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This vorking paper of the Asscciation c¢f American

Bedical Colleges addresses four issues: the fFrogriety cf condnctzng

. industry-spcnsored research in schools of medicine; necessary’s

institutional safeguards; individual responsibilities of academic.
scientists; and the ilplele ation and sonitoring of tke
recommendations made berein. The paper was develcped after .
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TOmgnre In lage 1977, Representative. Paul G. Rogers asked Dr. =~ -
& John A. D. Copper of the Association of American Medical ék“\
. ¢ '
N Colleges for hli personal comments and thoughts on a serles
: j? of questlons about industry-sponsored research in .redical
V) .
— schools. Dr. Cooper felt that the AAYMC should respond as
53 an organization to the Guestions asked by Mr. Rogers. In
-t - preparing its response the AAMC surveye2 schools  o0f ~edic ine

and academic societies asking ther to review their existina- -

v

\ policies and tg submit their views on the guestiorns cosed

dealing with the issues of oropriet' ' iI.‘Stl*.,.,l‘ tioral safe-
b J’
O eSS

~—
4

guards, and individual reoon51b ities. Since industry-

sponsored research anéd consultation *c industry are cften

i

linked, as was the case in thé/;ubdic hearing on pesticices

cited by Mr. Rogers, both actfvities are addressed by +h{

3

response. ' .

. : Propriety .

Igeit proper ‘or public or publicly funded urivers?
£ ’ " achoo? 47 Y .Y, Auct A1
professions’' schools and research céntere ic conduct dire
Sfunded by private, profit-making marufacturera who have a direct

interest in the research outcome? (

-

Analysis : | -
In general, uﬁiversitigs rmay appropriately undeftake

reéo;rch sponsored by ‘industry provided that such ac-ivities

e

further the essential purppse of the university which is to

Ppreserve and enlarge man's store of knowledge anéd to irpazt.
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it to Budents. Indeed, collaborative research involving

private industry énd,univeisities provides a portion of the

’

broad s¢tientific inform#tionfbaée that often serves the .
5ublic interest as'well as. the .private interes£ of'thg spon-
soring industry. Most medical schools are-guided by admir-
iétratiVe policies which recognize the eéhical and legal

responsibilities to be observed in the approval of research

proposals and are careful to distinguish between routine
testing of commercial products and research projects that

further the essential purpose of the university. It should
) . K
» ) L ‘
be noted, however, that schools .of medicine generally do not

view classified research, whether sponsvred by government or
. !
industry, as beiny compatible with -the essential purpose of

e -

the university in that free discussion and open publication

may be prohibited. N

* . . i
The. research competence found in scheols of medicine is

. a unigue national resource for which no alternative exists

-

ané‘whicb has a responsibility to .serve society as a whole.:
Workers, public ﬁnterest groups, Federal, staté and local

government, end the general public are often indirect bere-
ficiaries of‘qpliaborative research betweer medical schools
and industry. Purther, a national research enterprise with p
; broad base of support from all sectors--volgntary health '
o;ganigations,_private_foundatioﬁs, Federal Agengieé and

pr¥vate, industry--may provide thg most rkliable guarantee to -

/
the nation that the research required by different segments
. - . i/
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of society is impartial and obtiective. Attainrent of these

. -

‘ideals, however, will usually depend on effective institutidnal

‘safequards, and this is true even if the school accepts ro.

\
~ P = , LY
ipdustry-sponsored.research.. ' .
. R L *
Recommendation T
: It is appropriate for universities, 1+h zrofessicns'
e . - N -
~. schools and research centers *c conduct Industry-sponscred ,
. researgh, provided that such resédrch serves the 'ttblic 1interest
L 4 - ) a‘ .
i and is compatible with the goals, chectives anid <ral:i<icrns
N :

of the insti*tutians.

- ' -
- - . 3
- - - - - ‘
Institutioral Safecuaznis

wWhat sz’ecucrde exigl Ir ooul
digclosttre oF resecrck “ind ind
effecte on putlic ¢
research gcienti

Al .

