed ban such research ennreiy But those
-outcomes are not yet assured. i

The bills directed at regulation of research wuth recomblnam DNAThai have been placed
in the Senate hopper seem better designed to prevent the conduct of such research than |
to promote iis progress while also protecting the public health. One must continualiy remind
oneself that {the] subject {of these bills] is nol some monstrous ughness but, rather, the

. conduct of elegant and extraordinarily productive research.

- Moreover, by the terms of |several of the| bills, the federal government would deliberately
forgo its right to pre-empt regulation in this field. lntlbad they convey to state and local au-
thorities the right 1o consider and implement yet more restrictive regulation, thercby inviting
“an endless scrics of episodes such as that which occurred in Cambridge. and with their.
oulcome uncertain. | am unaware of the reasons for this position but | sincerely trust that if
there is any legislation in this area, Congress will have the federal governmem exermse its
- right of pre-emption.
However the specifics may turn out Our SUCCEeSSOTS w:ll rue the day this legislation was

passed o o _ o B =
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