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MAINE BIOMEDICAL RESEARCH BOARD
Chapter 1:
RULES FOR THE MAINE BIOMEDICAL RESEARCH PROGRAM

Summary: This chapter outlines the procedures and criteria governing the Maine Biomedical Research Program.

Section 1. Purpose and Definitions


A.
Purpose



The Maine Biomedical Research Program is established to promote economic development and jobs in the State primarily by making state investments in organizations with successful results in attracting biomedical research funds from specified grant sources. As a secondary purpose, the Maine Biomedical Research Program is intended to provide incentives for small eligible institutions to grow. The program shall disburse program funds from the Maine Biomedical Research Fund to eligible institutions. An eligible institution receiving program funds under this program may use those funds for any of the following purposes: project funding; facilities funding, including debt service; equipment used in research, including debt service; or ancillary support. The purpose of the rule is to define the criteria and proposal process for applications to the fund, consistent with 5 MRSA section 13103.


B.
Definitions



“Academic medical center" is a Maine-based nonprofit clinical, educational and research organization with a critical number of hospital beds, with multiple and independent residency and fellowship programs, with a significant number of residents and fellows and that is affiliated with but independent of a medical school.

“Affiliate” means a corporation, limited liability company or other entity that controls, is controlled by or is under common control with the applicant. A majority of the membership, stock ownership or other voting authority is conclusively presumed to establish control.



“Ancillary Support” shall mean support for research services provided by the Eligible Institution that enhance its capacity to conduct Peer Reviewed Biomedical Research, such as, but not limited to, DNA sequencing.



“Biomedical Research” shall mean scientific research, investigations, experiments, demonstrations, and studies whose primary purpose relates to the biology, causes, diagnosis, treatment, control and prevention of physical and mental diseases or impairments afflicting humans.



“Board” shall mean the Maine Biomedical Research Board established pursuant to 5 MRSA section 13104.



“Department” shall mean the Department of Economic and Community Development.


"Eligible institution" means a Maine-based private nonprofit biomedical research institution or academic medical center or medical school that, as of July 1, 2001:



1.
Performs competitive biomedical research in on-site, wetbench biomedical research laboratories in the State, as evidenced by publications in recognized peer review journals; and

2. Receives or expends funds in the State from federal agencies or specified grant sources for the purpose of producing peer-reviewed biomedical research in on-site, wetbench biomedical research laboratories.

Until July 1, 2009, any one or more of the requirements of this definition may be satisfied by an applicant created after July 1, 2001 if that requirement is satisfied by one or more affiliates of the applicant and if at least one affiliate of the applicant received funding from the fund prior to July 1, 2005. After July 1, 2009, an applicant that has established eligibility pursuant to this must itself meet all other requirements of the definition.


“Fund” shall mean the Maine Biomedical Research Fund established in 5 MRSA §13103.



“Grant Allocation Committee” shall mean a committee designated by the Board to review and recommend qualifying Eligible Institutions. The Grant Allocation Committee may include qualified persons with expertise in biomedical research grants administration, non-profit finance budget and administration and at least two persons with experience in Peer Reviewed Biomedical Research. None of the Grant Allocation Committee members may come from a Qualified Institution.



“Qualified institution” shall mean any Eligible Institution that applies for Program Funds and is determined by the Board to have met 5 MRSA §13103.



“Peer Reviewed Biomedical Research” shall mean any biomedical research that either has already resulted in, or is intended to result in, publication in national recognized peer review journals such as those listed in the Index Medicus, published by the National Library of Medicine, Nation Institutes of Health.



“Program funds” shall mean funds allocated from the Maine Biomedical Research Fund.




"Specified grant sources" means a federal agency, a nonprofit foundation, private company or corporation, a voluntary membership organization such as the American Cancer Society, or an out-of-state educational university, that, as of July 1, 2001, issues grants or contracts for the purpose of producing peer-reviewed biomedical research when the grantee retains complete editorial control over the content of the research performed.



"Wetbench" shall mean generally what is ascribed to that term by the biomedical research community and refers to laboratories that use solutions or cell extracts and biological reagents.

