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EXECUTIVE SUMMARY

“make recommendations for a process for the submission, review, and approval of
research grant applications. The process shall give priority for grants to applica-
tions that are intended to gather preliminary data for submission for a subsequent
proposal for funding from a federal agency or foundation, which awards research
money on a competitive, peer-reviewed basis.” (62J.693, Sec. 11, Subd. 2)

Based upon this directive from the 1999 legislature, and amidst general discussions about the most appropriate
use of Tobacco Settlement Endowment funding, the Minnesota Department of Health with the assistance of the
Medical Education and Research Costs (MERC) Advisory Committee sought to identify the objectives of a medical
research grant program, and define an appropriate, efficient and fair process for awarding grants to qualified
medical researchers for a medical research grant program within the State of Minnesota.

The development and execution of medical research, and the infrastructure for funding that research is highly
complex. Overall, the purpose of a medical research grant program is to connect bright, intelligent researchers,
who possess insight, ideas, scientific and methodological skill, with the broader consensus of the state and
nation regarding which areas of medical research have the most significant impact on individual well-being and
the broader social good, and apply the resources of the researchers to solving the most challenging problems
(diseases, chronic conditions, therapy applications) of medical research.

Given these broader goals, the challenge of medical research, and the desire to make the best use of the quali-
ties of the many fine individual researchers in the state, and the research institutions which support them (for
which the State of Minnesota is well renowned and regarded), the question should be raised: What is the best
and most appropriate role of state government, and what is the best application of state resources to address the
challenges of medical research at the state level? Some have suggested that the most valuable way of utilizing
limited state resources toward the funding of research would be to use state funds as seed money to give
researchers in Minnesota a competitive advantage relative to researchers in other states. This approach would
appear particularly appropriate and fruitful given the increasing levels of federal research funds becoming avail-
able through the National Institutes of Health and other federal sources. This strategy would allow for smaller
seed grants which could support preliminary data collection in the development of a grant proposal to leverage
more substantial federal funding. Not only would the state bring in federal funds for research, but the state may
reap economic benefits in the future as developments made possible by the funding of research are both trans-
lated into clinical practice and used in the development of medical device advances and other manufacturing
areas.

The challenge of approaching research funding from this perspective is identifying the types of research that
would most likely bring in federal funds and lead to future economic development. It is widely held that
“Clinical Research”; involving the studies of human disease and how body systems are affected by the disease
process, or “Applied Research”; studying diagnostic and therapeutic modalities involving human and animals in
clinical and laboratory trials, may be more likely to leverage funding from federal research agencies, or other
private and foundation sources. It is certainly true that some specific types of research have traditionally found
favor as candidates for specific types of medical research funding. Applied and Clinical Research fall into this
category relative to the traditional funding sources such as the National Institutes of Health, or private founda-
tions. Nonetheless, there is no guarantee that one or two particular types of research, or a particular research
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approach will continue to find favor amongst federal and foundation funding sources, particularly in a dynamic
health care and medical research environment. Furthermore, the variety of sources of funding reflect as great a
variety of types of research and preferred research approaches.

Because of the challenges of identifying the types of medical research and research approaches that are likely to
find favor in competition for funding from federal and other foundation sources, the Department of Health
makes three specific recommendations regarding establishing a medical research grant application and award
process.

1) Broaden the definition of “health care research” that would be considered as acceptable for award
through a state sponsored medical research grant program. While current statute indicates that “health
care research” means “approved clinical, outcomes, and health services investigations,” the
Department feels that this definition does not provide enough flexibility to fit with the objective of using
research grants as seed money, and therefore recommends that the definition of “health care research”
be removed, or revised to include those types of research likely to leverage NIH funds, or funds from
major outside funding sources.

2) Include as criteria for award of research grant proposals, additional weight for those proposals that sup-
port objectives of the State of Minnesota’s Public Health Improvement Goals, including: reducing behav-
ioral risks that contribute to morbidity and mortality; improving birth outcomes and early childhood
development; promoting and improving mental health; improving the outcomes of medical emergen-
cies; reducing infectious disease; promoting the well-being of the elderly, and those with disability, dis-
ease or chronic illness; and promoting early detection and improved management of non-infectious
disease and chronic conditions.

3) Proceed with further evaluation of and make recommendations to establish a legislatively chartered
Strategic Medical Research Planning committee. This committee, appointed by the Commissioner of
Health would develop a 3 to 5 year Medical Research Strategic Plan, which would include the objectives
and priorities of a state medical research agenda based, in part, upon the Minnesota Public Health
Improvement Goals.

Additionally, the Strategic Plan would include a compendium or outline of research topics and approaches,
thought to be most effective in leading to additional successful research, the leveraging of additional funding
from Federal and foundation sources, and providing the greatest potential for future economic development
within the state of Minnesota. Additional analysis and research needs to be performed to determine the most
appropriate structure of the committee, its focus, and to identify the mechanisms by which a Medical Research
Strategic Plan would be developed, approved and communicated.

4) In addition, this report includes, as appendices, the MERC Research Subcommittee recom-

mendations to the Commissioner for a process for the submission, review, and approval of research

grants, as well as, an illustration of the likely administrative process to implement the proposed sub-
mission, review and approval criteria.

During the development of this report, including the work of the Department of Health and the MERC Advisory
Committee Research Subcommittee, certain issues became apparent as being of concern within the research
community of the state of Minnesota. First, the experience of researchers and research program administrators
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suggests that the financial commitment necessary to establish successful research seed grant programs is rela-
tively great. Substantial financing and time per researcher are required for successful research programs and a
minimum of three years is necessary to develop a “line of inquiry”. Consequently, the MERC Research
Subcommittee believes that any grant award process that was developed reflect the need for a commitment of
funding for multiple years and a minimum of three years.

Additionally, the consensus of the Research Subcommittee in identifying criteria for a research grant program,
suggests the following: 1) It is important that funded research have an impact on the health of Minnesotans,
regardless of the type of research that was funded; and 2) the research grant application criteria should give
weight to research proposals that focus on preliminary data collection that would make Minnesota researchers
competitive for national funding; that demonstrate a potential for collaboration amongst various research organ-
izations, and that demonstrate a potential for technology transfer or economic development.

Next Steps

The Department believes that certain areas deserve further consideration in identifying a process for the award
and distribution of medical research grant funding. First and foremost among these is to develop the model
through which a process will be managed and awards will be made. This requires that we evaluate and make a
determination as to the structure and mechanism of a Strategic Medical Research Planning committee. While
the Department has laid out a process for the submission, review and awarding of research grants in the appen-
dix to this report, there are still additional details to be worked out, such as the composition and terms of board
members, and the appropriate life-span for a strategic plan.

Additionally, the Department will work towards finding appropriate ways to provide weight in research applica-
tion criteria, and to integrate into the Medical Research Strategic Plan the Minnesota Public Health Improvement
Goals. Every goal on the Public Health Improvement Goals list may not lend itself to an appropriate medical
research agenda, but from the Departments perspective, every effort should be made to tie state funded medical
research, or a portion of state medical research funds, to broader public health goals.

Finally, establishing a medical research grant application and award program, the Department feels that
the experiences of Colorado, Michigan, Ohio, and Pennsylvania may be particularly instructive. Specifically, in
setting up a medical research grant application and award processes, these states have attempted to make their
researchers competitive for federal funding dollars, focus on collaboration, technology transfer, and economic
development, and connect their research programs to population health goals.
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BACKGROUND AND INTRODUCTION

The State of Minnesota, via its health reform activities, has long recognized the role that medical education and
research play in ensuring the continued vitality of Minnesota’s health care system. In 1993, the Minnesota
Legislature directed the Commissioner of Health to undertake an examination of the financing of medical edu-
cation and health care research in Minnesota and to analyze the role of these activities in a reforming health
care system with a focus on cost containment. The Legislature affirmed the benefits of medical education and
research through Minn. Stat. Sec. 62J.045 (1993) of the MinnesotaCare Act.

Subdivision 1. Purpose. The legislature finds that all health care
stakeholders, as well as society at large, benefit from medical education and health
care research. The legislature further finds that the cost of medical education and
research should not be borne by a few hospitals or medical centers but should be
fairly allocated across the health care system.

In 1996, the Legislature established the Medical Education and Research Costs (MERC) Trust Fund, funding it
for the first time in 1997. Over the past two years, the Department of Health has distributed nearly $40 million
to medical education training sites throughout the State of Minnesota in support of the training of Advanced
Practice Nurses, Dental Students, Dental Residents, Medical Students, Medical Residents, Doctor of Pharmacy
Students, Doctor of Pharmacy Residents, Physician Assistants, and beginning in 2000, Chiropractors. While none
of this financing has, to date, gone for the direct support of medical research in Minnesota, the Minnesota legis-
lature has continued to affirm the value of medical and health care research through its continued inclusion of
research as part of the Medical Education and Research statute.

The issue of medical research and the funding of medical research was raised during the 1999 legislative ses-
sion amid debates surrounding the use of the tobacco settlement funds. While ultimately the 1999 Legislature
did not allocate any funding for medical research in Minnesota, the Minnesota Legislature directed the
Minnesota Department of Health to:

“make recommendations for a process for the submission, review, and approval of
research grant applications. The process shall give priority for grants to applica-
tions that are intended to gather preliminary data for submission for a subsequent
proposal for funding from a federal agency or foundation, which awards research
money on a competitive, peer-reviewed basis. Grant recipients must be able to
demonstrate the ability to comply with federal regulations on human subjects
research in accordance with Code of Federal Regulations, title 45, section 46, and
shall conduct the proposed research. Grants may be awarded to the University of
Minnesota, the Mayo clinic, or any other public or private organization in the
state involved in medical research. The commissioner shall report to the legisla-
ture by January 15, 2000, with recommendations.”

In accordance with the authority given the Commissioner in this statute, the Department of Health convened a
Research Subcommittee of the Medical Education and Research Costs (MERC) Advisory Committee in order to
provide advice and input on this study. Members of this Subcommittee are listed in Appendix C.

This report provides background information on definitions of medical research, discusses the present state of
research funding in Minnesota, examines the activities undertaken in other states to fund research through
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tobacco endowments, and presents a process for the submission, review, and approval of research grant applica-
tions.

Defining Medical Research

Defining “research” has always been a challenge in the context of the Medical Education and Research Costs
(MERC) project. The range of health care research that is conducted in Minnesota is remarkable, and the con-
tributions of many types of research continue to bring Minnesota acclaim around the country and world. As the
Department of Health’s report Future Funding for Medical Education and Research in Minnesota pointed out in
1994, “health care research stretches on a continuum extending from basic biomedical research through behav-
ioral, clinical, and applied research to traditional health services research.”

Much of the original MERC project in the early 1990s was focused on examining ways to ensure the continued
vitality of education and research in a dynamic health care system that was focused on cost containment. As
managed care and cost containment became more prominent in Minnesota, the ability of providers of medical
education and research to finance these activities out of patient care dollars became more constrained.
Therefore, the original vision of MERC was to examine ways to replace these lost patient care dollars to support
medical education and research.