Analysis )

. Tniversities ard achccls of redicire have estakhlished

systems of institutional safecuards which ccrtribute <o sci-
. N\ . -
" - entific exsellence, protect hurman sublects and reet sther

administrative reguiremernts @f the uriversity. A&flnzstratzée
policies generally insure the right cf the investicatcr to
. .o pﬁblish‘research.findings ir thg';cientif;c literature but
have n&t-addressed a nyfber of othgr potential proktlems linked
to research sponsored by parties havinc a direct interest in

. - health and safety regulation. - _ ' -

. ' During the past few years, riajor changes have cccurred in

. S 4 - .
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nlegislation and regulations designed to protect public health

)
.

and to minimize safety hazards. <CUniversity research, whether
sponspred by governrment or industry, plays an importart role
- * Ve " .
in these regulatory decisions which affect the health, the

guality of life and the,economy of the nation. Several

/
hd

~ aspects ®f recent yeg latory developments which seer hichly .

effece

a}

relevang)inélude: reporting reguirements and thel
! K‘ " 0‘
"on publication; patents and prorrietary richts; ard crevi-

. . .

ously unpuhlished research data.

o)

4 Reporting Requiremerts. 1In 4he DBCP hearings it was alleced
. :

that all research repor<s showing adverse effects were nst

¢ included in a manufacturer's submission t¢c a regulatory ,
agency. Results of .the research conducted in an acaderic
institution were reported ir *he orer scientific literature -
several years after the studiv was ccrrleted. This delay in

7
reportinc ané publication woulé bg less likely 4c occur in
the future. Tnder regulaticns awaitirg firal promulzatiorn,

new ewiderce of sigrnificant health hazards attriktutatle =o

a chemical covereZ by the Toxic Substances Contrcl Act mast

be reported tc *he Enviscrrmern¥al Prctection Agency rnot lav¥er 7 —
_£han fifteen workinc 2mys after the infus«¢ry ktecomes aware .
of the ne; evidence. Further, industrv will have £7 days
after final rule makinc tc repor+ arny existing but previcusly
- unreported evidence which indicates an inrecognizecd realth

~ .

hazard.

Fxisting or proposed Pederal reculations published by

+

O

ERIC o
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recognized and protected by these acencies. PrqbrEms ‘could
. 1 ,

’ hd * P

‘; . . L /

. »

agencies dealing with‘cohsumer products, drugs, oesticides

-

and toxic substances clearly plpce on the sponsdflnc 1rdustry

the prxmary responszblIlty for .expeditious disclosure tg the
appropriate regulatory ggency of research flndlngs indicating
a previously unrecognlzed health or. sa‘ety rlsk /%, The right
of,indivaduals to report hea‘th and safety risks is also

arise if a combany failed tc.meet its responsibilties or if

digagreement arose between an investigator and the sconsorirc

L4

company on the presence or the sicnificance of a health or
safety risk. - ‘o )
»

The proposed regulations will create at least ane new

v

problem for the scientific ¢omruni*y. Under ther, it is

.
almost inevitable thet reporting to Federal agencies will
preceéé publicaticn in the'opeh scientific l};erature by at
leaet several months because of the irreducible time period
required by journals for review and publicatioh. Sirce

scientific journals are sometimes reluctant to publish

research figgings prev%pﬁely annouriced by *the covernment and

Section 8(e) staAtement of

reportgﬁw;n the press, some- aﬂcommodatlon should be necotl-

ated Yo assure that prompt reporting to Federal agencies does

not inadvertently 5eopardize‘the invaluable process of peer

v p— . [y

" /1 Cogsumer Product Safety Commission (16CFR 1115,1116)

Substantial Product ‘Hazerds, Proposed Reporting Requirements
for Manufacturers, Importers, Distributors, -and Retailers of
Products; Envirdnmental Protection Agency (40CFR Part 162) .
Pesticides Programs Guidelines for Registering Pesticides in
the United States) Environmental Protection Agency, Toxic Sub-
stances Control Att Notifikation of Substant1a1 Risk Under
nterpreta ion and enforcement policy.

