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The Associacio: of Ames loar Medicdl Collepes (AAMC) appreciates 11«
opportun:'y to comven. o €0 22220 the Naticnal Rescarch Institotes
Reauthorizalion Act 7 198F " The AAMC represents all 127 accredited US
medical schools and their students, 435 teaching hospitals, and 8%
scientific and professional societies, whose members participate in the
biomedical research supported by the National Institutes of Health (NIH)
In fact, over half of the extramural research funded by the NI is
conducted in the institulions represented by the AAMC.

We commend the Committee for its thoughtful revisions of Title 'V «f
the Public Health Service Acl, including the necessary renewal of the
expiring authoritiev under the XNational Cancer Institule (XCI), the
Natiopal Heart, Lung, and Blood Institute (NHLBI), the medical lbrar
assistince program of the National Library of Medicine (KNLM), and the
Nationel Research Service Award (NXRSA) program. In this era of important
new research opportunities, il is essenlial that these programs be provided
with adequate authorization levels to allow for the necessary growth to

take full advantage of these opportunities.

Of particular importance to the Association is the NRSA program, which
provides valuable research training supporl for the next generation of
biomedical and behavioral scientists. Based on separate analyses by the
NIH and the AAMC Division of Biomedical Research, we endorse the $350
million authorization level contained in S. 2222 for the NRSA program for
FY 1989. We understand that this level of funding will provide support for

approximately 13,465 trainees, as recommended by the National Academy of

-
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Scirnces Tuct hote o7 Meddicines Porsonne! Needs Stady In addition, tunds
worlt be availalle to provide paxmonst of S021 tuition for predoctoral
trainees and 1o increase the stipends te $8,500 a year for predocloral and
10 al average of S21100 o yeer for postdoctoral trainees, as 1ecommended
by NXTH. Tt is important that sufficient funding be available to increase

stipend levels without 1edading the pumber of trainces

Research Facilities Constructionp

The AAMC. having endorsed the recommendations made earlier to this
conmitlee by Chase N Peterson, MD, President of The University of Utah
o1 hehalf of the AAU and NASULGC supporis the biomedical & behavioral
rescarch  facilities construction authority in Title I of the S$.2222 Th
research infrastructm e in ovr wniversities and medical schools iy e
critically poor condition Aging and obsolete research buildings and ow
moded instrumentation are begiming lo jeopardize our ability te condudt
preeminent biomedicdl research and to mainlain our international
superiority in biomedical science. Tille 1 of S, 2222 recognizes the
critical need for revitalization of our research facilities and reaffirms
the approprialencss of the federal role in maintaining and expanding the

academic research infrastructure.

The federal government, through the NIH, has been an unparalleled
source of support for the biomedical research conducted in the nation's
medical 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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death  While e federad suppart fo hiomedlced researclt granls continues
the coverament’s comeitment to mairtaining the facilities component of the
reseqarcl infrastructure hae beep virtual’y por-existent for the pest 20
years  Given thet sou mech of the resecaiclh being conducted in ow
institutions js sponscred by NI, it is reasonable Lo expect that NIH
should also contiibute te the cost o7 Ui space needed to house the

research

The AAMC has developed o model to estimale the financial need to keeps

"

currenl academic research facilities "in shape ™ The detaile of this
analysis were presented to 4 group of onlside experts convened by NTH, at
Congress' request Lo explore the resewch facilities deficit. It was alse
appended to Dr. Petersopn’s te«limony to this Commitiee. In o estimalijon
an annual investment of $301 million j< needed simply to maintain the
existing inventory of rescarch facilities,  Rescarch space in mo-t
institutions is used so intensively, and is at such a premium, that it i«
nol really adequate for existing programs. If we hope 1o expand
biomedical research endeavors in order to make advancements against

emerging health crises and intractable health problems, new and modernized

facilities will be essential.