One of the distinctions that has always existed between the financing of medical education and medical
research, however, was that the portion of medical research that was funded by patient care revenues has been
relatively small in comparison to medical education, which has relied more heavily on this source. Historically,
medical research has relied predominately upon federal, private industry, and foundation funding for support,
while the cost of medical education was largely funded by patient care revenues. As a result, the education
financing provided through the MERC trust fund has focused on replacing lost patient care revenue.
Nonetheless, some have suggested that financing of medical research should also focus on the loss of patient
care revenues.

Research as an Investment Opportunity

With ever-increasing levels of federal research funds becoming available through the National Institutes of Health
and other federal sources, some have suggested that a more valuable way of spending state resources toward
research would be to use state funds as seed money to give researchers in Minnesota a competitive advantage
relative to researchers in other states. This approach would allow for smaller seed grants which could support
preliminary data collection in the development of a grant proposal to leverage more substantial federal funding.
Much of the impetus for directing the Department to produce this report grew out of this view of using state
funds to leverage more federal funds into Minnesota. The advantage of this approach would be that, not only
would the state bring in federal funds for research on the front end, but the state may reap economic benefits in
the future as developments made possible by the funding of research are both translated into clinical practice
and used in the development of medical device advances and other manufacturing areas that might benefit
Minnesota. This approach is similar to that being used in Michigan, Ohio, and Pennsylvania with tobacco-settle-
ment funds. Among the noted advantages of the “seed grant” type of approach are the following:
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1. This approach could help Minnesota researchers leverage national funding by providing seeds funds for
preliminary data collection.

2. The State could possibly share in the profits from any scientific breakthroughs that go to market and
where the funding can be directly traced back to the State. The State may even want to consider rein-
vesting the State’s share of generated profit back into the Tobacco endowment to further enhance this
resource. In any case, the state would share, via increased tax revenues, from increased economic
development.

3. Increased funding attracts eminent researchers to the State, and thereby enriches the level of scientific
expertise in the State. This could create a so-called “critical mass” of scientific expertise leading to
increased efficiency and effectiveness in the development of research, hypotheses, and research
approaches (or modalities), resulting in more successful research endeavors.

4. Improved public health and lower public health spending, as savings are achieved through scientific
innovations in disease management and elimination.

5. Economic development, in biotechnology and medical device industries, that is a direct outgrowth of
scientific breakthroughs.

The challenge of approaching research funding from this perspective is identifying the types of research that
would most likely bring in federal funds and lead to future economic development. The research subcommittee
of the MERC Advisory Committee was unable to reach a consensus on which types of research are most likely to
lead to increased funding from federal sources and ultimately to economic development breakthroughs. While
this report does not recommend a specific type of research for funding, the Department notes that there are cer-
tain types of research that may be more directly related to NIH funding and subsequent translation to clinical
practice and device manufacturing. These would include base science research, clinical research, and applied
research.

In considering the types of research that may be undertaken under the general heading of medical or health
related research, it is helpful to understand the definitions of the various types of research that are generally
accepted for the purposes of classifying research programs or projects. For this discussion, the MERC Research
Subcommittee referenced the Medical Alley report, Looking to the Future: Recommendations to Ensure Funding
for Medical Research in the Climate of Cost Containment:

TYPES OF RESEARCH

Health-related research spans a continuum from the most fundamental research to the most traditional. The
following definitions provide a framework for identifying the types of research along that continuum.

Basic Research: Encompasses development of the fundamental knowledge of behavioral and biologic
systems. This type of research does not necessarily have specific diagnostic or therapeutic objectives.

Clinical Research: Involves studies of human diseases and how body systems are affect by the disease
Process.
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Applied Research: Studies and evaluates diagnostic and therapeutic modalities involving humans and
animals in clinical and laboratory trials. Patient-based research may involve normal or diseased popu-
lations.

Product Development Research: Evaluation and validation of pharmaceutical product or medical
device.

Health Services Research: Defines and evaluates the methods and economics of healthcare delivery,
patients’ and providers’ interactions and outcomes research.

While current statute indicates that “health care research” means “approved clinical, outcomes, and health
services investigations,” given the difficulty of identifying the types of research and research approaches that
would most likely bring in federal funds and lead to future economic development, the Department feels that
this statutory definition of “health care research” does not provide enough flexibility to fit with the objective of
using research grants as seed money, and therefore recommends that the definition of “health care research” be
removed, or revised to include those types of research likely to leverage NIH funds, or funds from other major
outside funding sources.

Research Activities in Minnesota and other states

A Brief Snapshot of Research in Minnesota

To date, Minnesota has not undertaken a coordinated approach to state research activities. Research is primarily
conducted by large public and private universities and hospitals, and to a lesser degree by private research insti-
tutions. Consequently, the State has never fully quantified research expenditures, and it is hard to estimate how
much funding is currently being spent on research in the State. The 1994 MERC Report to the Legislature esti-
mated fiscal year 1992 research expenditures for University of Minnesota Hospital and Clinic, St. Paul Ramsey
Medical Center, Hennepin County Medical Center, Veterans Administration Medical Center, and Mayo Foundation
as follows:

Unfnrcad by Inemal e Bxsrmal Srores

* This unfunded portion exists mostly because total expenditures were first esti-
mated, then the amount that comes from known sources backed out. Most institu-
tions do not have accounting systems to track some of the minor sources of funds
used to fund research, and these sources could range from parking fees, for exam-
ple, to other less stable sources of funding.
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NIH Research Financing

In Federal fiscal year 1999, Minnesota research institutions received $246,896,000 in National Institutes of
Health (NIH) funding. By comparison, research institutions in Wisconsin received $222,479,000. Overall,
Minnesota ranked 13th among states in terms of NIH funds distributed to research facilities within the state.

The vast majority of NIH funding in Minnesota goes to two institutions: The University of Minnesota and the
Mayo Foundation. These two institutions receive approximately 93% of all NIH dollars in Minnesota, with the
University of Minnesota receiving 62% of the total and the Mayo Foundation receiving approximately 31% of the
total.

Selected Efforts in Other States to Fund Medical Research

This section of the report reviews selected efforts by other states to finance medical research. In general, these
efforts grow out of financing provided by tobacco settlement funds. In general, the efforts undertaken by states
show that they are aware of the medical and economic benefits of research, including improved population
health, the economic benefits of increased patient revenue, and the development of secondary industries such
as the medical device and pharmaceutical industries. These efforts are useful in providing possible models for
research funding using tobacco funds for Minnesota. In particular, the models established in Michigan, Ohio
and Pennsylvania are relevant, in that they attempt to use tobacco settlement funds to leverage outside funding
and/or serve as an economic development tool.

Michigan

Michigan is planning to establish a “life sciences corridor” across the southern part of Michigan through an
annual allocation of one-sixth, or $50 million, of Michigan’s $300 million per year Tobacco Endowment. There
will be a link between Michigan’s three largest universities, and a new privately funded research center. The
vision is to attract small growth companies to Michigan, and through cutting-edge innovations, place Michigan
within the top echelon of research and technology states in the country. Of the annual $50 million research allo-
cation, about 10%, or $5 million, will be spent in efforts to bring scientific discoveries to market, thus increasing
the chances that any new breakthroughs also spur economic growth.

Called the Michigan Health and Aging Research and Development Initiative, Michigan’s research fund will be
apportioned into smaller funds. Forty percent (40%) will go to the Basic Research Fund, which will be competi-
tively distributed, 50 percent will be dedicated to the Collaborative Research and Development Fund, with
emphasis on testing and developing emerging discoveries, and 10 percent will go to a Commercialization
Development Fund to help start-up companies develop and grow in Michigan.

Michigan has a steering committee that oversees the spending and the program is administered by the Michigan
Economic Development Corporation.

Colorado

The State of Colorado’s total settlement with tobacco companies was approximately $3.1 billion. The State
expects to receive annual payments of between $32.9 and $117 million for the next 30 years.
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The Task Force on the Tobacco Settlement’s Contribution to a Healthier Future for Colorado Citizens recom-
mended that Colorado spend 8.8% of these annual payments on tobacco-related and tobacco-focused research,
including, but not limited to, disease, illness, education, evaluation, cessation, and prevention.

Evaluation research would focus on designing, implementing and evaluating effective cessation and prevention
programs which reach community members who are at most risk for tobacco use. Clinical research would focus
on developing effective pharmacological aids and other treatments to assist smokers in quitting smoking. Basic
science research would focus on all aspects of the biological, physiological, chemicalogical, and psychological
interactions between human body structures and all forms of tobacco. The Task Force also pointed out that
although the national settlement provides grant funding and direct research through a foundation for some eval-
uative and clinical research, none of the foundation money was available for clinical research. The Task Force
also recommended that federal, private, and other matching funds be sought, if possible.

Ohio
Ohio has developed a Tobacco Task Force charged with recommending uses for Ohio’s $10.1 billion share of
the tobacco settlement (funds through 2025). The Tobacco Task Force recommended that a Biomedical
Research and Technology Transfer Trust Fund be created, and that this Trust Fund receive $1.8 billion, or
approximately 18%, of State proceeds from the settlement.

The Board appointed to oversee the Trust Fund would make periodic strategic assessments to determine the
types of investments in biomedical research and biotechnology the state should make. Ohio’s strategy is to make
investment which would create jobs, business opportunities, and improvements to public health and leverage
private and public funding. The board intends to focus on tobacco-related illnesses and to coordinate its activi-
ties with Ohio’s Tobacco Use Prevention and Control Foundation, while still funding other worthy research activi-
ties. The funding would go to individuals, public agencies, private organizations, and joint ventures.

Pennsylvania

Pennsylvania is slated to receive about $11.2 billion from the tobacco settlement, to be deposited into a Tobacco
Settlement Investment Fund. Pennsylvania’s Treasurer has commented that although Pennsylvania has some of
the finest medical research facilities in the world, they deserve substantial additional public support, and the
settlement provides a means to do so. She has recommended using the Tobacco settlement funds to fund
research institutions with two requirements:

- That research institutions be required to earmark some of the money to fund research into addiction.

- That the Commonwealth insist on a share in the profits as the State’s investment in an institution’s
research leads to a marketable medical breakthrough. The State would then use such profits to reim-
burse the Tobacco Settlement Fund.

Pennsylvania’s Cancer Alliance also has a number of proposals that take advantage of the fact that a number of
the nation’s pre-eminent cancer researchers reside in Pennsylvania. According to the Alliance, funding from the
tobacco settlement would augment and enhance these efforts and would have a leveraging effect in bringing
more dollars to the state in terms of business development and from public and private funding sources. Their
proposal would use the tobacco settlement dollars to focus on tobacco-related cancers.
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SECTION 3

This section of the report provides a brief description of the criteria and a process that could be used to gather
application for, review, award and distribute research grants, as well as, a recommendation on an advisory com-
mittee for the research component of grant distribution and review. In order to develop this process, the
Department convened a subcommittee of the Medical Education and Research Costs (MERC) Advisory
Committee to provide input and advice to the Commissioner on the development of a process for submitting,
reviewing, and funding research grant proposals. The Research Subcommittee met six times during the sum-
mer and fall of 1999 to develop a process that is streamlined and efficient, but conforms to generally-accepted
and accountable processes for the administration and evaluation of grant proposals. The process that was identi-
fied is appropriate for evaluating a wide range of medical research modalities and approaches, and can be used
regardless of the research focus that the Legislature should choose to adopt.