P \'. -5-’6 N 'g.
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review associated with ggientific publication in refereed

¢

journaib, : . _— o "

Patehg; and Proprietary'Rigﬁts. ‘Gévernment-§nd inaﬁstry are

;-, o currently in the process of working out‘procedures that will
. . . protect the proprietary rights of industry whlle meeting the
. timel? repo;ting requirements oﬁ health and safety regula-

tory agencies. With timely reportlng to regquiatory agenc1es
assured, tﬁ; policies of some unlver51t1e5 permit agreemeq;s'
that:aros a dé%az in open publication of'reéeafch results

£

for a short period whi%e‘éatent épéliéations are being filed

by industry. Such-delays should be left to the discretion' “
.\\\\\nad judgment of the 1nvestfgator and the university. They

should not be automatlcally vaewéd~;s the withholding of o,

informatiqp. 4 -

*
. @

Prgviouslygnngpblished pata. The lack of an easily acées;ible,

.o comprehensive corpus of information about health and safety

)

hazards of chemicals is'a longstanding problem which has

L]

.',' become more important with the passage of the Toxic Subé%aﬁce
Control Act. old uﬁpublished rpsgarch on'any pariicular
\'chemical éntity is likely to have been fracmented and to hgbé
involved a pumber of different lnvestlgagors, located in éore
© than one ingfifﬁtidn and‘spohsdred bé @6re.thap'ong company‘
' ‘or by both government and industry. Some of these stqdfés-
involved guick evalua%iong abruptly te}minated when ‘compounds
proved too toxic for.further development. Many others yielded

‘/ﬁéqative results that were_deemed of little interest tb sci-
$ ry ‘
{ .

it l
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entific journals, Collecting, abstractiirig, collating, evalu- .

ating and reporting this scattered:information is clearly a

"“huge task that coulll not.be undertgken by any individual

investigator-or aniversity. Agademic investigators could

however cooperate w1th industrial Qr governmental efforts to
gather all available 1nformat1on of this character on impor-"
tant substances and to establish an 1nformat1on system for
currentlyjunpubxished researcn data. A careful‘study of the
poten‘ial costs as yell,as the possible benefits of developing '

such a system should be undertaken before any decision to \

proceed is made.’ ) )

, ;
Recommendations “

[ 4

1.” The adm1n1strat1on and faculty of- each School of
medac1ne should re -examine their policies and procedures for
review, approval and monitoring of research sponsored by

L]

industry. Where these are not documented

formal and o‘ﬁ1cal

statements should: be developed and published for the quiﬁance

.

of faculty members?

2. Research agreements with industry should incorporate

-

these administrative principles:

'® An industry sponsor should provide available informa-
* " s ’

4iort on the composition, structure, properties,

.

toxicity and potential safety hazards of the substance

, to be investigated. _’

® An industry sponsor should a§ree'to comply with the

reporting requirements of governmental agencies and

- 7=

~
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"and to take other steps which may be necessary to

* .

r

protect the health of workers and the general ‘public.

“

Responsibility for notification and counseling of

those whose health.might be adversely affected should

be explicitly assumed by the industry sponsor. ” e ‘

An insttry sponsor should endorse the right of ‘the o

A
academic investigator to publish research finalngS’

- »’

"in the scientific literature. ‘ ' ]

©

Payments to faculty members for research should be
r

made exclusively through the administrative mechanisms

rd

established by the school. - .//

! v 4

- 3. Two specific_actions\migﬁtistrengtﬁen the\internal

university 8:::59/$0r monitoring research and'further assure L

expeditious sclostire of research findings indicating pre- ;-

viously unsuspected health risks.

reaffirm that the sponsor will comply with reporting,

The sponsor should be required to return to theQinues-

‘tigator a certified copy of the investigator's research

, report to the company. This cert{fication should

notification,and counseling requirementsg of the  original

/

research agreement.