The facilities in our institutions have not been able to keep pace
with the expansion in biomedical research primarily because funding
mechanisms for construction costs are inadequate. Tax-exempt borrowing and
charitable contributions, previous sources for private universities, were

seriously constrained by the 1986 Tax Reform Act. Moreover, the mechanism
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of indire t cost seimbhiersement does not pecessarily result inoa ful?

recovery of coste

The construetion anthority in § 2222 will hegin te addiess the
criticel need to remodel, replace, and enhance the current biomedical
research infrastructure. IU will enable NTH to reembark on a systemstic,
coordinated approach to meeling facilities’ needs around the country.
Several essentinl components of a facilites program are contained in
S 2222, including a matching formula. « merit review requirement. and

c1iterie for delermining grant awards

"Ry acknowledging the appropriateness of the federal! role in
biomedical research facilities construction. S, 2222 will begin to correct
a long-neglected area of federal respousibility A renewed federal
partnership in maintaining the total research infrastructure will help
ensure the preeminence America's biomedical research enterprise in the

years to come

Research Centers

Given the existence of the new general construction authority in Title
1, 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 construction authority. The facilities needs of nursing rescarch
programs should compete on an equal footing with the facilities needs

identified in other areas of biomedical and behavioral research.
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The AAMC supp o is Titles T and TV of S 2222 1o develop or expand
centers foer the stuady of deafness and othey communicative disorders within
the Nationga! Institute of Xeurological and Communicative Disorders and
Stroke and centers fou geviatric research and training within the National
Institute on Aging  Support of such centers recognizes the need for an
increased research capacity i these areas, including the need {o tiai
additional scientists to develop and pursue promising research leads With
respect to the geriatric center< the AAMC believes that the "educational
and training activities for studenis of the health professions” specified
in Title TV wil) not daplicate, bt rather will enhance, the exisling
health professions education programs for geriatrics under seclion 788[e]

of the Public Healll Se'vice Act,

Felal Researcl

Regarding Title II, the AAMC supporty the several steps the
legislation takes to reactivate pnational discussion and consideration of
ethical matters relalting to fetal research At the same time, we are
opposed to the two-year extension of the statutory moratorium on the
ability to exercise the waiver of the regulations governing Federally

funded fetal research.

The federal regulations pertaining to the conduct 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
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babiee wil? be able 10 benefit fror biomeldic 7 science's abjility to
understend humen developmen’ i conguer e distases which car deprive
feinses o7 the chanece for 1ife and health Kith equal force, they ensure
that fetal jesearch vondocted with feder ol funding adheres to a stridt
moral code and ethica' standard of respect for human life  The regulations
uphold the dignity and moral status of {ndividual persons and fetuses while

enabling society to fulfil! its natural and profound urge to sdave and

enhance 1ife

Two essential components of the federal pegolations, the Ethicn)
Advisory Board {(FAR) and the HHS Secretary's aulhority to waive the
regulations in extraordinegry circumstances, have been suspended sinee 19806,
Activated for the fus! Ume In 1078 the initial EAR existed for only tuo
years,  In that time, it approved one waiver of the regulations  Since the
charter of the first EAR expired in 1980, the Roard has never beel
reactivated  In 1985, Congrese placed a three-year moratorium on the use
of the waiver and mandated a study of the ethical implications of the

waiver authority

These de facto and de jure restrictions have caused the fetal research
regulations to lose the careful moral balance they were designed Lo
maintain between the pursuit 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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Tt is incumbent wpna the Copereac o restore the federal commitment to
fetal research and the advancements< i1, felal and maternal health it makes
possihls Restering the commilment vequires the peactivation of the
Fthical Advisory Board coupled with the 1ifting of the moratorium on the
waiver authority. Because S 2222 establishes an EAB without lifting the

moratorium, it will fail to restore the commitment

When Congress enacted the three-year long prohibition of the waive:
authority in 1985, it did so with the intention of appoiuting the
Biomedical Ethics Board and Advisory Commillec to study Lhe "nature
advisability, and biomedical and ethical implicuations of exercising any
waiver” of ths federal regualation that holds non-therapeutic fetal research
to the nminimal 1isk standard established for human 1eseach subjects The
Biomedical Ethics Adiisory Committec has nol been appointed and, perforce,
the ethical issues and concerns that led to the moratorium have not heen

explored.

