TESTIMONY OF THE ASSOCIATION OF AMERICAN P NLIENAY
MEDICAL COLLEGES ‘

TO THE ETHICS ADVISORY BOARD
SEPTEMBER 15, 1979

I am Thomes E;'Mergan; M.D.,_Director of the Division eF;BiOmedica1

" Research at the ASsoeiation.of Arerican Medical Cellegee. Our Aesociatipn
represents tha 126 medicai_#thoe1s'of.this country, more than 400 teaching
hospitafsiand 70 societies comprised of the,facu1ﬁy who carry-out.reseEreh-
'and teach in tﬁe hosbitaTs'and medical schoo]s; .An'erganizatfon with a
const1tuency such as ours is obv1ous1y very ccncerned with the 1ssues before
the Ethics Adv1sory Board thzs morn1ng. We are pleased to be a110wed to

present our v1ews.

Indeed, the Association's long-standing interests in the effects of the
Freedom of Information Act on biomedical research led us to publish five

propqsitions in the January;'1976, issue of "Clinical Research":

(1) We beliave that the research grant application must be carefully
reviewed to assure protection of human subjects of biomedical research if

‘such subjects are involved. This requires a measure of disclosure. .

| At'the_same time, a measure of confidentiality is required in the

_ research process to assure that four important sbcia1'goa1s are met:

(2) The process of research is such that new knowTedge can not be ,

regarded as def1n1te unt11 pub11cat10n has been made in a refereed Journal



Premature disclosure of research protocols may lead to premature release of
erroneous scientific hypotheses and specioﬂs "discoveries” and may thus harm

‘the public..

. (3) Preserving the conf1dent1a11ty of research app11cat1ons best
"serves the pub11c 1nterest by ass1st1ng in the protect1on of the qua11ty

of the peer.rev1ew.process_as,used by NIH and NIMH.

(4) Premature d1sc1osure of research protoco1s may 1nfr1nge patent

: _r1ghts.

e(5) The ideas of scientists are 1nte11ectual property and therefore

deserve protect1on at Teast. equ1va1ent to material property.

0bta1n1ng a ba?ance between the compet1ng pub11c intérest in both d1sc1osure
and nond1sc105ure is a1ways a de11cate and difficult process. Heretofore the
major preoccupat1on_has dealt with the protect1on of human subjects from risks'
encountered in research.' But, as time has_passea; institutional review boards
have come_iﬁto widespread use, They are doing an highly effectiﬁe job in the
protection of:Subjects,ﬁthus'decfeasing the need for scrutiny and sUryei11ance
by other public means such as wholesaie disclosure;‘ At the same'time, "govern—
.ﬁent in the sunshine" has become well -established and the time has come to
examine whether the price paid for openess s too severe; Disclosure under the
<Freedom of Information Act has bfought with it some disincentives for research
and, mofe'importaht1y, the incentives to persons to undertake careers in sciepce

have been decreased.



Present'DHﬂMpo1icyis 1) to dusc1ose, upon request, funded 1n1t1a1 grant
app11cat1ons and contract proposals after review for patentable material, g)
to disclose, on request, renewal and supplemental_grant app11cat1ons and | _

modification-and‘renewa1 contract pnoposais.pricr‘to funding, and 3) totconduct'
.beer review_in'c1osed session. Tne.DHEw policies to conduct cToéed peer'review
andeto withno1d applications pricr to funding.are based ugon aolid principles
- but they have been-chailenged_at various: times in the Iiterature, in a suit

_ cy theJWaShington Research Project, and by the Congressional Research'Senvice.

: The-DHEﬁ pe]icfea nanefbeen defended succeszﬁTTy but at times the defense was
conducted with difficulty because the Freedom of Information Act was drafted
to provide for “government.in-the senshine" and the_exceptione do not clearly
fit the.partﬁcu}an needs of the research enterprise supnorted by the Federal

' governmentm

The Assoc1at1on be11eves that statutory amendments to the Pub11c Hea]th
Serv1ce Act shouId be enacted to clarify the applicability of the Freedom of
Informat1on Act with respect to the research process.. The object of such
amendments is to protect:the'1cng—term pubTic intereét bys; (1) asauning the
continuat{on; cf'present practices with respect td initiaT grant and contract
app]icatfons anc peer review meetings,and {2) extending the present DHEW
coltcy prbtecting_new-grant'and contract applicaticns to renewal, suppTeL

~ mental and modiftcation pneposa1s 50 that-they maj aiso be protected untiT
funds have been aWarded.”- | | | |
" The Associaticn is not alone in tnis view. In June, 1976, 'the President's

Baomed1ca1 Research Panel conc1uded with’ respect to 1uformat1on in app11cat1ons'

for federa] grant or contract support'



"o There does not appear to be any d1rect, necessary, or 1nherent
connection between disclosure of such ‘information and protection
of human subjects in research under the present system of federal

_regulations and review bodies, nor d1d testimony before the’ Panel
argue for such full d1sc]osure. _
s There has.been,extreme]y 11m1ted ‘interest in using Targe-scale
. : discliosure of such information as means of monitoring compliance
‘ with standards and regulations of protection, and no documented
. results of use of such information were presented to the Panel.
¢ As a consequence, uncontrolled disclosure of research information
seems to offer neither compelling grounds nor a convincing record
~ that it serves the aim of protecting human subjects of research..

" But such disclosure does leave unprotected the intellectual property

rights of researchers and, in a1l ' probability, jeopardizes the timely
transfer of research innovations to the de11very of health care.”