Investigatprs should comsult Qith their department,

“their institutional review board and, if necessary,

»

appropriéte specialty groups if the sponsoi, is

known qr suspected of not complying with repotting,

notiftcation and counseling requirements. 1f those




-

" ’ % ' LY ‘ "
consulte@-agree that &he sponsor has not lived up to

hls agreemgnt, approprlate governmental aqenc1es should

be notlfled

. * *

, .. Federal information systems developed in implementing

2

the Tox1c Substance Control Act or the National Library of -

.

Med1c1ne toxlcology informdtion system should routlnely
1nclude an adequate description of un1vers1ty research‘pro;ects
sponsored by 1ndustry. .

. Ind1v1dual Responsibilities .

-
,

What are the ethical respomssdiilities of acaderie researchers?

Analysis

- [

' All academic invegtigators have an ethical responsibility
( : .
to contribute new information-'to mankind's Gommon storehouse of

knowledge. In the realm of new information about health hazards,

. this responsibility falls perhaps rmore heavily on physicians,

because’ they are more likely:to be involved with research_
lnvolving hu&an-subjects and Eecause their medical education .
and clxnlcal experience nay provide them bétter Lnsrght into «
poténtial health risks. The responslblllty of research sc1ent1sts,

1nclud1ng phzslclans, should be dlscharged through the formal

' process establlshed-by society to protect and enhance,public

health. Academic scientists cannot‘and should not be expected

-

to assume the ethlcal respon51b111t1es of industry, government
~workers and publlc 1nterest groups, all of whom have legal and

L)
ethical responsxbllltles of their own. . The system will work-well

only'to/the extent .that each,segment meets its responsibllities.

e ' - .
The professional integrity of the faculties of the medical schools

» T

-

LS
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is probablx the s;réngest ethical force in the system.
Policies which .deal in a general way w}th,butside
consultations and with conflicts of .interest have been

. adopted by many univer51t1es. ‘However, little specific

- . . /

attention has been- focused on the somewhat special problem

of “consultation to industry and apparent conflicts of interest

that may arise in such-situations with respect to requlatory

B

maiters*invclving_héglth and safety. If a‘SCientist‘employed

by government, industry, a union or a public interest aroup

PN -

offers an'opinian in a Tegulatory natter,ﬂthat‘ind;vidual's

. "interest" status is clear. On the other hand, acadenic
- . N i

»

consultgpts may participate 'in such matters without it being
' apparent to.all parties concerned that the academician has®’

* received or is receiving support or consultation -inccme from a
- % - ’

party to a dispute; Any real or apparent lack of_openness'on
~ the part of the individual consultant could at the least be

misleading and might at Worse reflect aé\ersely or the 1individual
\ ,

and the unlverczty PESpon51b1e companles,,unlons and agencies

: A

should not object to acadenlc consultants revealing trelr .

, - :

re;atlons ip. Acadenlic consultants to 1n§u$try shoulsd completery
-’ [ ]

faisclose such relatlonshlps in requlatory or legislative hearings. .

1
~

“The hearlng authorlty deserves to know of any Dotentlal basis

Y
- ’

for bias or COnfllCt of 1nterest 1n a scientist’'s tectlnonv and

N

_sHould un@er no @ircunstances be led to belleve tha® a witness

Y

-
e’ N
t

~  or the parties affected by the hearings.

’

.