ADVISORY COMMITTEE DISCUSSIONS

The Research Subcommittee membership included persons with backgrounds and knowledge of health care
research, but who had worked in a variety of different areas of medical research and held differing perspectives
on the value of the various types of research. As a result, the Subcommittee had difficulty reaching a consensus
on what kind of research would best maximize any State funding, or would best leverage State funding in order
to make Minnesota researchers more competitive nationally (see Appendix C, Research Subcommittee Letter to
the Commissioner of Health). However, the charge given the subcommittee was to develop a process that could
be used regardless of the type of health care research funded. It was stressed to the committee that, as per
statute, whatever process developed should give preference to those grants which “give priority for grants to
applications . . . intended to gather preliminary data for submission for a subsequent proposal for funding from
a federal agency or foundation . .. ”

One of the few elements of the discussions of the MERC Research Subcommittee, where a consensus was appar-
ent, was on the subject of research funding strategies. In the context of these discussions, the subcommittee
made the following points:

1) Funding for Medical Research should come from new sources of funds, not from funds currently allo-
cated to medical education, and

2) The financial commitment necessary to establish successful research seed grant programs is relatively
great; substantial financing and time per researcher are required for successful research programs; a
minimum of three years is necessary to develop a “line of inquiry”; and the process of seed grant
research requires substantial administrative support; Consequently, the committee recommends that
the grant process reflect a commitment of funding for multiple years and a minimum of three years.

The advisory subcommittee chose to break the recommended process into three areas:

1. Describing and setting out the characteristics of a successful applicant,
2. Providing guidelines on the types of research projects to be funded, and
3. Developing a process for the appointment and function of a review panel.
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Based upon the recommendations of the Advisory Committee, and in keeping with the statutory charge given
the Department, the Minnesota Department of Health has further detailed the recommended administrative
process for distributing grants. The Department worked closely with the Advisory Committee to structure a

process which was as administratively simple as possible, while also establishing a process that had integrity.

An lllustration of the Administrative Process
under the Proposed Process for the Submission,
Review, and Funding of Research Grants

Given the difficulty of being able to predict, in advance, those types of research likely to leverage federal or other
outside grant funds, as well as those types of research that best meet and fulfill the State’s Public Health
Improvement Goals, the Department recommends the establishment of a Strategic Medical Research Planning
committee, which would be charged with developing a three to five year Medical Research Plan to guide the
grant-making process. More detail on the remainder of the administrative process can be found in Appendix B.

In summary, a legislatively chartered Strategic Medical Research Planning committee would develop a 3 to5 year
Medical Research Strategic Plan. Each 3 to 5 year plan would include the objectives and priorities of a state
medical research agenda based, in part, upon the Minnesota Public Health Improvement Goals. Additionally,
the Strategic Plan would include a compendium or outline of research topics and approaches, thought to be
most effective in leading to additional successful research, the leveraging of additional funding from Federal and
foundation sources, and providing the greatest potential for future economic development within the state of
Minnesota.

It is suggested that this committee be composed of appointees of the Commissioner of Health with a minimum
of two appointees from academic research facilities with a maximum membership of 6 to 8 appointees. It is
also suggested that one member of the committee be a consumer representative.

The Medical Research Strategic Plan established by the committee would be communicated through the Request
for Proposal (RFP) process. Researchers would be encouraged to submit proposals that support the objectives
of the Medical Research Strategic Plan and on topics identified in the Strategic Plan. Additionally, proposals that
focused on preliminary data collection that would make Minnesota researchers competitive for national funding,
proposals, that demonstrated a potential for collaboration amongst various research organizations, and propos-
als that demonstrated a potential for technology transfer or leading to economic development would be given
additional weight. However, all qualifying research proposals would be reviewed by the grant application review
panel, regardless of research type or topic.
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APPENDIX A

RESEARCH GRANT CRITERIA AND GRANT AWARD PROCESS RECOM-
MENDATIONS FROM THE MERC RESEARCH SUBCOMMITTEE

The Research Subcommittee felt strongly that the State should award funds only to nonprofit organizations with
IRS 501(c) status. It was agreed by all members that the work of the grant award recipients should benefit all
Minnesotans, and therefore results should be in the public domain. Additionally, data collected or derived from
state-funded research could be kept private for proprietary reasons only. In addition, the committee felt strongly
that guidelines around human subject use and other ethical concerns could piggyback on federal compliance,
with researchers and institutions showing proof of compliance with federal standards. This would minimize
requirements for administrative oversight by the Department of Health. The Committee also felt that it was
important that grant applicants have an existing successful record with their previous research activities and evi-
dence of appropriate institutional support from their sponsor organizations as this would provide some assur-
ance of the quality of the institutions or researchers applying. In order to provide a variety of organizations and
individuals an opportunity to be funded, the committee believed that individual researchers as principal investi-
gators should be restricted to one proposal per grant application cycle.

What is a successful applicant (organization or individual)

Statutory guidelines: Minn. Stat. Section 62J.693, subd. 2, states “grant recipients
must be able to demonstrate the ability to comply with federal regulations on
human subjects research in accordance with Code of Federal Regulations, title 45,
section 46, and shall conduct the proposed research . . . Grants may be awarded to
the University of Minnesota, the Mayo clinic, or any other public or private
organization in the state involved in medical research.”

Researchers applying for funds must:

1 Provide certification of 501(c) status per IRS Code (Entity is not-for-profit or nonprofit).

2. Be researchers in Minnesota and employed by a Minnesota-based entity.
3. Conduct the proposed research in Minnesota.
4. Submit certification of compliance to applicable Federal standards for medical research (a grant appli-

cation template will contain a check list of possible Federal certifications).

5. Have evidence of appropriate institutional support and oversight through institutional sign- off, or letter
of support signed by the appropriate institutional official.

6. Be affiliated with an organization that has demonstrated a history of successful research activities.

7. Submit only one proposal as principal investigator . . . (per grant application cycle).
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Project Criteria Discussions:

The discussions of the Research Subcommittee to develop recommendations for criteria for a research grant
program, reflect the consensus of the subcommittee members that it was important that funded research have
an impact on the health of Minnesotans, regardless of the type of research that was funded. The criteria focused
on rewarding ideas that enhance knowledge in specific areas and would most likely be translated into improved
clinical practice. However, it was felt that grant funds should not displace existing research funding, but should
be pooled with existing funding to gather preliminary data in order to make Minnesota researchers more com-
petitive when applying for national funding. In addition, some members felt that instead of competing with each
other, there was value in Minnesota institutions collaborating more on research projects and sharing informa-
tion. It was pointed out that some states have implemented strategic plans for research and have encouraged
their research community to pool resources and information, while providing opportunities for technology
transfer. Finally, the committee put a focus in the criteria, as per statute, on those research proposals intended
to gather preliminary data for subsequent submissions to federal or outside funding agencies.

Project Criteria

Statutory guidelines:Minn. Stat. Section 62J.693, subd. 2, states “the process shall
give priority for grants to applications that are intended to gather preliminary data
for submission for a subsequent proposal for funding from a federal agency or

foundation, which awards research money on a competitive, peer- reviewed basis.”

The Department recommends that applications for research grants include:

1. Documentation of how the subject of the proposed research may ultimately benefit human health, or
translate into clinical practice.

2. Documentation of the current state of knowledge and a description of how the proposed research will
move beyond the current state of knowledge in the identified subject area.

3. Documentation of a research plan to include: identification of measurable objectives and goals and the
methodology to be used to measure the outcomes of the objectives and goals.

4. A description of how the proposed research will contribute to creating a competitive advantage for fur-
ther, more substantial funding from outside funding organizations.

5. Evidence that the Grant will not be used to offset existing research funding.

6. A description of the investigator’s training, education, and past work experience as it relates to his or
her ability to implement and complete the proposed project, and to obtain further, more substantial
funding from outside funding organizations.

1. Description of potential collaboration and technology transfer opportunities that could result from the
proposed research, and how these potential collaborations could lead to more substantial funding from
outside funding organizations.
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8. Results of the applicant’s research should be in the “public domain”; Data may be kept private for pro-
prietary reasons only. However, in all cases, results of the research initiative must be available for
potential publication (Refer to recently enacted Federal Government statute, Revised Circular A110).

Research Grant Review and Award Process and Grant Review Panel Discussions:

The recommended grant review process would be overseen by both staff from the Minnesota Department of
Health (MDH), and by an outside review panel of medical researchers. MDH staff would check for completeness,
and provide initial screening to eliminate any research grants that did not include all required items. The sec-
tion of this report on administration outlines how this process might work.

The Grant Review Panel could be made up primarily of researchers with a focus on a given type of research,
depending upon the specific type of research proposed in grant applications. However, the MERC research sub-
committee also felt it was important to include some generalist researchers, and potentially a consumer repre-
sentative on the panel as well, to provide balanced perspective on the review of applications. Members of the
review panel would be expected to disclose potential conflicts of interest. In some cases this would require
panel members to recuse themselves from adjudicating specific grant applications, and in rare instances require
panelist nominees to decline membership on the review panel entirely for a given application cycle to insure
integrity within the review process. The subcommittee also felt it was important that reviewers have committee
meetings where they can exchange information on those elements of the process that work, and recommend
ways to fine-tune the process. The Subcommittee worked hard to ensure that the review process was fair,
rewarded experience, and yet was open to new and innovative ideas.

Although the recommended process is streamlined, there was a general recognition that the work would be time
consuming, since the Review Panel would have to review many proposals for purpose, scope, rationale, added
value, and evaluation of results. Since this would be the first time that the State would be appropriating research
funds without a designated field of scientific inquiry, it is difficult to estimate how many proposals will be sub-
mitted annually.

Finally, the Department recommends that, should the Legislature choose to provide funding for medical
research initiatives, a specific research committee be empaneled to manage the research application and fund-
ing process. The committee could be made up of members of the review panel, or could be more broadly con-
stituted to include non-researchers as well.

Research Grant Review and Award Process, and Grant Review

Panel Characteristics

The following is an illustration of the general process to be followed for the eval-
uation of grant applications:

1. Sponsoring institution signs off on grant application (As required by project criterion.).
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2. MDH staff review grant applications to assure application meets minimum qualifications (“Check Box”
review).

3. Review panel examines applications and determines awards based upon given applicant and project cri-
teria.

Panel is composed of members with expertise broadly representative of applications (Size of
panel to be determined by the number of anticipated applications.).

A consumer representative is desirable as a member of the review panel.
Members should have previous grant application review experience.

Members must disclose potential Conflict of Interest. For example, members cannot be rela-
tives of applicant(s), applicant mentors, collaborators, nor beneficiaries of an applicant’s
research project.

Members cannot be a research applicant.
Members are appointed by the Commissioner of Health.
Applications will be distributed to primary reviewers.

Scores will be allocated by primary reviewers, presented at the annual review committee meet-
ings, discussed and revised if necessary.

Proposals will be ordered by score and decisions made regarding distribution of funds based
on scores and discussion by the review panel.

5. The commissioner will award grants in order of priority given by the review panel until all available dol-
lars are expended.

6. At the end of the grant review process the review panel members will evaluate each other on:
Fairness
Thoughtfulness
Open Mindedness

Results of this evaluation will be used in future review panel selections.

