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scienti fic and prufessi'lll<tl societips. IdllJ$p mpmbers parti cipa It ' j II thr-

b-iOIllPdicd] T'psparch sllpportf'cl hy tI)(, XaUonal Institutes of Health (~IH)

III fact. over half of the exll'amural research funded by the I\IH is

\\'1' commend L11l' Commit lpp for it ~ thoughtful revi sioll~ of Til] f' '\' (r

tlw Puulie HNilth Sf'lde\ ,\e t. including tIll' IJl~l'Pssary rpJl!'waJ of tlJl'

assistance progrdlh of the' Xclliondl Libral'y of Medkinl' (r\LM) , ami L11l'

~atjon(jJ RpsPiircll SPJ"vjct-' Aware! (~RSA) pl'ogram. In tlds pro of jmportiil1t

new research opporlulliU('s. j L is essenlirtl lhal these programs he proddpd

w.itb adt-'(}uatp authorizatioll levels to alloh' for thp )JPcessary ~rowth to

take full advanlagt~ of thesp opporlunities.

Of particular import anC'p to thE' Association is the NRSA program, which

FY 1989. We understand that this level of funding will provide support for
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provides valuable research training support for the next generation of

biomedical and behavioral scientists, Based on separate analyses h~ the

NIH and the AAMC Dh'ision of Biomedical Research. we endorse the $350

million authorization level contained in S. 2222 for the NRSA program for

Clpproximately 13.465 trainpes. as recommended by the National Academy of

!



by \"TH. It is impor't.allt tlldt suffjejPllt [undine bp availrihlp til irllTI'rlSP

Reseal'ch Facilitips Construct io!'

"omIllHlpl' by ChrISP X Pplprso/l, ~l D. PI'I'~idl:'lIt of The> llniversity of rtali

reSed!":!' facj}jUp~, const.rucUoll rllllhor-it ~ ill Title I of t.hp S.222~ T!ll

I

academic research infrastructure.

Aeille r1 III1 obsolete resem'ch buildings dIll: ou'erit it'(llly poor cOIJdHio/l

critical nepu for revilalizaUolt of our research facilities alld reaffirm:;

the apPl'OpriClI f'nC's~ of tlw ff'dl:'ral rolp in maintaining and expancline the

11J'eeminent hiol/Il'dic(tl reSPfll'l:h hnd to Inrlinlain our interndUOll.1]

supl:'riorHy ill biollledi('ill sdeJlcP. Tillp J of S. 2222 recogni7f'S tIll'
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ThE' federal government. through the NIH. has been an unparalleled

source of support for the biomedical research conducted in the nation's

medjcal schools and teaching hospitals. Academic medicine's partnership

with the Federal government in this area has led to dramatic advances in

thE' improvement of health and the conquering of disease and premature
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instil uUOIJ" h SpOIJS"! ed by XI!:. il h rpClsollabJc> to eXlJect thilt ~IIl

Congrp.s~· request to expJ O!'P t/r,' l·esp.~r ell facili ties defit: H. It \~ClS ills"

dn anulial investment of $301 mini"l' i~ lII'edpd simply to maintain tb

existing invell1 (lry of reSI'n] c/r ral i Jj I il'~, ResPal'clJ SprHT ill Jflll~1

institutions is user! su intellsl\'e]y, al1li is <It such a premium, that it h

Jlot rea]]y adequat (' [(I}' existing programs, If \\'t' hopt' til p)"piwd

biomedical research endeavors in order to make advancements against

emerging health cris(·s rUlrl intrartable health prohlt'ms. ne\\' and moderJljz(>(J

facilities will he essentjal.

The facilities in our institutions havf' not been able to keep pace

with the expansion in biomedical research primarily because funding

mechanisms for construction costs are inadequat P. Tax-exempt borrowing and

charitable contributions, previous sources for private universities, were

seriously constrained by the J98fi Tax Rf'form Act. ~oreover, the mechanism

3
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TIll' ('nn~tnwt.i(lJI (111t!wJ"i1y in S 2222 \\'il1 hegin 10 audlPss til{'

critk<d npt>d t I) rpmnd"l. / pplricf'. and ellhancf' t.llt" current biompdicaJ

respal'C'h infrC:ls1ru('1\l1'I'. II \\'j]J ('ltablr' ~1H 10 reemhark OIl a systemi1t.i(.

coordinated approach ttl /IIf-opUlIg facilHies' needs around the count/'y.

Sevpral PSSE'II tial complI/It'1I1 s of a [(ld1it Pb pI'ogram an' contallwd ill

S 2222, inducting d mat ('hing for /11111". ,1 /IIerit rt>\'le\\' requirement. aIlcl

rl Jong-lH~gle('tpd rtl'f~rl of fp.dp/'(JJ J'Pspo/lsibility A renewed federa]

1'(1) t/lf'1 sldp jn mi1intainjng tilt, totC:ll rpsl:'dJ'c'h infJ'astruc1urp \d]l hp)p

ensu/'p tIll' preeminpncp Anlt~rka's biomedical research enterprise in tJll'

Yf'flr~ 10 conll

Research Centers

Given the existf:IICC' of 111P ne\\' general construction authority in TiUp

r. the AAMC questions the need for a separate authority in Title VI of the

bill for the National Center for Nursing Research. We are concerned that a

separate construction program will duplicate. and draw funds away from. the

general constrnction authority. The facilities needs of nursing research

programs should compete on an equal footing with the facilities needs

identifjpu in other areas of biomedical and behavioral research.