- 4
Academic consultants perform a wide variety of services

- 10 - :
& v

-"" " ! . ll ' t

’
. - N * 4

is an academician completely uninvolved with the issues ;n question

A Y}
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' for industries affected by health and safety regulation;

T \

et . . o - PR N
several of these merit ‘individual comment. :

® A consultant may be ‘a participant in & dispersed
research project cdntributing apecial skills as, for
example, a paﬁhqlogia%bor a bioétgtisfician, or
seiving as one of a group of cpllaborative investigators._
In this telétionship’the-cb;sultaht has an'etAical i
‘/and4bro%essional isgpéhéibility to understand fhe
- ' larger- progeaﬁ/aﬁd to remind thé\prlnclpal investigator
. of collectf/é 1nst1tutlonal'respon51b111t1e=
] Cog;gfgants to‘}ndustry mav also be asked to, plan _
///fzsearch préérams,'revaew research proposals and
< comment on staln;ific studies. These are straight- * =
forward activﬁties whicp should present no problem
‘unleaa the_academ;c‘fesearcher fails to disclose such
;elationspips-aQéropriately in bublic forums,
i _Consultants ofﬁan undertake clihical evaluations far
_purpogéa‘of worker compensationhgaccording to agreed
upon procedures eatablishédeyrthe individual states
. - that protect the riéﬁts of_ali.concérned paréies.
)ﬂphsultaptshmay be‘asked to help identify potential
hamards or appralse thexq'51gn1f1cance. In.thls case
\The 1ndustry has the ra§p0n§1b111ty of notltylng and
- ccdunseling 1ts workers about anv potential hazards l
»
If 2 significant new health risk attributable to
1 éhem{cal exposures 1is encounteréd, the legal

responsibility of industry to report to'governmenp

.' . |
-1 - -

L2
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- .

is'clear. - The consultant &nd the practicing physician

’

might enceunter problems'in two similar'situations.

Th f§rst would occur if the relatzonsh1p between

co . exposure ‘and disease is not clearly causal’, and there

. ‘. R T
was a legltiﬁate difference of ) ional opinion. .
. AR .
‘.7 ' Wrat should the consultant do Ne industry believes -
e ot TN L i
. . there is no problem and the consultantjégﬁconvinced
. f s .

' thit there may be a significant health risk? The
> * -

(]

~ gsécond is one in which thi

‘elétionahibibet§een'~ .
/ .

4 - exposure and dlsgese is well established but, 91nce
the hazard -is not new, reportmg to% government‘
- _ agency may not be r‘%u;red Concerns about compensation .
or 11ab11ity l1t1gat10n may make the comp;§§ reluctant
to confront “the problem and take R!tessary remed1al

~" . , measures. What is the ethical respons1plllty of the

;- o .

* . consultant in this caeé? Vith few exceptiong, neither
‘ ’

: . - the states or the Federal Government -have established
- .

effective. systems for reporting cases of~recognized
occupational or environmental diseakes. ‘-
. ) . 4
{ Academic consultants occasionally relate to intermediary
»

;organlzatlons that iRk turn contract wlth 1ndustry, “labor or

-

d(, govefnment.. In such cases the full &1sclosure requirement wculd

not bq met unless the consultant were to identify not only the

’ - ¢

intermediary firm but also the group contracting with that firm.-

. - .

Recommendations

-~
.

-

* " 1.-The administration and faculty of eacﬁ school of Y

— - ~

- ‘medicine should re-examine their‘bolicies and procedures fcr .
'cOnsultancies-reiating to health and safety regulations.

i

‘. - i)
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’

" of State and Territorial Health Officers and appropriate

specialty societies such as the American Occupational
: " - A

o 'A?'industry Jéeking‘conégltation¢should agree

L
to

¢ Y
+ . « ) J * , 4 ]

« ’ . { f

) . R o,
« “ : . \ ¢ Lo,
- «2. Consultancy agreements shou&d_be augmented where. ™

. ) necessary to indorporate these ethical and administrative, .

principleé:

compl§ with the reporiigg requiré‘bnts of'governménfal

) - 7
agencies and to take other steps which may be

» -

necessary tc rrctect the health of workers ané the

.

general public.

@ If an interme!!ary consultipg firm is involved that.

¢ .

