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Good Morning. Thank you Chairman Simmons and members of the subcommittee for the opportunity
to testify before you today. | am Dr. John Clarkson, senior vice president for medica affairs and dean
of the Univergty of Miami School of Medicine. | am testifying today on behdf of the Association of
American Medical Colleges (AAMC), an organization that represents the nation’s 126 accredited
medica schools, over 400 mgor teaching hospitals and hedth syslems — including over 70 VA medicd
centers, more than 105,000 faculty in 96 academic and scientific societies, and the nation's 66,000
medica students and 97,000 residents.

| am here today to talk about a number of issues related to the research program administered by the
Office of Research and Development (ORD) within the Veterans Hedth Adminigtration (VHA). | shdl
firdt address the legidation to establish an office to oversee research compliance and assurance within
the VHA, but | then wish to turn my attention to two other issues that have been receiving much
attention lately and have generated agood ded of confusion and congternation within the VA research
community, much of which is composed of medica schoal faculty with joint VA gppointments. Those
issues are the reports of anew vison of ORD leadership for VA research, which gppearsto involve a
shifting of prioritiesin the dlocation of VA research dollars, and aleged actions by ORD |eadership that
have been perceived as thregtening the integrity of the peer review system. Before going into the details,
| think it important to offer the Subcommittee some context as to why these issues are so important to
medica schoals, and why the AAMC is an essentia stakeholder in these decisions.

One hundred seven of the nation’smedica schools maintain formd affiliation agreements with VA
medica centers. These afiliations, which slem from the semind VA Policy Memorandum No. 2
published in 1946, have proven over nearly 6 decades to be mutualy beneficia by affording each party
access to resources that would otherwise be unavalable. As stated in the Policy Memorandum, the
affiliations alow VA to provide veterans “amuch higher sandard of medical care than could be given
him with awhadly full-time medical service” In return the medical schools gain accessto invaluable
undergraduate and graduate medica education opportunities through medica student rotations and
resdency postions at the VA hospitas, and faculty with joint VA appointments are afforded
opportunities of research funding and access that are redtricted to individuals designated as VA
employees. They represent the full spectrum of generdists and specidists required to provide high
quality medical care to veterans, and, importantly, they include accomplished sub- specidists who would
be very difficult and expendve, if not impossible, for the VA to obtain regularly and dependably in the
absence of the effiliations.  These jointly gppointed dliniciantinvestigators are typicaly attracted to the
afilialed VA Medicd Center both by the chalenges of providing care to the veteran population, and by
the opportunity to conduct disease-related research under VA auspices.

With regard to H.R. 1585, which would establish an Office of Research Compliance and Assurance
within VHA, let mefirg say that the AAMC fully supports the principle and intent of thislegidation.
The AAMC is deeply committed to promoting clinica research and is recognized for its strong
commitment to strengthening and assuring the protection of human research subjects. The Association
severd years ago actively supported the establishment of the Office of Human Research Protections
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(OHRP) in the Office of the Secretary of the Department of Hedlth and Human Services. Similarly,
when VA firg created the Office of Research Compliance and Assurance (ORCA) in 1999, the
AAMC supported the placement of that office under the Under Secretary for Hedlth, and the
Association shared the concerns of many when VA decided to diminate ORCA and establish an office
with very smilar responghilities within the purview of ORD. We bedievein principle, as this bill would
require, that oversight and compliance functions should generdly be separate from the promotion and
funding functions of a program. Accordingly, we were reassured earlier this year when VA announced
its reconsderation of its earlier decison and returned to the Office of the Under Secretary a new Office
of Research Oversght (ORO) to assume the compliance (but not the educationa) responsbilities
formerly exercised by ORCA.

| shal now turn to the two other issuesthat | mentioned earlier. AAMC is certainly aware and very
disturbed by the uncertainty, anxiety, and anger that seem to be railing the VA research community over
recent decisions reported to have been made by the leadership of ORD about the future directions and
practices of the VA research program. We suggest that there has been alack of transparency and
clarity about both the reformul ated research god's and the practices by which they are to be
implemented, and we believe that thislack has contributed to confusion, as well as possible
misinterpretations and misunderstandings about a number of important issues.

The AAMC recognizes that the Department of Veterans Affairs supports medica research as part of its
mission to provide and improve hedth care to our nation’s veterans. The AAMC bdieves, and | think
VA sharesin this, that ahigh qudity biomedica research program enhances the qudity of veterans
hedlth care. We understand that al components of the VA research program - laboratory and clinicdl
research, rehabilitation research and development, and hedlth services research - play amgor rolein
this enhancement. The Association aso respectsthat fact that it is the prerogative and appropriate
function of the Office of Research and Development periodicaly to review and, when deemed
desirable, to re-bdance funding acrossiits research portfolio in the way the office determines will best
serve the needs of the veteran population. However, AAMC aso recognizes that such review and re-
balancing can creste great anxiety by threatening settled expectations within the research community,
and, therefore, believes the process is best accomplished with broad consultation involving all
stakeholders, and with clarity and trangparency to avoid misunderstanding.  Put differently, the VA’s
biomedical research community is overwhemingly compaosed of jointly appointed medica school faculty
who would better be treated as colleagues.