4



Support u' SIH I· l'pnt('r~ rprognjze:-: I hI' Iwpd for ill,Ills t i t.utl-' Uli Agi ng

lIlI' \',lUlllld~ IlIsI jf ut f' or XCUt o]ogil'a] alld Commllnicative Disorders anl~

Tit!' .\.\'Tr SII1'1 1I i .. Tit]t,.- III dlld n' of S 2222 10 cj,."ve]op O!' eXI1'l'I'1

increasp<! l'psearcJJ cdp.wily h, tllt'St' arPiiS, iJlclmliJlC tIll' np('l) tl, tl ai'

addiUOll,l] srienUsls t () dl'vl']op and pursup promising research leads \fitll

Itp;J1 tit IWofl'ssiom: l~duCdUlItI Ilt'Ogt'cllll:-: fur eet ia ld I'S unde l ' spell Otl 788[P~

;:ltId It'ainiIlg art.h-iUl's for st uden: ~ of lI\I' hp,lllh professions" sppcifh'd
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R('~ardine Tit]p II. tlH-' AA~!C SlIpplll IF tIll' SP\'(~riil stpps till'

lt~~islatioIJ take:-- tll t'l,rtcth-ij: (.. IlH U olla] discussion and considet'aLlun of

elhical matters l'daUng to [('tdl reSf'aI-c!J At tll(' sanlP tinlf', \\'(' art'

oppoSP.CI to tIlt' two·-year extension of the statutory moratoriunl on thp.

ability to exercisl' 1Ill' \\'i1h'p)' of tllP regulations governing Federal l~

funded fetal research.

Tile federal regulations pertaining to the condm't of fetal research

were established in 1975, and were based on recommendations made by the

National Commission for the Protection of Human Subjects of Biomedical and

Behavioral Research. The regulations ensure that pregnant mothers and

5



h"il I, (-'fIlial forcl', tllp~ PIISII'"/-

llplJOld 111f' diglJily find /TIlll <1] SL;ll!' 11' 1/1di\'idu(j] persons and ff'tllsP~: \,'lIill'

Ad':h;nry BOcl!"d (FAR: and til,' Hlrs SPCI'l'til!'y'l' iluthority to w<.d \'f' Lilt'

eWlltlin~ sodety to ful fi]] i (s nrllw'c!l alit! pl'ofolllld lIl'ef' to ScI\"" <till!

}I'gnlalhHls in extraoJ"(lilJdl'j' ci!"l'Il/TIs1 dll( !'~;" lIil\',' 1)('1')) susppnrlpt! Sill/" HJnO,

\,'din:} CluthrJ}'j ty

f'!Iar" '~I of tlw first EAR pxpi!'Pt! ill 1qnO, 'Ill' Roanl hilS np\'I:'I' beel

S;IH (' till

ThesE-' elf' f<::lett) aml ell' JUJ'l-' restJ".icUoJls have caused the fpta] resParch

of till" wa ;n!r cllld mcUldatecl a stucly of thf~ ethicill implications of thl'

j'r'ars, In t ha I t illlt'. j t appl u\'{'d OliP \"rtj\,(!r' of t lIP rpgulat jom"

regula tions to lose the careful /TIoral balance they were designed to

l'Pii('th'aled III 198:-;. ron!.:i·t'~' 1'1(trTd d tIlJ'pp-yf'aJ moratClJ jU/TI OJI till' U<.;,
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maintain between th£' pursui1 of fetal and maternal life-saving advancements

and the safeguarding of human research subjects. The result has been a

diminution of federal support for fetal research and widespread confusion

about federal laws and rules governing it.
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Bio/llr>r!krll EUdc'l-' !"In,ll'd alld Alh j"Ol'y C;on'mill ..... In sludy Uw "/latl'l',-

v.'1tf'1I COIIgr'pss ell,ll'tl:'d th.... t hrpp-year' long prohihitioll of thp \\'ith'l"

moratllrjum, j( \\TjJl fail to )'psto)'{, HIP f'Onilil it ITJI'/ll

flhiCi11 Ac1\'isnI'Y Ru(1) d rOllpll'd Ifill: tI)t' lift illt of tlw mora11lJ jun, IlII tlH

\\',) h'p.I' aulhorit ~, BI't,ll1Sf' S 2222 f'stahJish(~~ all EAB \\"ithout lifU/lt: I h..

authority in HlB:i, jl did so \dth til(' jlltP/lt inll of appoillt i/l~ tl!f'

to tltl rniIlim,1l ) isk ~li1l1dc11'11 pstahlishpd for hwni1I1 ] PSPiH rl, slllljl'ct~ TIll'

Biumedi cdl Ethics AIJ\ j sor~" Conllll itt PI' ha~ not been appointed allli. perforce',

tilt. plhical is~"alPs anel COI)('('] TW tllrll If'd (n till' moratorium Imve not hpc')1

explol'eel.