‘firm should require that an iE&ustry\S‘eeking

consultat%on comply with,the reporting reguirements
- :
of governttental agencies.
7 ’ . J

~ .
¢ The consultant should take additional steps if he or she

gusPects that an industry or company is not appropriately
'responding to governmental reporting requirerlents or°
refuses to inform and counsel persons exposed to a ¢

:significant health risk. In such cases consultants:
] . )
should confer with their department, their institutional
S ©

L4 A ]

review board and, if necessary,-appropriate specialty

groups. If there -is agreement that a significant health

s

risk is being hidden, appropriate governmental
agencies should be notiff¥ed. . .

[ ,?ayhents to'faculty members for consultation shéuld

» -

be made through administrative mechanisms estaklished

£ .

by the school.

.o

3. The Public Health Service, workiﬂ% with the Association

«

Medical

.

%

"‘ ' -13 14‘ ' »
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1 . ' , J/
. LY ~ -

) Aégqciation; should‘dévelop'model legislation on the repoxting

-

of cases of environmental ahd occubati&%al'digéases-which have .

/ . - N . -
“already been described in.she scientific literature. v g
, 4. Academic scienfists should fully disclose their =

participation in indﬁséfy-sﬁonsored research projects.and

their sources of consultant income when involved in any v

-

e T -

: phase qQf the,reguléfo:y process.#>An acceptable mechanisgm would
be for individuals to Liét such activities on their ghrriculum
vitae.i The information included should“ﬁden;ifx‘the specific

- company or industry reqqestipg consultaﬁt‘serviges not just

list an intermediary"consﬁ;tind firm,

Implementation and Monitoring g -

-

v Wt if any, ethical or iegal Fodes should be eetablished and how
might se be implemented and momitored to assure expeditious disclosure ~
of research findings ir}iaating grdangerment to pszlic health?

Analysis .

3

The basic and best safeguard for assuring expeditious

disclosure of significant risks to the health or workers or the

public is the personal and scientific integrity of the nation's
c.» . .health professionals.. Many scientific disagreements abcut ~
t ¢ g

health risks are to be expected and the expression of informed '

; +, scientific opinions should be encouraged. Academic‘scientLst.

. should be more involved in, this process through Wworking with !

-
industry, labor, public interest groups and government. Broader
4 4 ’ . . ' v ”
/ participation in the scientific aspects of regulatory policy- ’

;has beern inhibited to some extent by attacks on the personal -

\

= - -
; integrity of participating scientists. Heated criticism during

Y _ : - 14 -
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gubllc\pollcy debates is ‘inevitable and academlc scientists

'should be oareful to s\barate personal values from objective

'sc1ent1f1c flndlngs.

-
~

- . . ‘ . i * . n .
The administrative pripciples already articulate@®* provide
- . ‘

s
:
.

.

sound guidance’ for academic invesiﬁgators and consultants..” The
collective wisdom and integrity of academic scientists will

assist individuml investigators or consultants who encounter

N .

problems or disagreements involving reporting &q éovernmental

egencies, egbeditioug disclosure to workers or the general

- > -

" public, and publication in the open scientific literature.. These

-

diSagreements will at times ‘involve- legitimate differences of {
- / .

scientific opinion abocut cormplex .technical issues. A sound

admlnlstratlve approach and collectlve scientific Jucgrrent is

likely to pe more useful and more effective than formal

led!al or ethical godes. o .

P 17
Recommendations

1,,Mealca1 s¢hools and academic research societies should
consider nk'mifying panels of academic sciehtists willing to

Serve as_cqgnsultants for all -societal groups interested in
health and safety regulation. Foundation support, governmental
-

support, or joint labor-management sipport could help establish

' A {

such panels. - . . .
2. The Executive Council of theoAssociation\Ef Americep

y |
Hedlcal Colleges recommends that thls report be. ‘ﬁllﬂzed as a

dlscu551on document ;or con51deratlon by sghe ‘acaltles of

~

sonstltuent med1ca1 schools. Implerentation and monitoring of

| S-S
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.

_an effective system of safeguards for expeditious disclosure

should be the responsibility of each educational institution.

3. The AAMC would be pléased to review periodicéll§ s

efhg subject of industry sponsored research apd consultation

and to repgrt to the Congress.. '