Other Opinions

In addition to the letter from the Research Subcommittee, other opinions were also submitted (see Appendix D,
Letter to the Assistant Director of the Health Economics Program from Ms. Kirsten Libby; and Appendix E, Letter
from Medical Alley’s President to the Research Subcommittee, and Medical Alley’s report on research, entitled
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“Looking to the Future: Recommendations to Ensure Funding for Medical Research in the Climate of Cost
Containment”).
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APPENDIX B

An Illustration of the Administrative Process under the
Proposed Process for the Submission, Review, and Funding of
Research Grants

A. Strategic Medical Research Planning committee

A legislatively chartered Strategic Medical Research Planning committee would develop a 3 to5 year Medical
Research Strategic Plan. Each 3 to 5 year plan would include the objectives and priorities of a state medical
research agenda based, in part, upon the Minnesota Public Health Improvement Goals. Additionally, the
Strategic Plan would include a compendium or outline of research topics and approaches, thought to be most
effective in leading to additional successful research, the leveraging of additional funding from Federal and foun-
dation sources, and providing the greatest potential for future economic development within the state of
Minnesota.

It is suggested that this committee be composed of appointees of the Commissioner of Health with a minimum
of two appointees from academic research facilities with a maximum membership of 6 to 8 appointees. It is
also suggested that one member of the committee be a consumer representative.

The Medical Research Strategic Plan established by the committee would be communicated through the Request
for Proposal (RFP) process. Researchers would be encouraged to submit proposals that support the objectives
of the Medical Research Strategic Plan and on topics identified in the Strategic Plan. Additionally, proposals that
focused on preliminary data collection that would make Minnesota researchers competitive for national funding,
proposals, that demonstrated a potential for collaboration amongst various research organizations, and propos-
als that demonstrated a potential for technology transfer or leading to economic development would be given
additional weight. However, all qualifying research proposals would be reviewed by the grant application review
panel, regardless of research type or topic.

B. SECTION I Request for Proposal

The RFP process would be administered by MDH staff and would be undertaken during the first quarter of the
state fiscal year and would include:

l. Issuance of RFP (within 2 weeks of the beginning of the first quarter.).

Il. Questions regarding the RFP from potential Principal Investigators (within 6 weeks of the beginning of
the first quarter.).

Il “Questions and Answers” regarding the RFP mailed to potential Principal Investigators (within 9 weeks
of the beginning of the first quarter.)
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IV. Grant Application Proposals due (within 13 weeks of the beginning of the first quarter).

C. Section Il Proposal Screening

The Department of Health would screen any submitted proposals to ensure that they contain the following
required information:

l. Statement and evidence that the research institution is a Minnesota-based entity.

Il. Statement and evidence that the proposed research will be conducted in Minnesota or primarily based
in Minnesota.

M. Certification of compliance to applicable Federal standards for medical research (a grant application
template will contain a check list of possible Federal certifications.).

IV. Evidence of appropriate institutional support and oversight through institutional sign-off, or letter of
support signed by the appropriate institutional official.

V. Evidence that the sponsoring organization has adequate financing to support the researcher outside the
scope of the research grant proposal, including annual or quarterly financial reports.

VI Statement and evidence that the organization has demonstrated a history of successful research activi-
ties.
VIL. Individuals must stipulate that they have submitted only one proposal as principal investigator during

the current application cycle.

Department screening of submitted proposals should be completed within 18 weeks of the beginning of the first
quarter of the fiscal year. Applications failing to meet the basic requirements of the MDH screening process
would be notified at this time.

D. Composition of Review Panel

Once grant applications have been screened, qualifying grant applications would be considered to be the pool of
applicants. Applications would be classified according to the type of research being proposed, and the subject
matter of the research proposal. Based upon the expertise needed for review of the proposed applications, the
review panel would be selected keeping in mind the need for balance, general knowledge of research as well as
specific expertise, appropriate representation from state research organizations, and other criteria including:

l. Panel is composed of members with expertise broadly representative of applications (Size of the panel
to be determined by the number of anticipated applications.).

Il. Members will have previous grant application review experience.

M. Members must disclose potential Conflict of Interest. For example, the panel members cannot be rela-
tives of applicant(s), applicant mentors, collaborators, nor beneficiaries of an applicant research project.
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IV. Members cannot be a research applicant.

V. Members are appointed by the Commissioner of Health.

E. Criteria for Evaluation of Research Proposals

Project proposals should be properly formatted and include the following:

l. Cover Sheet

Il. Table of Contents

Il Project Abstract

In addition, project proposals will be considered based upon the following project criteria:

l. Documentation of how the subject of the proposed research may ultimately benefit human health, or
translate into clinical practice.

Il. Documentation of the current state of knowledge and a description of how the proposed research will
move beyond the current state of knowledge in the identified subject area.

Il Documentation of a research plan to include; identification of measurable objectives and goals and the
methodology to be used to measure the outcomes of the objectives and goals. This documentation
should include detailed descriptions of the:

I Research Design
il. Hypothesis

iii. Sampling Methodology or other proposed Methodology

Iv. Data or Sample Collection Design

V. Analysis Model

vi. Limitations to Research and Analytic Approach

vii. Criteria for determining the success or failure of the Research Project

IV. Applicant will describe how the proposed research will contribute to their competitive advantage for fur-
ther, more substantial funding from Federal, foundation and other sources including discussion and
evidence of Federal and foundation research agendas and objectives.

\ Description of how the proposed research project will benefit the state of Minnesota and its citizens.
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VI

VII.

VI,

Description of how the proposed research will address one or more of the objectives of the State of
Minnesota’s Public Health Improvement Goals, which are:

Vi.

vil.

vii.

Xi.

Xil.

xii.

Xiv.

XV.

XV.

XVil.

XViii.

Reducing behavioral risks that contribute to morbidity and mortality.
Improving birth outcomes and early childhood development
Reducing unintended pregnancies

Promoting health for children, adolescents and families

Promoting and improving mental health

Promoting a violence-free society

Reducing behavioral and environmental risks that are primary contributors to unintentional
injury

Improving the outcomes of medical emergencies

Reducing infection disease

Promoting the well-being of the elderly, and those with disability, disease or chronic illness
Reducing exposure to environmental hazards

Promoting early detection and improved management of non- infectious disease and chronic
conditions

Promoting optimal oral health for Minnesotans

Reducing work-related injury and illness

Assuring access to and improving the quality of health services

Ensuring an effective state and local government public health system

Eliminating the disparities in health outcomes and the health of populations of color

Fostering the understanding and promotion of social conditions that support health

Description of the investigator’s training, education, and past work experience as it relates to his or her
ability to implement and complete the proposed project.

Description of potential for collaboration with other research entities within the scope of, or resulting
from, the proposed research project. Description should include who collaborators might be, research
expertise, skill sets and theoretical perspectives they would bring to the project, and financial, scientific
and institutional resources.
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IX. Description and evidence for potential technology transfer or economic development opportunities that
could result from the proposed research.

X. Proof of compliance with the Federal requirements for human subjects and animal testing.
XI. Project line item budget including:

I Personnel Salaries

il. Supplies

. Equipment

iv. Administrative Costs

V. Indirect & Overhead Costs
Xl Evidence that the Grant will not be used to offset existing research funding.
XII.  Plan for release of research results into the “public domain”; Plans for release of data, and/or a state-

ment of which portions of data may be withheld for proprietary reasons. ( Data may be kept private for
proprietary reasons only. However, in all cases, results of the research initiative must be available for
potential publication. (Refer to recently enacted Federal Government statute, Revised Circular A110.).

F Grant Application Review and Scoring

The grant application review panel will review and score the grant applications based upon the above criteria and
according to the following process:

l. Applications will be distributed to primary reviewers.
Il. Scores will be allocated by primary reviewers, the following items will be scored:
I Project rationale
il. Project description
. Evaluation Plan
Iv. Project Budget
V. Benefit to Minnesota

vi. Evidence that the proposed research will contribute to competitive advantage in application for
substantial Federal or foundation research funding.

vi. Evidence and description of how the proposed research may lead to further collaboration with
other research entities.
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viii. ~ Evidence and description of how the proposed research may lead to opportunities for technol-
0gy transfer or economic development.

Reviewers will present application evaluations at review committee meetings, discuss and revise if nec-
essary. A series of meetings may be held, or a grant review retreat may be held to complete the review
Process.

Proposals will be ordered by score and decisions made regarding distribution of funds based on scores
and discussion by the review panel.

At the end of the grant review process the review panel members will evaluate each other on:
I Fairness
il. Thoughtfulness

. Open Mindedness

Results of this evaluation will be used in future review panel selections.

The grant review panel process should be completed within 23 weeks of the beginning of the first quarter of the
fiscal year.

G.

VI

Section 1l  Award and Post Award Process

The Commissioner of Health will award grants in order of priority given by the review panel until all
available dollars are expended (within 24 weeks of the beginning of the fiscal year.).

The Department of Health will mail award notices (within 25 weeks of the beginning of the fiscal year.).

The Department of Health will notify applicants who were not awarded grants (within 25 weeks of the
beginning of the fiscal year.).

Research Projects begin (Anytime beginning after notification of the grant award, but within the fiscal
year that the grant is awarded.).

Grant Awardees will be required to file annual financial and progress reports with the Minnesota
Department of Health through the completion of the project or until all funds are expended. These
reports should be filed within the first quarter of the fiscal year following the initial award, and each
successive first quarter until the project is completed. A final report is required after the completion of
the research project.

The Department of Health ensures that there is complete documentation of the Review Process in
accordance with the Scored Items listed above, and written descriptions of applicants’ addressing of cri-
teria in case of any challenge or inquiry.
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VII.  Alibrary of all published material resulting from the research projects, associated data, progress and
financial reports will be established and maintained.
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APPENDIX C

Letter from Research Subcommittee and member list

MERC RESEARCH SUBCOMMITTEE

Fanuary 21, 200

Dear Commussioner of Health:

In reviewing the charge given us by the leaislature and staff, the MERC Research Subcommitics
submits the following points to be considered 0 macing dezisions regarding research funding for
the State of Mianesota;

X The eurrent ellocation to Madical Edacation funding (s irsufficiens.

. Medical researck funding should be supported from new allocations and ro: from
dollars already allocated to medical aducation,

* There ase a variety of valuable research activibies bemng conducted throughout the state,
therzfore, it s difficult 1o establish whica tyoes of research activities (basic science,
clinical, health services or outcomes) sheuld be the primary focus of state funding.

* Given the vanety of federal fumding strzams, 11 i3 dizficul: to predict how state support of
particalar tvpes of research would mest successfully leverage national research fiimding,
Consequently, a broad research agenda would be in the best interest of the state.

* Research grant funding should also ircude those areas where there are gaps in funding,
including instititional infrastructure, new researchers performing meritorious research
ant inmovative research.