1

The. Panel recommended that app11cat1ons should be kept conf1dent1a1 pr1or

to fund1ng and that peer revxew meetings should be closed. They suggested |

that -the Public Hea]tn'Servlce Act should be amended accordingly.

in Apri]; 1977,.after bro]onged study,.public heanings and debaie the |

Commission‘fer the Protection of Human Subjects of B%onedica1 and Behavioral
Reseanbh aiso.recommended "that ( ) Initial, renewal and supp]ementa] grant
app]ications and initial, mod1f1cat1on and renewal contract proposa]s under

‘the Public Hea]th Serv1ce Act are disclosable when funds have been awarded,

subject to ex1st1ng statutcry exempt1ons and review for patentab1e mater1a1

(b) Such*app]1cat1ons and proposals are not disclosable pr1or to the eward

of fundé-un]ese the'inveétigator and the contractor or grentee-have consented;
nen& (¢) Init1a1_reniew_group'and:advfsory”eounci1_meetings are closable when
such epp1icatinns and propesélseare-reviewed."_ The Assqciatidn position thene-
fore isdesSentially concordant:with tnat of two distinguiéhed'groups'of diverse |
-'compos1t10n that it 1s in the pub11c 1nterest to prov1de conf1dent1a11ty for

research app11cat1ons and to assure closed peer review sess1ons.




The application of the princip1es which I have outlined logically 1eads us
- to wholehearted support of the two proposals Under'consideration'by the'Ethics
Adv150ry Board name]y, that arrangements be made to insure protection from

d1sclosure of.

hY

'o: The identity of hea]th'care providers who voTQntarily submit
to the CDC information intended to facilitate "disease

- investigation, ep1dem1o1og1ca1 mon1t0r1ng or ep1dem1olog1ca1
study™; and

& "the data from clinical trials and observationa]_epidemio1ogica1'
Studies which are preliminary, incomplete or not yet validated."

The Assoc1at1on a]so v1gorously supports the concept of statutory protectaon, %

where necessary and appropr1ate.

The-proposed remedy for the-prob1em faced by'the-CDC seems entire1y appro?
pr1ate and clearly necessary. There.can be no reasonable doobt'that the
information at issue must be revea1ed if requested under the FOIA, and that its
're]ease-1s seldom if ever in the,pub11c interest and almost invariably contrary
to that interest.' No mechanism, other'thah the ereation of a statutory.shieid,
is available. That shield should be narrow and specific, and should be incor-
porated‘into the authOrities of the Pub1io Hea]th.Service. Thus,  the 1dent1ty

of informants_wou1d be protected under Section 552 (b)‘(3) of the FOIA

The'remedies oroposed*for achieving the criticaITy.impOrtaht objective of
protecting data from clinical trials, etc, from premature'disclosure prasent

a much more:complex problent_Severa],caveats.seem'in order. : .

The data whose temporary protect1on from d1sc1osure is sought is generated

from expend1ture of Federa] funds under three poss1b1e mechan1sms---



'_ reseerch;grepts; research contracts or'reeearch'actirities of Federal empioyees;
The Association'ho]ds,.as.expTicated in the amicus curige brief which 1t._
recent1y fiTed_befbre tbe Sopreme Court. in the Forshem vst Califano case, that
oata_co]]ected as a result of activities funded'by Federal research grahts'are
rot agency recordstand ere therefore not within the reach of the FOIA. This

view has been sustained by the ToWEr courts and the Goverment is cohvinted

that the Supreme Court witl concpr;' Therefore, the Associetion_does not believe
that any stetutory shield is required to*protect'grant-generated'data;"Moreover, |
we see‘serious peri] in seeking such statutory-protection; in the FoT1ow1ng sense.
Efforts to protect a spec1f1c subset of grant-generated data---that related to
c11n1ca1 trials and observat1ona1 ep1dem1o1og1ca1 stud1es---1mp11es that the

gener1c_class——-grant-generated data---falls within the reach of FOIA.

C1inica1 trials or epidemib?ogfcal studiés‘fuoded by Federal agencies under
research contracts are subject to the terms and cond1t1ons spec1f1ed in the
contract. One of these def1nes the rights of the contractor and contractee to
the data produced in the performance of the contract. The Association suggests
that the "pights #n data" clauses of the contracts could be written 1n_exp11cit :
enOugh-terms to assure the degree ot temporary protection'that is'eSsentia1.to
eubserve thetpub]fc_interest. However, our'legal\experttse is limited and, if
the preponoerance of legal expertise holds thatta'statutory shield is required,

5the Aséocietion wou]d support. a move to obtain.one.-

C]earTy, the data generated by Federal scientists is vuTnerabIe to premature
d1scTosure. Th1s fact, coup]ed with the intense 1nvolvement of PHS and VA
sc1ent1sts in clnical tr1als and ap1dem1o1og1ca1 stud1es, Tends- urgency to the

enactment of a statutory sh1e1d



AP . .' ) - . .' ) ‘ .-7_— -.

Ne have appreciated-the opﬁortunity to pfeseht ouf vieWs on this brob]em. N
In the.five minutes_a110tted'1 was not ab}é‘to answer spééifica11y the
questions‘you have published in your noti¢e of Aﬁgust-1,51979'but most of
these.haveybeéh covered in- the propositions I.have-ou£1ined.' The Association

~

wou]d'beﬂg1ad to reply 1n detai]'fo each of these questions at your request.

I will be glad to try to answer_questiohs.