Section 2. Application Process


The Board shall issue a request for grant applications through a Public Notice in newspapers of general circulation at least 30 days prior to the application deadline. All proposals will be initially reviewed by the Grant Allocation Committee to determine Qualifying Institutions, eligible outside funding and eligible projects. Grant funds will be awarded based on the criteria and funding formulas outlined in this rule. The Board will make final decision on grant awards.


The Grant Allocation Committee will review all material supplied by each institution and make initial funding recommendations based on the criteria and funding formulas set forth in this rule. The Grant Allocation Committee may call upon out-of-state members of the biomedical research community to help it make decisions about the eligibility of an institution, project cost or in the determination of legitimacy of claimed funding sources as eligible outside funding.


The Board will review the Grant Allocation Committee’s recommendations and will make the final funding decisions. The Board will notify the institutions of its final decision and request that each grantee submit a final plan reflecting the actual amount of funding allocated.


The final plans must specify how the institution will utilize the allocated Program Funds and what research and economic benefits it anticipates as a result of the funding. The institution’s final plan must be submitted within 45 days of notification of the Board’s final decision.


Once funding decisions are made, each Eligible Institution shall revise its preliminary plan into a final plan that reflects the actual level of award received. The final plan must describe how the institution will utilize the allocated program funds and what research and economic benefits it anticipates as a result of funding. This final plan must be submitted to the Board no later than 45 days after the award notification and prior to disbursement of funds.

Section 3. Criteria for Selection


In order for an eligible institution to qualify for Program Funds, applicants must submit to the Board:


A.
A preliminary plan describing how the institution would utilize Program Funds and what research and economic benefits it anticipates as a result of this funding;


B.
Citations of articles from peer review journals published within the previous 2 years that show the institution is engaged in competitive biomedical research;


C.
Copies of the institution's Internal Revenue Service form 990, or other audited documentation such as a notice of grant award, for the previous two calendar years. The documentation must show the amount of funding received from outside sources used for Biomedical Research. The documentation must be for the two calendar years immediately preceding the date of application to the Fund;


D.
A breakdown and explanation of sources and uses of all Biomedical Research funds received or expended over the previous 2 calendar years from federal agencies or specified grant sources. The report will specify funds attracted over the previous 2 calendar years to perform Biomedical Research that are:



1.
Received directly by the Eligible Institution as a primary beneficiary of the grant;



2.
Received by the Eligible Institution through a subcontract or other similar legal arrangement such as an invoice or letter of appointment; or



3.
Received in combination with other in-state or out-of-state institutions.

The report will separately list each specific source for funding and its use.


E.
A statement signed by the institution's chief executive officer certifying that all the submitted materials are accurate.

Section 4. Use of Funds


Program funds are to support biomedical research in the State, with priority given to research and research technologies with the potential to affect diseases and biomedical mechanisms. 


An eligible institution may use the grant for any one of the following purposes:

· Project funding that directly supports Peer Reviewed Biomedical Research;

· Facilities funding, including debt service, for construction, renovation, expansion of facilities the primary purpose of which is to conduct Peer Reviewed Biomedical Research:

· Equipment used in Peer Reviewed Biomedical Research, including debt service; or

· Ancillary support;


An Eligible Institution that receives funds under this rule may charge overhead expenses consistent with federal research granting criteria. The institution may utilize up to 2% of the Program Funds it receives to evaluate the impact of the research it is conducting. An institution is not obligated to expend Program Funds during the period in which those funds are received, but may carry over funding for up to 5 years.


Program funds may not be used to support Biomedical Research, facilities, equipment, Ancillary Support or overhead expenses that occur outside the State of Maine.

Section 5. Allocation of Funds


All Eligible Institutions meeting the criteria in Section 4 will receive a proportional share of the available Program Funds for allowed program uses.