* The commitment pecessary to establish a successful reszarch seed orant prozram is
relatively great, and substzeniel dollars and time per researcher are required for successful
research programs. Experience shows that a period of 3 - 5 veare 15 necessary to develop
i line of incuiry.,

* "he process iiselt requires substantial administrative support, even a: the minimal raview
process level recommended. Thesefore, the comrrities “ecommends tha: the grant
process reflact 2 commitment of funding for multisle vears and a minimura of thrae years,
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APPENDIX D

Letter from Kirsten Libby, Director of Government relations,
Hughes Institute

i SHMaghes CInstitule

Dezemker 2, 1999

Tomn Mujor

Asgistart Dirzctor, Health Economics Program
Minnesota Departnent of Health

|2 East Seventh Place; Sube 4040

St Paul, MN 55101

Diear Tomy:

T would like o thank vou for your hard wors with the MERC Research Advisory
Commitice. [ believe the meztings and brairstorming sessions were vy uselul as @ slarting
pomt for the commissicner o make recommendaions to te legistature, However, 1 have
concerns abost several issugs the MERC Besearch Suscorrmittee did not include in zither
their recommendaions or their letter to the Commissioner of Health regarding fandiig for
medical research. These issues are crit cal o our statutory charee of iccommending “a
process for the subimission, review, and approval of research grent applications ™

Background
Historically, the MERC Advisory Corrmitice has identified the benef s of fund ng medical

resenrch, Even though medical research has nod been funded by the sate to date, 1f has
abwiys been the inlent Uk eventuslly the commitiee will recommend & way to da so, The
Ioliowing references decument the commiliee’s position revarding medical research:

The 1995 MERC report to the Legishiliare stated;
*Heallh care tescarch 15 the second comerstone of every healh came sysiem.
Riomzdical breakthroughs over the past faw decades have produced a staggering
array of practica] applicatems md weeful echmolozes.. Similar to medical
eluention, rescarch affects health care costs, quality and acess, I can siznificantly
reducs coss: (o0 example the palio vaccine saves an estimated 330 billion pe: vear
Kirschner et gl 19947 (Med cal Education snd Eesearch Costs i Minnesala’s
Refomned Health Cace Syatem, March 1995, page €1

The 1996 MERC repor! tothe Legislamre cont nued:
“Heakh care recearck can sagnificantly reduce bath shor term and lonzzr tem costs
through the development of more cost-effective remments. eatdier cetection and even
annih lation of diseazes ™ Medics! Edocation and Besearch Coste, A final Reportio
lhe Legislature, Febrary 1996, Page 15)

It conzluded: “The MERC Advisory Task Foree atzmpizd 1o estimate rasearch
fingmices Tor all Minnzsots instiiitions engaged in bealth care research.,,, Dt have
been incomplets and 1o dute, unusabls’” (Page 541

The geport 1o the 1997 Lesmslatire stated (7 it's anticipated wo'k plan for 1997
“Contingent upon availabl: funding, the MERC Advisory Commitiee will continuz
tr refine the Medical Education and Research Trust Fund application. distibution.
and reporting process, . The MERC Advitory Commitee will continue 1o examing
the 1ssues and problems associzted with cost estimaiion for health care mscarch ard
will smork tvward developmg & oreliminary estimate.” (Medical Edacation and
Eesearch Costs, Study Becommendations and Progiess Bepor (o e Lepislaune,
December 1996, Pags 9y

R B B R i e T R R TR R e e e S R

Flombes ettt e 5 8 o e n go et nEngs ol M te Cafpeeatian
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M cogtins Fousdiliolo

Page 2

T 1998 the MERC report maimilained it support for madical regsarch and sugresiad
aging some of the procesds of the Webaced scttloment for this puposs:

“The MERC Advisory Commitice has cxpressed a compiiment o pursee the
inclusion of MERC as g recipient af a pontion of any proceeds from Minnesota's
lirigarion with the tobacco companizs, The Govemor has already stated hig mterast
in having MERC share inany settlement or judgment proceeds, both for medical
educaticn activitics as well a5 fer medical research.” (Medical Education and
Rescarch Costs, Anrval Reporton Sioeram Tmiplementation and Eecommendar ons,
Al 598 Phge 23)

Smally, the 1YW M ERC recor concluded:

“The MERC Advisory Committee and the Deépantnent af Healdr should dearming
how micdical rescarclican most alfecti vely and efficiently he funded in roday’s
cranging healthcare marker and what the State’s role in furding medical reszarch
should be, It s important that the Department of Health exemine these 1ssues and
begin Lo drow consensus onthe role of the state ia funding research and identifying
!"und'.ng mechanisms.” (Medical Bducation and Bescarch Cosls, Aol Brgwmt o
Progsann Troplementaiion; Wireh 1009 Pape 7

In‘fighe af this backgreund of the MERC Advisory Commitice’s pesition regarding medical
research from 1995-1999, T belicve it is appropriate to address the following thice issues 111
our rescarch recommendations and cosver letien fonihe Crovnrmissioner of Healch:

1. Committee Support for Medical Research

the MERLC Advisory Commitice and the Rescasch Subcommittes contiaue to
advosate for funding of medical rescarch at the state kevel, we swould clealy dentily
the bzoefits of Lisstae funding in he recommendanons and coves lemer o the
Commissinner,

Among other benefits of medical rescarch listed in the 1999 MERT report to the
Legislature, the repoirt coacluded: “Oood rescarch b miets parienss to Minnesnora,
biinging palient care reveniie to che s1ate. The state also benefits froma
manufacturing industry, which has grown as aresult of medical resenrch, thereby
increasing employment and tax revenue.” This remains muc, and should be included
as a rational for advocatirg for siate fundirg of medical rescarch.

Auckedi tonally it waz not the charge of the MEEC Research Subcommitee to
compare the nesds of medical research to the needs of medical sducation. The
established Trust Fund for Medical Educarion is addressing the issue of budget
shortialls in medical cducation. “he staement that “the current allocadon w medical
cducation funding is insafficent” is irrelevant, and should be dzleted from the cover
letter Lo the commissionet,

2. Rescarch Budgel Request Recommendation
The MERC Eescach Sulconunitiee did not mike any recommencations o rhe
Chrnnmissiomer about the amonnt of funding needed to establish a medical reseanch
trust fund. Given the political climate at the capital, this s a mistale, The Minnesota
Legisiature requested that the: Commissioner of Health make recommencations for
i arocess for the submission; review and approval of research smant applicarions in &
yein when the staie has an enormaons hudaer surplus as well as o unigue influx of
money due 1o the wobacco settlement. Tt would be 4 missed opportumty net Lo
quantity the amourt of meney that would edeguately furd this issue. @ believe the
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CHoghes pstitute

Page 3
Legislature would prefer that the reséarch community come to a consensus about
hew muck state funding would be needed to establsh a viable investment in medical

research. The amount of the budget request should have heen debated and resnlved
in the MERC Research Commitiee.

Finally, attached are other specific changes [ believe should be made ta the MERC Research
Commitiee’s recommendations, as well as my rationale for all substantial changes. These
charges are meant to make the document more relevant to our statutory charge, or 1o make
the entena and evaluation process more fair to all applicants.

Thank you very much for considering these matters.
Sincerely,
]

Kirsten I. Libby
V.P. Government Relations

CC: Dr. Fatih Uckun, MD., PhD.
President and Director of the Hughes Institute

enclosure: sugresied changes to research recommendatiors
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APPENDIX E

Letter from Jerry Harman and Medical Alley’s
Recommendations on Research

Medical

A l.l.ll.J‘MLIKP.l'I\IE SRR WHOUH RO RS AN
ENMT T RN ANCE INFOVATION IN HEALTHICARE

Aungust 15, 1999
Dear Members of the Research Schoommittze:

As vou know, Minnesota's aoproach to healthears is steeped in a tradition of being dedicated to
thw and mnovetion. We can all be proud of Minnoaots healthoare's past cffarts o contimnon sy
wuﬂpﬂtpﬂzﬂm@snﬂiwhﬁ ard iz a similar vein, the werk of the Subconmittes
TETIESENTE DUT 814t 's TeroyTiton of the impomance of fosering the continued operation of a
dynemic hagith resesirch infrasmucnme.

Medical Alley applacds your wi s 10 address Hhis important anca, stands ready to assist your
effons in whatever way we car, withes you ull suceess in developing a wu.‘kah{a soluron 1o
supportie g unfunded research, Mypw-pmemwnungmyouwdq}-mwnmkeyouuwmm’
Looking fo the [lutitre: Necommendations fo fonsicee Savding for Medicml Reséavch In the Climeate
o Coi Comiainment which wis developed by oo of Medical Alley®s converer sk foroes in
1994, The mission of the msk force was 1o cevelop ¢ set of consensus principlas and
reenenmcnidations to cnsure the conbinuation and crnanccment of our collcetve capabality toonbilizz
reszarch o achieve ianovaton the improves patiznt health.

While there are varying degraes of relevance to your work @5 a Subcommittoe in the Losfine e the
Futwre covument, we pelievs there are some solid sugzestions contained therein that may be
hedpkil 1o your deliherafions,

Thz eflo s of the MERC 8 Jbconunittze on Besearch are boportant 1o Minnesoia’s fulure, we wish
it all success as it moveas forward,

Sincerely.

'\»}E'LIE-HI ‘]I! IJ'(;([_{;JM LA

i

Jemy Huwmrann
Chairmen of the Bogrd

a0 Uitich Averie Soutr* Suite T25 « 5t Douis Perk, SN S9410-2307 « 500 118423007 « Ty 18127 54223083
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LOOKING TO THE FUTURE:

Recommendations to Ensure Funding for Medical
Research in the Climate of Cost Containment

COMMITTEE ON RESEARCH

Medical Alley
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Medical Alley
Travelers Express Tower, Suite 725
1550 Utica Avenue South
St. Louis Park, MN 55416-5307
(612)542-3077
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PREFACE

Minnesota's healtheare dalivery systam f5 a wonld leader in praviding high guality cure 1o its
paienis, As Minnesorans consicer how they want their system of cawe to evolve, it is clear that
wi all Have an intzorest i and desire S0 2 systern whicl is constantly naproving, Advancornent
in our healihcare system is offen achicved because of the community's solleciive intercst in and
support of researen.

With this in mind, Medical Alley -- an organzation that inclodes hospimls and clinics, health
mAlIEnance organiations, medical device nnd pharmaceutical ¢companies, and the cducstion and
reseach communiry -- established its Commitiec on Research.

The Conumnitiee's primary goal was to develop a set of consensus principles und
recommendalions to cnsure the continuation and enhancerment of our collective capability
tv utilize research o achieve innevation that improves patient health.

The most significant focus of this document is recormupending paklic policies to ensure funding
for esearch which has in the past been funded 5y thi-d-party insurmancs sheoogh reimbursement

for clnncal care.