In our view, the ethical issues and concerns that have cast such doubt
on the waiver authority are misplaced. The waiver is, in effect, a safely
valve which enables federal research to be responsive and adaptive to
extraordinary developments in medicine and human biology. A researcher's
ability to seek a waiver means that consideration 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 projecl cannot receive a waiver without undergoing a painstakingly
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carefi] ethic ond sojeatific examination  The examination entails six
Tevels of review and app oval beginnitg with 2 Toca? Tpstitutional Review
Roard  Federal level review is conducted by the relevant NIH Study Sectjorn
and National Advisory Council and the appropr iate Instititle staff an?
Director  If the research propusal is cleared al these levels, it advances
to the Fthical Advisory Board. The FAB uses strict review criteria in
assessing the rishs and benefits of the research proposal and ensuring tha!
no other means exist by whicl; the benefits could be obtained. The EAR
deliberates in public and miay soliejt public comment and consideration of
the proposal.  1f the EAB approves the research proposal, the final
decisior to approve or disapprove the project rests with the HHS Secretary
In making a determination about waiving specific requirements of the
regulations. the Secretary must be certaio that the risks to the subject
are far outweighed by the sum of the benefits to the subject, that the
importance of the knowledge to be gained warrants the use of the walver,
and that the bencfits can only be gained through the waiver. The approval
of the waiver must be published as a public notice in the Federal Registe:
Clearly, the waiver authority is a complex mechanism which is employed
only after rigorous review and public deliberation. It enables reasoned
ethical consideration to be given 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 ethical issues involved in federally-
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fondes fotel research alone cannot! restore the mucli-needed fed-ria?
commiton n’ Lo researd)s in fetn? and msternal health Mandaling Uhe
pstablishme 1 af the Ftirice) Advisory Board and supporting « new effort to
examine issnes in federal fetal rescarch cannol make up for the fact thit
the extension of the moratotium on the use of the waiver authority will
st back fm another two years any possibility of significant federal

involvement in the effort to advance important new life-saving and life-

enhancing procedures and therapies fos fetuses and pregnani women

Rehabilitation Rescarch Cented

A secwid area of concern to the AAMC is the proposal for i Nalional
Center for Medical Rehabilitation Researoi it Title v While the AAMC
enthusiastically supports the coordination of federal efforts in the area
of medical rehabilitation researcl;, we do not dagree that the proposed
structure is the best method of accomplishing this goal. This proposal
appears to go far beyond a coordinative functioe Indeed, the stated
purpose of this Center in Title V is "the conduct and suppor U of
biomedical and related research and research training....” IL is uncleat
from the proposal what type of research would be supported, and how such
research would relale to existing rehabilitation research programs within
the other national research institutes or other federal agenices, including
the Veterans Administration and the Department of Education's National
Institute of Disability and Rehabilitation Research. In addition, the

current fiscal climate raises serious questions as to how this Center would

be funded if it undertakes to support such research.
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I the goal ic to cooprdina'c exieting federsl research efforts in e
areo of medicad rehaliilitation the AAMC 1ecommends that the coordineting
compitlee consistine of representalives fron the appropriate research
institutes and other federal agencies he established, as proposed in
section 486F of the bill This commilter could be charged with
responsibility for developing the national research plan to coordinale

existing research and develop fulure priorities.

The AAMC appreciates this opportunity to comment on this legisletios.,
and would be pleased to work with the Commitiee staff to provide additiona’

inforn.tion on the positiors contained in this statement
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