A.
Determination of eligible outside funds 



“Eligible Outside Funds” for the purposes of determining an Eligible Institution’s l allocation of Program Funds is defined as funds received or expended in Maine from Specified Grant Sources for Peer Reviewed Biomedical Research only. An institution’s internal funds or private contributions from individuals cannot count as Eligible Outside Funding. In order to assure that no funds are counted more than once, outside funds received by multiple in-state institutions from the same Specified Grant Source shall be apportioned between those institutions for Peer Reviewed Biomedical Research as outlined in that grant proposal. Eligible Outside Funds must be received or expended in Maine by Qualified Institutions:



1.
Directly as a primary beneficiary of a grant; or



2.
As a subcontractor or pursuant to a similar documented legal arrangement such as an invoice or letter of appointment; or



3.
As evidenced by biomedical research funding supported by other documentation such as notice of grant award, grant budget or time and effort reporting.


B.
Allocation formula


An institution will receive the share of total Program Funds” available for distribution that is proportionally equivalent to the institution’s share of adjusted Eligible Outside Funding relative to the total pool of adjusted Eligible Outside Funding received by all institutions receiving Program Funds.



“Adjusted eligible outside funding” means an institution’s Eligible Outside Funding weighted such that up to and including the first million (or portion thereof) is multiplied by 3.5, the second and up to and including the third million are multiplied by 2, the fourth and up to and including the fifth million are multiplied by 1.5, the sixth and up to and including the tenth million are multiplied by 1.2, the eleventh and up to and including 20th million are multiplied by 1, the 21st and up to and including the 40th million are multiplied by 0.5, the 41st and up to and including the 60th million are multiplied by 0.1,
and any amount above 60 million is multiplied by 0.02.

C.
Board Decision


The Board will review the Grant Allocation Committee’s recommendations and will make the final funding decision consistent with 5 MRSA section 13103. The Board will notify the institutions of its decision and request each Qualifying Institution’s final plan reflecting the actual amount of funding allocated. The institution must submit its final plan to the Board no later than 45 days after the award notification. The final plan must describe how the institution will utilize the allocated Program Funds and what research and economic benefits it anticipates as a result of funding.

Section 6: Request for Reconsideration


An applicant may request reconsideration of the Board’s final decision based on the following:



1.
The determination of its eligibility as a Qualifying Institution as defined by this rule.



2.
The determination of whether its project is an eligible project as defined by this rule.


Request for reconsideration must be addressed to the Board in writing within fifteen days of the its decision, stating the specific basis for the request for reconsideration.


The Board will review the written request for reconsideration and all application materials submitted by the institution and make a final determination based on that information within 30 days. The Board may call upon out-of-state members of the biomedical research community to assist in the reconsideration decision.

Section 7: Disqualification


The Board may disqualify a grantee if it does not meet the above criteria or are not providing services as outlined in its proposal.

Section 8: Reporting requirements


Each biennium that funds are received, all grantees will submit a Report to the Department. The report must include:



1.
An accurate accounting of the use of all Program Funds prepared by a certified public accountant;



2.
A summary of the status of any ongoing Biomedical Research;



3.
A summary of the results of any completed Biomedical Research; and



4.
Evaluation data and assessment to include an assessment of the direct and indirect economic impact of funded Biomedical Research and an assessment of the contribution of the funded Biomedical Research to scientific advancement and the institution’s competitive position.

Section 9: Additional reporting requirements

In addition to these reporting requirements, each institution must submit each biennium a report to the Governor, the joint standing committee of the Legislature having jurisdiction over appropriations and financial affairs and the joint standing committee of the Legislature having jurisdiction over business, research and economic development matters. The report must include detailed information on the status of the funds in the Maine Biomedical Research Fund, a listing and explanation of each specific source of funding from grant sources for biomedical research and its use and the number of new jobs created in the State and where those jobs are located.

STATUTORY AUTHORITY: 5 MRSA §13103 sub-9 (PL 2003 Chapter 464).

EFFECTIVE DATE:


November 18, 2003 - filing 2003-436, which also repeals 10-100 CMR Ch. 11


May 1, 2006 – filing 2006, 161


July 30, 2011 – filing 2011-251