COMMITTEE ON RESEARCH

Chairmamn:
Doneicd Maurer
TEO & Chaigivun
EMPL nezmporated

David Boown, NI

Frofesens al Peciatrics, Lalwraory Madicing & Palholagy
Firector, Pediatric Endcernelogy
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INTRODUCTION

Resedreh is lundamennl to the healih smtns of the cidzens of our state anc nation.  Progress in
wedical reseorch will allony us with ingreasiap sophisticativn to identify, cure, ard prevent
diseass,

Public Support

The American public, in pell afrer poll. show overwhelming suppor for medical research. Fur
example, in a pull by Louis Tiauis and Associates conductad last vear, 64% of the respoanlents
snid that this country should spend "a lot more” on medical rzzearch to better diagnnse, prevenlt
and freat diseases.! Mol only do Amcricans want more spent on medical regensch (han cnecgy.
space and defense research combined, bat they sre willing to pay for it In anavher recent potl,
nexrly 75% of the respandents would spend $1 more per week in either saxes, prescrioton drug
[rices Of insurance preminms toward morc research 2

Benefitx of Research

Tt is clear that our mvestment 0 reseurcn has brought us many positive Teturns. Basic and
clinical research expenditures have rasilted in major changes in healih smras such as improved
healrh and survaval of women with breast cancsy, preventive gpprogehes w oral healdh,
prevention of Slindness and kidney failars die o dinbetes, now curative meatments of cuodenal
uleers, effective screening and catly treatment of hyperensicn, the preferential medical Tather
than surgical tr=atment of ons ius and eifective treatment of psodasis, Advances in health can
be pui in monemry tomms as well According 1w the Batelle Medical 1schnology Rescaich
Center, over the text 25 yeurs, drigs for Alzheimer's will aver 868 billion 1n health ad related
crstsd

Wherras many ol fhe above advances resulted from funding by public and pavaic agencies as
well as contriburions from indusmy, a greas deal of vital research on diagnostic and therapeutic
approaches is performed in the ceniext of and in conjuncdon with paheut corc-derived Tunding.

1'5 research is performed in instilutdonal serings that roquine peec-review 2nd approval for
content and -edure. Exnmples of paient cars derived funding ("non-sponsoreo research”)
wiiich have had major and coseeffzctive impact: upon health inciude the usc of sutfactant
inhalanon in newborn intaos to prevant lifs-threarsning and costly cunsequencss of wesplretory
distress syadrome, the proper uses of preoperative antiniutics o avold prolonged hospimlization
ana complicstions of surgery, the cvalugtinn of the aliernative uses of costy bat very effective
vadinlopgical imaging procedures such s ultrasonnd, computerized lomograpiy or magnetic
resonanee imeging, and chemo hierapy tiais for the reannent of cancer, lymphoma and
feukemia. Other invovarinns inclode deviess for contol of hears orrhythmias, heart valves, aad
assistive deviees for the disabled which have drametically inproved the lengih end quality of lile
of A larpe number of peoople, as well as develoned a large industrial base of employuent
Minnesota examples of advances from nor-sponsored research inclode vpen heart surgery, bone
marrow and pancreas ransplantaton and teatment of childhood car infections. Even in foscs
where the rescarch i3 fuaded in pert by federol agencics, unfunded clinica, cure and
adininistration cosis ars incurred, Tisually cost shifting resolts in patients who recelve healtheare
services uf an insiation subsidizing thar ressarch.
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The Reseqrch-Education Link

Many of the pdvanices Setmn not -sponsored 1eseasch have dearraiically chianged the practice of
wedicine. Many outdatad poactizes would have been acceptad withoud Guestion if their precepis
had ot been cagllenued by those whe coadpct reseascl . Theee challeg pes and ther solutons ame
offen bect srught in euvirodments whene thoge minially engaped in petient care - pracritioners,
educaiors, stdente £ns mgeirchars - cateracy, the ulimate objsctve of the 1at=gratec research
inc educaton programs.

In facy, i1 is generally recognized that research ard egucution relaied to health must be counled.
Although vuality research is wnd can be carmed vgs in other than as educational instinudon, there
is 4 stronz conphing cevsecn Bealth sciense schools and clinical weaching irsdmstions Lo pursuc
rescdrth brosase it s o this environment that existing medical 2o healthour prectices are
frequently guestioncd  This questioning fosiers ressondng and asilives which evilve into he
processes of lifelong 1o ming,

While shrong seniieent exisis for the confinuidon and funding of résemmch, it 15 c.ean that many
are palling for grester Cost comtainment in healtheare spanding. This has poensialiy dramatic
peplicatiors for health rescarch funded by patienr cire revengs,

Cost Contginment and Rescarch

Pasienr core revenues have been a mejor source of fonding fou hegltbcare reacarch, Cost
centaimrent Hressures Are rescltirg in grester aitension by providers and mancged cars olens o
acciraraly necoua Far Bealth services 2osss and then to eliminae cocts Pol directy reguined o
provids u necessay leve. ol cars ta Ui pakent. Oy speeifically cost sccounted eompenants o
Fealtnoe re will 5e reimbursed; therefone, taere will bz o aliowances for costs bevond the
mimimum reguired 1o delivor werviczs This menad vAll create uninterdad nogalive conscquences
in situations for the service or actvity tha: has seen implicitly funded because ol the recoenition
of fts gocia] value, Healibearg research i+ a health acivity of grect social value that will reqalre
Ercicrvaction as cost coniaintrent forces drive out all coars bt thosz explivitly reourired in the
paver contracts and By medbical s;andards,

While toe MinnesaeCare legislation explicitly exsmpts certain patent funded tescarch from the
wrowtn Lrct, this pefortanarcly docs Hite o cpsire the contnaasio of the flow of these dollars.
Therefore, uther sources Tor funding ressarcn rws: be desigaied.

Looking to the Future

Miuresos 1% leading e nation in heclthcars reform in terms of delivary eysters and healrh
eeoromics. However, (b2 continuatior. of Minnescta's enviable recard of heclth vurcomes for its
sopulation zould be jeopardized by eliminmiag the innovations in healthczre through research. 2
raditon of excellenze which kas stood the state well for over a cenmeey, The citzers of
Minncsots excect and daser ve henlthears dases upon the mosi current &nd apgropriate ciilization
of knowiedge and advarces. Tt 15 townsd that el that the Cormmitize offors its
reComTe Il tions.

[Fes
B
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EXECUTIVE SUMMARY

COMMITIEE ON RESEARCH

Medical Alley ereaed itz Comerites on Research because it spught to ensure that (here is an
oppasmanity fur interestad and qualified organizations to conduct research that was previously
funded by pziiert care dollars. Wo refer to this tvpe of rezearch 28 "onfunded rescanch.

'We believe this research is important jo the enbancemen: of Minnzsomas' ability 12 erjoy a health
system thal grows through innovatons created by hecalth-related tesearch and delivers ca-e thar is
both effcctive and serves «o mitigae: cost increnscs.

MISSION OF THE COMMITTEL:
= Todefine rescarch activines relared to health and heplthoare

= Te provide 1 set of reseanch-related nrincipics for tnose involvad in healtkeare palicy

= doprovide specific recemmendatons that work to ensure our collective capability
utilize rescarch to improve our gvstern of care

RECOMMENDATIINS:

EECOMMENDATION I:

THE STATE SHOULD F5TABLISH A RESEARCHFUND TO REPLACE RESOURCES THAT ARE
CURRENTLY AVAILARLE THROUGH PATIENT-CARE BASED FUNDING,

BECOMMENDATION 2

DISTRIBUTIONS F'ROM THE RESEARCH FINg SHIOULD BE EXTARLISHED BY STATULE AND
ADMINIZTERED Y THE COMMISSIONER OF HEALTH CONSISTENT YWITH OUR SUGGFSTED
ALLOCATION CRITERTA.

RECOMMENDATION 3:

THERF ARE PRINCITLFES WIICH MUSYT BE CONSIDERED WIHEN FORMULATING THE
SPECIFIC PLANFOR GEMERATING THE RFESOURCES FOR THIS FUSD,
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TYPES OF RESEARCH

Health-related researck spans & continuum from the most fucdamental rescarch 1o the mast
rad:tiona’ . The following delinitions provide a framewonk or identifving the orpes of reseaich
along thar congnuum.

Basic Research:

Envompasscs development of the [indamental knowledge of behaviora: and hiclogic systems.
This tvpe of research does not necesserily have specific disgnosiic or thempentic objectves.

Clinical Revearch:
Invalves studies of hunvan disenses and Bow body aysieins are pffected Ly tha dizease viocess.

Applied Researeh:

Smdies and cvaluaies diagnosic and therapoutic modalities involving homans and animals in
clinical and luboratory mals. Patent-based mesearch may invoive normal or diseased
populations,

Product Develupment Research:
Evaluadon and validudon of a pharmacectcal product or medical device,

Health Services Rescarch:

Irefioes und evaluates e methods and cconomics of healthcare delivery, padents' and providers'
inferactions and omtceines wecearch

RESEARCH FUNDING DEFINITIONS

Funded research - Rescarch funded by cxrernsl sources ranging from the fedriul governmert to
privite commpanies ond foundations to chatable organizations, smtz governnent, 4nd other
CTEANITALIONE,

Lnfunded research - The costs of research not covered by the above, wnd instend En‘ﬁ'tr?d b
patient core dollas. Often these ave "the casts of cliview! care for the underying medical
condizdons (ihar) have penerally been covered by third perty insurance.™
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FPRINCIPLES

Overriding Principles
* Research is a ool to reduce the cont and improve the quality of cars.
* Innovalion grows (mom broadiyv-bascd research picgrams.

= Giiven the surong irceodyves to reduce the cosi and improve the quality of care, institmions
wiich pursve research shoald be allowed o proritize their research activities.

= Rescaich should always be ol the kighest qualiny,
+ Private-sector rescarch should be free fren s1ate scruliny.
* Hesearch and education are lnked.

= Rescarch is 2 long term invesunent anc should be cunsidencd inthis contexi,

Principles Serrounding Clinical Research
and the State's Implemeniation of Healthcare Rejorm

*» Funding for research ond padant eare should be separately avcounted fur,
» Agcess o research by patients and phys'c.ans must be fostered
» Punding for research should be available tor any qualifisd instindon,

+ Since fanding for research cones from wany different sources, both inside and oatside of the
state, gorions taken Dy the state should enbance the cepability m uccess these funding sources,

+ Administration of o rescarch fundiag progran should be feagible, simple, and lnexpensive.
+ A state-level "Narional Institure of Health” process should not be atilized.

- The costs ciiical instituticns incur in managing rescarch showid be considesed 2 necessary
componert of the overall costs of the rescarch activity

= i1 is valuablc o enhance linkapes bovween the delivery and the achievement of ir novaticn.

= Cars ihat is clinica'ly bencficial to paticnis should be paid for by tnind party payers at the rate
for the usual care of a given cendition.

Principles Relating to Conducting and Disseminaling Research

» The results of reszarch receiving the benchits of g:a1c tesearch funds should he widely
disserninated with & minimum of proprietery resmicton.

* Aporopriate mechanisms/internal policies shovld be i plece 2t research organizations w avoid
investigator conflicL of Interest

+ The current mechanising in the research conuaunity for gquality cnntrol must be recopnized.

i
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RECOMMENDATIONS ON RESEARCH

SUMMARY

Flealihoure ressarch is of groat social valae, However, we helizve the strategios of cosi
containmment will emphasize efforts to eliminase costs not requirerd 10 provide cere o the patisng,
This emphas's could bave a dramatically negative impact on researcn currenty funded by
pedent-care dollars. Therefore, we offer three major recommendetions to prod=ot this research:

RECOMMENDATION 1:

THE STATE SHOULD ESTABLISH A RESFARCH FunD TO REPLACE RESOURCES THAT ARF
CURRENTLY AVAILABLE THIROUGH PATIENT-CARE BASED FUNDING.

The tse of resources generatec by the fund skooll be consisient with the following guidelings:

1} Emphesice innovative investigations which explore early hypotheses and guesticns.
| Levernge exterrm] Munding (both ir-kind and mustching).