III 0111" \'ie\\", tlH:' E'thical issuf's and concerns that ha\"e cast such duuht

ao
<.l:1
1::
(1)

a
8
o

Q

on the waiver authority are misplaced, The waiver is, in effect, a safety

vah't' which enables fedf'lol research to be responsive amI adaptj\'(, to

extraordinary develop/llt'nll: in medicine and human biology, A researcher's

ability to seek a waiver means that consideratiolJ can be given to a project

which may be of indeterminate risk but hold overwhelming promise of

improving health and the chances for life,

A project cannot receive a waiver without undergoing a painstakingl~'

I
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If Ulf~ I'PSp,1! ell Pl'opusa] is cleared at these levp.]s, it advillll'l'"Directol

III makill~ ij (Jt·,tf'rmina1ioll aboul \\"ah'iTl~ s!'P('jfjl' }'I'quirempnts of the

no other' mpcUlS f'xht h~ \\hi( I) tIll' hprH'f.iI~ could be obtainpd. Thf' EAR

tlJ(' proposal. If tIll' E.o\R aPIWfI\'I", tIll' I'CSf'ilrc]l proposal. tIll· find]

to tJlf' Fthicij] Addsory BOi:IJ'd. TIll' FAll uses stric1 re"ip\\' (Titprjrj ill

regulations. tIlP Secrptdl'~ mus! h.... ("PI tain thdl lhp risks to lIlP subje('~

assessing lIll~ riSKS a/lll hl·npfHs of UtP resparch proposal aud ensuring tltn I

an' fiir oUbieieht'd by till SUIII of tlJ/' !Wllt'ri t~· t (l tlJ(' subject, that tile
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imporlancp of thp knowledEP til hI' gainpd ",eu'I'cUlts the USI: of til!' ~'ajver,

awl thaI tIll' hCJI(,fjts can aBly be eajnf'd 1111 (lug), thp ~'ain:l'. TIll' ap!Jl'(l\'al

of the \\"aiver must bp published as a public notice in the Federal Regist el

Clearly, the waivPl' authol'i ty h; a cOJnl'lPX mpchanism which is employed

only after rigorous revie\\' and puh]j c deliberation. It enables reasonelJ

ethical consideratiOJI to be gjveB to research proposals whIch may not be

able to meet all the requirements of the regulations but which hold the

promise of such significant benefit to fetal and maternal health that

ignoring the potential would leave society morally bereft.

The AAMC believes the positive steps S. 2222 takes in helping to

advance public understanding of the ethi cal issues involved in federally-

8
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"

1he exlpllsjoll of the morellol illlll 0/1 lhp LISP of lllp wajvpl' aUlhority Idll

Sl't bad~ fo] anothp/ 1\0.0 YPi1J'~ ,my Jlussibjljl~ of sjgnificant ft'denll

involvement ill tl1l' effort lo <\lh'<tlJcf- in1porlan1 nel' life-savine amI lifp-

.\ ~W( llJld <1ll'd of ('0111"1'1'11 to 1hl' Af\~lr j<; till' Iwoposal fill' .1 ~aljOlli11

1'/I1hllSiHs1 i(;i1l1~ SUlJJIIIr1~ II", CIl(lI'di:ldl ion of fp(If'raJ pfforts ill till' HI t'ii

or mediccll rehahilit aUcl/I l'PsearTIi. WI-' e111 not dgrp(' that tlw propospcl

sll"lw1UJ"l' is the 1II's1 mptltorl of H(l:omplisllin~ this goal. Thh: proposal

,lppeal'S 1(I gil fel!" lJpyollll el c()cl/'dillclU\'p fUllrUul: Indeed, lIll' statpl~

}lllI'POSt' of this fpn1p/ .i/1 Tilh' V h' "11ll' COlldlW1 and SUpPO] l of

biomedical and related research and resPill'ch training...." It is uncleaI

from Uw proposal what t ypP of r(~search would bp supported, and hm,' such

l'esearch would relaLe to existing rehabilitation research programs wilhill

the other national research institutps or olher federal agenices, including

the Veterans Administration and thp Department of Education's National

Institutf' of Disability and Rphabilitation Research. In addition, the

current fiscal climate raises serious questions as to ho\\' this Center would

be funded if it undertakes to support such research.

9



sectio/l 48C1F of the bi 11

existi/lg research ami dt>\'e]op flll.url~ prioritips.

inroJ'II.,.l ill!' flll till pm:ili(lJ:~, ('onli1irlPd ill tJ'b slatl'fiIf'nl

and would bl~ please!l to work with till' Committel' st.lff tu prodd~ addition.l]

.'
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