The Association is concerned that the way the current process has been conducted, and recent changes
announced, often incompletely in the scientific and trade press, has not sufficiently engaged the VA
research community or given them gppropriate opportunity either to provide input into the decisons, or
to understand and adjust to the potential consequences for their own programs and careers.

Under the newly proposed shift of funding, it has been reported that there will be a de-emphasison
basic science, what VA refersto as “laboratory science”” The AAMC suggests that ORD should
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proceed cautioudy here because “laboratory science” is frequently conducted by jointly appointed, sub-
specidig dinician faculty members, whose loydty and commitment to VA could well be destabilized by
the perceived loss of opportunity to pursue their research interests. As| stated before, replacing the
qudity and spectrum of hedlth care services provided by such physicians either by full-timeVA
practitioners, or, reliably and dependably, from the private sector would at best be difficult and a worst,
may not be possible. The AAMC is dready hearing anecdota evidence from some of its members that
the threat of shifting dollars away from basic or laboratory science is causing some faculty to consder
dropping the VA portion of their appointment.

The AAMC is aware that the Office of Research and Development has sought consultation from severd
“Blue Ribbon Committees’ as it developed its plans, but the identity of the “Blue Ribbon™ panelists was
only just recently reveded on the ORD Web ste. Wethink it unfortunate that the formation of these
committees, their charges, and their rosters were not more promptly and fully communicated to the VA
research community. And athough we commend VA for posting the Pand rosters, afull explication of
the consultative process, as well asthe Pandls' fina recommendations, remains to be disseminated.

The final matters | shal address are the dleged actions by ORD leadership that have been interpreted
by many as threatening the integrity of the VA merit review system. Peer review is the bedrock of
quality assurance in research and scholarly accomplishment. It is a process deeply respected among
scholars, and, arguably, it is one of the mgjor reasons that the U.S. has attained a position of world
leadership in biomedica research snce World War 11. The academic medica community isafierce
champion of the peer review system, which we firmly believe is the best way to ensure that public
investment in science will be directed to the most outstanding and crestive research proposas. Recent
actions by ORD |eadership appear to have changed the way merit review scores inform funding
decisons by superimposing without prior notice new criteria to address the “relevance of the research to
the veteran population,” the investigator’s “prior productivity,” and the “investigator’ s sage in their
caer.” Asan asde, let me note for the record that research conducted under this program has dways
been statutorily required to be relevant to the veteran population, and that the number of designated
research areas was expanded from 9 to 17 just afew years ago.

The AAMC certainly agrees that these criteria are relevant to the merit evaluation process, but we argue
that proper peer review should dways, and in my own experience, in fact does, take into account an
gpplicant’s productivity and record of prior accomplishments. Evauation of productivity and relevance
to agency misson is not only necessary but intringc to arobust merit review process, thet is, these

cons derations should be incorporated into the peer review process and not superimposed after the fact.
AAMC does acknowledge that in assessing “borderling’ proposals, thet is, those whose merit scores
cluster around the pay line, funding agencies often do exercise discretion in sdecting for funding those
gpplications deemed most important and relevant to the agency’ s mission, and we respect that ORD has
that authority. However, in the current instance, the perception of the research community has been of
arbitrary adminigtrative manipulation after the fact, and it is that which has o roiled the community. The
AAMC grongly urgesthat if ORD believesits Merit Review Pandls are not performing to expectations,
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those expectations should be made clear, and the panels refreshed and recharged, as necessary. |
emphasize that the AAMC' skey concern hereis that the integrity of the peer review process not be
undermined or otherwise compromised, in gppearance or in fact.

In conclusion, let me re-emphasize the AAMC' s unwavering support of the VA affiliations, which we
affirm to be mutualy beneficid relationships from which both partners receive great vdue. The AAMC
believes that the VA research program has been respected over the decades for its generdly very high
qudity and rdlevanceto VA'’s hedth care misson, and, as| previoudy Stated, it has served asan
important recruitment tool, especidly for high qudity medica sub-specidists. AAMC respectsthe
prerogetive of ORD to monitor the quality of its research programs, and periodically to review and re-
bal ance funding across its research portfolios. However, we urge that any re-baancing be
accomplished through a déliberative process that includes communication and appropriate consultation
with stakeholders, whose careers can be unsettled as aresult. Without such clear and effective
communication, confusion can be rampant in the research community, and the perception of
destabilization may lead some highly talented and medicaly essentid faculty membersto drop the VA
portion of their gppointments, aresult that would benefit neither partner.

The AAMC has been discussing these matters in meetings between VA leadership and AAMC
executive saff and condtituents; these sessions have been candid and cordid.  The Association will
continue to pursue these gpproaches with the goa of assisting VA to sustain aresearch program of the
highest qudity and greatest potentia benefit to the veteran population.

We appreciate the opportunity to testify before the Subcommittee about these very important issues