A Awvodd funding institutiooally specific investigations,

4 Avoid supplanting existirg exierazl funding,

51 The msearch pursued with fond tesouces should be rsponsive 10 healtheare needs

and he sheliercd from direet political and popular influcnsc.

6 Al organizaticis receiving organizaticnal fonding from the Resea-ch Fumd roustara
minimum kave a qualili=d Instnutional Bovicw Board (IRB) to assure safe, sthis]
irentment of human subjects.

T3 Research results should be puslicly repored bur the natarz and exiznt of the
disszminztion should be appropriate to the pruject.

a3 The statz should not become involvad in priceitizing beglih research activities.

REECUMMENDATION 2:

DsTRIDUTIONS FROM THE RESEARCII FIND SHOULD BE ESTABLISHEDR BY STATUTE AND
ADMINISTERED BY THE ConMMISSIONER OF HEALTH CONSIS TENT WITH (MR SUGGES TED
ATT.OCATION CRITERIA.

ij Nistrbution would be made in twe caregories:  'erganizational funds” which
recognize significam resenrch organizetions; snd "project fands” which would support
spocific rescarch projecis.

23 The shere of organiauional funds recerved by an institution shall be deternined oa a
percentage basis formula and would be adjusted bi-annually.

3 Propect funds should be awarded 3y the Commissioner of Healdh

1) Appropriste suditing safeguards should be putin plece by the Deparirnent of Health
1o ensare that the resaarch which 18 purseed from the state furd i3 consis.e it with the
gratutory puidclines of the fund as outlincd shovel.

RECOMMENDATION 3:

THERE ARE MRINCIPLES WHICH MUST BE UONSIDERED WHEN FORMULATING THE
SPECIFIC PLAN FOR GENERATING THE RESOURCES For THIS FunND,

Iy The financing mechanism should be designed as rasionally a: possible to both
improve imtial acecprance and betier assure continuity.

21 There chould ke prediztability, stability and sufticicney of funding o achieve dasired
policy ubjecdves.
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RECOMMENDATIONS ON RESEARCH

RECOMMENDATION 1;

THE STATE SHOULD ESTABLISI A RESEARCH FUND TO REPLAUL
RFESOURCES THAT ARE CURRENILY AVAILABLE THROUGIH PATIENT-CARE
BastD FUNDING,

We defirie "unjinded” resecrch as thie cosis of reseaich rot covered o exterpal funding sources
and instead covered by potient cave dollers. Cfien these are the costs ol clinical eare for the
underiying wedical ¢anditions that have penerslly boes coverad by thivd-party irsn ances,

We belicve this fund is likely to be necessary bacouse cust contmnment preszires will reguine
graatzr atteniion by thosc involved in healibeare delivery and managed care 1o more precizely
aucount for hralth services costs than has been the case in the past. Further, thege pressures, and
sabreyaent acconntng will leed w the ehmenation of costs not nevessary o uovide cae to the
paticrL. Theretore, there will be no allowznees Sor costs bayond the minimum reguired to daliver
services -- such as for healthcare research, We believe heelth-relared research has great social
valiue that will require preservation through altemative mzars of tundiag,

1) Emphasize innovative investigations which explore early iypotheses and yuestions

‘Tmpromptu iavestrations” as described by Robert Heyisel, the past president of The Johns
Huypking Hosgital, ure invastigaioas that erc "not supported by funded grants or even
cxplicitly acknowle=dged"; rcher, they are "simply funded throunzh the introdocion of
inefriciz=acy into the paident carc process by lengthened operating room tmes, cxm: ims
spent ir the radio.ogy suite, or by use ol other adeed resources in investigation, paid for by
purchascrs of medical care " This kind o7 research, which wecordme to Heyzsel, "often leads
i el innovation i clinleal praciice” (cmphasis added) is often first puhliciced throazh
publicatior. in peer-revicwed juirnals and subsequent trenslation into practive ¢

2} Leverage external funding (both in-kind and matching)

If rescarcl: costs 4re no: covered by external funding, i the opportunity for achicving that
iype of fanding exisis. institatons shou'd be encouraged 1o find ond slize such dollars with
the knowledge that clin:ca’ cure 2osts would be covered by the fund.

3 Avoid funding institutionally specilic investisations

The proposed fand should aveld funding investgations i are primarily dirsced at quality
improvement lor 2 specific insttution even thoegh taese invesdmations raay currently ke
Tunded with patient care revenue, These investigadons inelude continuous quality
itprovement for clinical processes improvement and outcomes siodies designec primarily
for institadonal quality managemert. These investigauions otten have formal reszarch
protocols and they often genercte new and generalizable knowledge lor clinieal sciencs,
Althongh this fertle area of delivery-system-sponsorsd investigation can be a rich souce of
rew nypathesss fer furthes investigation, it is primarily designed for internal vee and,
although of soune velue to clinical seience, does not reguire or warsant State Tunding, The
Lienefit of such ‘nvestgarions are first and foremost o the compeiitive advaniagz of the
sprei fic provider organization.
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Aveid supplaniing existing external funding

The proposed Fanding shonld complement. not supplant, existing external funding sorsces for
healthoare research. The complementary mals thit the satient care funded puordon of
healihcare rescarch olten noays is in providing e in-kind and doflar maten Toval contribution
often Tavored or tequited by exicrnal sponsors,

The research pursued with fund resources should be responsive to healtheare needs
and shwltered From direct political and popular influence,

The fund should work to easure that the healtheare nstitunons e niain a broad and Salanced
perspociive in Cetermining the imporznce of their pr ed projects. It snould also he
recognized that recea~ch and rezearchers ane accounuglc.. vial resenrch miast be evoided.
Therefors, the findeéd organivations should demonstrate a capacity to condio meaningtul.
andi high qualty research and to disserninate those regults to the healtheare eommnnmity,

All orzanizations receiving funding from the Research Fund must have gualified

IRE lu assure safe, ethical trestment of human subjeets, In thuse coses where an
institution does not have an IRB and an appropriale peer review process, it should have
access ta both,

A qualified TRB assures the safe and =thical ceatment of lmiman sunjecrs participating in
recearch, An sppropriate sciendfic pecr revi=w process ensunes that the sclentific ment of
wsearch projects will bz high. Fur thess institutions that ars without these napabilities. we
recomimend that a sysiem be cstablished to previde sccess to @ quelified IRE and scient:fic
peor teview process.

Research results should be publicly reported but the nature and extent of the
dissemination should be appropriate (o the project.

Since this fund i3 pensrated from community doilars and the reseam:h pursuad will have
Implica ious 10 2 broad ares of hea.thcare, & i cppropriz e that the conununity have e
Opportunity 1o access the major findings thaL have prown ouat of Its Invest uens,

The State should not become involved in prioritizing health research activitics,

The incertives created for those who delive: 2are to contain costs ang irnprowve guality will
require healthoare institutions w explore o wide variery of research initetives w achieve these
wals, Given rhess incentives, and the cifficulty fur any entity to correetly preclicr the future.

the Srute shonid not be ia the business of imposing ressarch ininatives, Further, ihe exoerntise
and creativiry that generate innovation requires tnat 1 wse who conduct research rmust be given
significant ladtude 1n the process of decermidning what questions are irnpuriant and relevant.
Hence, research institutiors that reccive "oigmnizational fiunds” shall be sniely responsible for
pricritizng thelr research offioues and should remnain financin'ly accountakle for their use of the
revenrch funds.
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RECOMMENDATION 2:

DISTRIBUTIONS FROM THE RESEARCIH FUND SHOULD BE ESTABLISHED BY
STATUTE AND ADMINISTERED BY THE COMMISSIONER OF HEALTH
CONSISTENT WITH OUR SUGGESTED ALLOCATION CRITERIA,

1 Distribudor. wouid be made m two cate pories: “ooanizational funds” which
fecoznice significan: resenrch organ vaions; and "project funds” which weuld support
spenfic rescarch projects.

Sekstantially all of the moneys inthe fund shoeld be allocated ro orgnnizanons approved
roTeceive oreanizational funds, while 1he remaind=r may bg alliwcated o fund projeets
tromm qaalified organicadons as derailesd on poge (9) lwem (8],

Crennizational Funds

A. Organizations will be cpproved o receive organizational funds dismbuted by
the Conmnissioner of Heaith if ey mezi the following criteriz:

1. Operate as @ Gospital or houlthecrs provider which is excrnpt bnder scotion S01{ci(3)
of the Interr ol Reveruc Code of 18986 or is owned and operatzd under anthority of a

overnmental vaing

&, Have s mechomsn to avoid conflicts of intercat as demonstrosed by establishment of
apprepiate policies and review procedures;

3. Have an iasttutional review board opersied in gonformily with the standards of the
Oiffice of Prorecdon for Reseusch Biscs of the Mational Institmues of Health, or other
federsl apencies, or have £n estzblished relaiionshin with an organization weeling this
crieria; and

4. Receive research frnds awarded oo the basis of a compatitive, pmer meview process.
The following tunding sources for pruiienyielinical car: research anly may be used 1o
racct this criteria:

a) Tothe exient that hisworic and current levels of unfunded rescarch conducted by
thz orgunization 1s ‘veasurable by ag ved-12 criter’a, it shall ba the determiner for
the distiibution of funds;

bl However, in the absence of that determuination the Commussioner <hall use a
distribution formula which considers 3 balance of the following:

it Historic and current levels of unfunded research conducied by the orpa-ization
i Grant awards from federal sgencies (Natfonal Insiiutes of Healih, Departeent of
the Arnmy., o)
1z Grant awards Mom natiornal voluntary health research organ-zaiions, aad other
ratioaal health policy fcundations, with 301 [c)() or 501 ie1(6) non-profit statas
unider the Internal Revenue Code of 1985
B. OUnce the wral smovnt of unfunded ses=acch by appreved organizations Y1as been
determined, a particuler cnganization will pet the perecntage of the organizaional
funds that is consist=nt witﬁ their sharg of the total urfandedd researck.
. Given thai an organizagon's ‘urfunded" intzrest in and pursuin of research couid
shift cver dme, the share of the orpanizaiionzl funds received by an institution shall
S adjustad bi-annually,

Sh
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RECOMMENDATION 3:

THERE ARE PRINCIPLES WHICH MUST BE CONSIDERLD WHEN
FORMULATING THE SPECIFIC PI AN FOR GENERATING THE RESOURCES
FOR TS FunND,

1)

2)

The financing mechanism should be desizued as raticuully as pssible to hollh improve
initial accepiance and betier gssuve continuity. The financing plan shouid be based on
the following vunditions: ;

Becanse iha benefit of this reseach often cannot be teasibly quantificd or gliocaied ton
particuler stakeholder or when the henefit is long 2rm. the {laneﬁt should be perceived asa
societal good  Given this persnective, the costs should be allocamed to the publie. [f the
allocation of these costs 1o 1he public theough dircer approaches is not toasible (e tazes) a
funding mechan:sm should be utilized so thar the broadzst possinle base of stakeholders cin
be ideniilied to bear the costs.

There should be predictghility, stability and sofficieney of furuling 1o achieve desired
policy ohjeetives

Siuce tha research fanction, espezially as it relater] 10 hemthoare, s often a propasition which
necessarly has long-term hocdzons, tnstitvtons wiil need o have o great deg ee of cortainty
of the fund's opemiion and conumnment. Also, to heve insufiicie fund levels 1s to Limat
potanrial lor the achievement of most appropridte evolnion of our nealihcarc sysic:n.

g
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APPENDIX F

1999 MERC Statute, Minnesota Laws 62J.691, 62J].692, and
62J.693

Sec. 9. [62J.691] [PURPOSE ]

The legislature finds that medical education and research

are important to the health and economic well being of
Minnesotans. The legislature further finds that, as a result of
competition in the health care marketplace, these teaching and
research institutions are facing increased difficulty funding
medical education and research. The purpose of sections 62J.692
and 62J.693 is to help offset lost patient care revenue for

those teaching institutions affected by increased competition in
the health care marketplace and to help ensure the continued
excellence of health care research in Minnesota.

Sec. 10. [62J.692] [MEDICAL EDUCATION.]

Subdivision 1. [DEFINITIONS.]

For purposes of this section, the following definitions apply:

(a) “Accredited clinical training” means the clinical

training provided by a medical education program that is
accredited through an organization recognized by the department
of education or the health care financing administration as the
official accrediting body for that program.

(b) “Commissioner” means the commissioner of health.

(c) “Clinical medical education program” means the
accredited clinical training of physicians (medical students and
residents), doctor of pharmacy practitioners, doctors of
chiropractic, dentists, advanced practice nurses (clinical nurse
specialists, certified registered nurse anesthetists, nurse
practitioners, and certified nurse midwives), and physician
assistants.

(d) “Sponsoring institution” means a hospital, school, or
consortium located in Minnesota that sponsors and maintains
primary organizational and financial responsibility for a
clinical medical education program in Minnesota and which is
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(e) “Teaching institution” means a hospital, medical

center, clinic, or other organization that conducts a clinical
medical education program in Minnesota.

(f) “Trainee” means a student or resident involved in a
clinical medical education program.

(9) “Eligible trainee FTES” means the number of trainees,
as measured by full-time equivalent counts, that are at training
sites located in Minnesota with a medical assistance provider
number where training occurs in either an inpatient or
ambulatory patient care setting and where the training is
funded, in part, by patient care revenues.

Subd. 2. [MEDICAL EDUCATION AND RESEARCH ADVISORY COMMITTEE.]

The commissioner shall appoint an advisory committee

to provide advice and oversight on the distribution of funds
appropriated for distribution under this section. In appointing
the members, the commissioner shall:

(1) consider the interest of all stakeholders;

(2) appoint members that represent both urban and rural
interests; and

(3) appoint members that represent ambulatory care as well

as inpatient perspectives.

The commissioner shall appoint to the advisory committee
representatives of the following groups to ensure appropriate
representation of all eligible provider groups and other
stakeholders: public and private medical researchers; public
and private academic medical centers, including representatives
from academic centers offering accredited training programs for
physicians, pharmacists, chiropractors, dentists, nurses, and
physician assistants; managed care organizations; employers;
consumers and other relevant stakeholders. The advisory

committee is governed by section 15.059 for membership terms and

removal of members and expires on June 30, 2001.

Subd. 3. [APPLICATION PROCESS.]

(@) A clinical medical

education program conducted in Minnesota by a teaching
institution is eligible for funds under subdivision 4 if the
program:

(1) is funded, in part, by patient care revenues;

(2) occurs in patient care settings that face increased

financial pressure as a result of competition with non-teaching
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patient care entities; and

(3) emphasizes primary care or specialties that are in

under supply in Minnesota.

(b) Applications must be submitted to the commissioner by a
sponsoring institution on behalf of an eligible clinical medical
education program and must be received by September 30 of each
year for distribution in the following year. An application for
funds must contain the following information:

(1) the official name and address of the sponsoring

institution and the official name and site address of the

clinical medical education programs on whose behalf the
sponsoring institution is applying;

(2) the name, title, and business address of those persons
responsible for administering the funds;

(3) for each clinical medical education program for which
funds are being sought; the type and specialty orientation of
trainees in the program; the name, site address, and medical
assistance provider number of each training site used in the
program; the total number of trainees at each training site; and
the total number of eligible trainee FTES at each site;

(4) audited clinical training costs per trainee for each

clinical medical education program where available or estimates
of clinical training costs based on audited financial data;

(5) a description of current sources of funding for

clinical medical education costs, including a description and
dollar amount of all state and federal financial support,
including Medicare direct and indirect payments;

(6) other revenue received for the purposes of clinical

training; and

(7) other supporting information the commissioner deems
necessary to determine program eligibility based on the criteria
in paragraph (a) and to ensure the equitable distribution of
funds.

(c) An applicant that does not provide information

requested by the commissioner shall not be eligible for funds
for the current funding cycle.

Subd. 4. [DISTRIBUTION OF FUNDS.]

(a) The commissioner

shall annually distribute medical education funds to all
qualifying applicants based on the following criteria:

(1) total medical education funds available for
distribution;

(2) total number of eligible trainee FTEs in each clinical

Report on a Process for Distributing Research Funds



55

medical education program; and

(3) the statewide average cost per trainee, by type of

trainee, in each clinical medical education program.

(b) Funds distributed shall not be used to displace current
funding appropriations from federal or state sources.

() Funds shall be distributed to the sponsoring

institutions indicating the amount to be distributed to each of
the sponsor’s clinical medical education programs based on the
criteria in this subdivision and in accordance with the ommissioner’s approval letter. Each clinical medical edu-
cation

program must distribute funds to the training sites as specified
in the commissioner’s approval letter. Sponsoring institutions,
which are accredited through an organization recognized by the
department of education or the health care financing
administration, may contract directly with training sites to
provide clinical training. To ensure the quality of clinical
training, those accredited sponsoring institutions must:

(1) develop contracts specifying the terms, expectations,

and outcomes of the clinical training conducted at sites; and
(2) take necessary action if the contract requirements are

not met. Action may include the withholding of payments under
this section or the removal of students from the site.

(d) Any funds not distributed in accordance with the
commissioner’s approval letter must be returned to the medical
education and research fund within 30 days of receiving notice
from the commissioner. The commissioner shall distribute
returned funds to the appropriate training sites in accordance
with the commissioner’s approval letter.

Subd. 5. [REPORT]

(a) Sponsoring institutions receiving

funds under this section must sign and submit a medical
education grant verification report (GVR) to verify that the
correct grant amount was forwarded to each eligible training
site. If the sponsoring institution fails to submit the GVR by
the stated deadline, or to request and meet the deadline for an
extension, the sponsoring institution is required to return the
full amount of funds received to the commissioner within 30 days
of receiving notice from the commissioner. The commissioner
shall distribute returned funds to the appropriate training

sites in accordance with the commissioner’s approval letter.
(b) The reports must provide verification of the

distribution of the funds and must include:
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(1) the total number of eligible trainee FTES in each

clinical medical education program;

(2) the name of each funded program and, for each program,
the dollar amount distributed to each training site;

(3) documentation of any discrepancies between the initial
grant distribution notice included in the commissioner’s
approval letter and the actual distribution;

(4) a statement by the sponsoring institution stating that

the completed grant verification report is valid and accurate;
and

(5) other information the commissioner, with advice from
the advisory committee, deems appropriate to evaluate the
effectiveness of the use of funds for medical education.

(c) By February 15 of each year, the commissioner, with
advice from the advisory committee, shall provide an annual
summary report to the legislature on the implementation of this
section.

Subd. 6. [OTHER AVAILABLE FUNDS.]

The commissioner is authorized to distribute, in accordance with subdivision 4,
funds made available through:

(1) voluntary contributions by employers or other entities;

(2) allocations for the commissioner of human services to

support medical education and research; and

(3) other sources as identified and deemed appropriate by

the legislature for inclusion in the fund.

Subd. 7. [TRANSFERS FROM THE COMMISSIONER OF HUMAN SERVICES.]

(a) The amount transferred according to section

256B.69, subdivision 5c¢, shall be distributed by the
commissioner to clinical medical education programs that meet
the qualifications of subdivision 3 based on a distribution
formula that reflects a summation of two factors:

(1) an education factor, which is determined by the total
number of eligible trainee FTES and the total statewide average
costs per trainee, by type of trainee, in each clinical medical
education program; and

(2) a public program volume factor, which is determined by
the total volume of public program revenue received by each
training site as a percentage of all public program revenue
received by all training sites in the fund pool created under
this subdivision.

In this formula, the education factor shall be weighted at
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50 percent and the public program volume factor shall be
weighted at 50 percent.

(b) Public program revenue for the formula in paragraph (a)
shall include revenue from medical assistance, prepaid medical
assistance, general assistance medical care, and prepaid general
assistance medical care.

(c) Training sites that receive no public program revenue

shall be ineligible for funds available under this subdivision.

Subd. 8. [FEDERAL FINANCIAL PARTICIPATION.]

The commissioner of human services shall seek to maximize federal
financial participation in payments for medical education and
research costs. If the commissioner of human services
determines that federal financial participation is available for

the medical education and research, the commissioner of health
shall transfer to the commissioner of human services the amount
of state funds necessary to maximize the federal funds

available. The amount transferred to the commissioner of human
services, plus the amount of federal financial participation,

shall be distributed to medical assistance providers in

accordance with the distribution methodology described in
subdivision 4.

Subd. 9. [REVIEW OF ELIGIBLE PROVIDERS.]

The commissioner and the medical education and research costs advisory committee
may review provider groups included in the definition of a

clinical medical education program to assure that the

distribution of the funds continue to be consistent with the

purpose of this section. The results of any such reviews must

be reported to the legislative commission on health care access.

Sec. 11. [62J.693] [MEDICAL RESEARCH.]

Subdivision 1. [DEFINITIONS.]

For purposes of this section, health care research means
approved clinical, outcomes, and health services investigations.

Subd. 2. [GRANT APPLICATION PROCESS.]

(a) The commissioner of health shall make recommendations
for a process for the submission, review, and approval of research grant
applications. The process shall give priority for grants to
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applications that are intended to gather preliminary data for
submission for a subsequent proposal for funding from a federal
agency or foundation, which awards research money on a
competitive, peer-reviewed basis. Grant recipients must be able
to demonstrate the ability to comply with federal regulations on
human subjects research in accordance with Code of Federal
Regulations, title 45, section 46, and shall conduct the

proposed research. Grants may be awarded to the University of
Minnesota, the Mayo clinic, or any other public or private
organization in the state involved in medical research. The
commissioner shall report to the legislature by January 15,
2000, with recommendations.

(b) The commissioner may consult with the medical education
and research advisory committee established in section 62J.692
in developing these recommendations or may appoint a research
advisory committee to provide advice and oversight on the grant
application process. If the commissioner appoints a research
advisory committee, the committee shall be governed by section
15.059 for membership terms and removal of members. Minn. Stat. Sec. 62J.045 (1993)
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To obtain additional copies of this report,
please contact:

Minnesota Department of Health
Minnesota Health Information Clearinghouse
P.O. Box 64975
St. Paul, Minnesota 55164-0975
(651) 282-6314; (800) 657-3793
TDD (651) 215-8980

As required by Minnesota Statute 3.197: This report cost approximately $6,770.00 to prepare including staff
time, printing and mailing expenses

If you require this document in another format, such as large print, Braille or cassette tape, call (651) 282-6314

Report to the Minnesota Legislature



