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MVP RESEARCH PROJECT POLICY

Projects awarded by MDA Venture Philanthropy, Inc. ("MVP") are governed by the policy set forth herein.
MDA and MVP support research aimed at developing treatments for the muscular dystrophies and related diseases of the neuromuscular system.  These are the muscular dystrophies (among which are Duchenne and Becker); motor neuron diseases (including ALS and SMA); the peripheral nerve disorders (CMT and Friedreich's ataxia); inflammatory myopathies; disorders of the neuromuscular junction; metabolic diseases of muscle as well as other myopathies.

MDA Venture Philanthropy (MVP) is MDA’s drug development arm.  MVP acts within MDA’s Translational Research Program, and has the mission of identifying and overcoming the inherent regulatory, cultural, financial and logistical barriers to bringing to market new therapeutic agents for neuromuscular disease.

MDA defines Translational Research as research that transforms scientific discoveries arising from the laboratory, clinic or population into new clinical tools and applications that reduce neuromuscular disease incidence, morbidity or mortality.  This broadly includes intervention development and Phase I/II clinical trials.  

Terms of this policy are subject to revision
or alteration at any time

SECTION A

I. TYPE AND PURPOSE OF MVP GRANTS 

MVP provides a mechanism to fund for-profit companies or academic institutions engaged in pre-clinical or clinical therapy development for any neuromuscular disease(s) covered in MDA’s program.  Proposed projects should be focused on translational aspects of therapy development (e.g., optimization, scale-up, manufacturing, toxicology testing, and phase I/II clinical trials), and will be awarded with the understanding that there is a reasonable expectation that a therapeutic product will be brought to market by the MVP recipient, either during the tenure of the project, or subsequent to the award.  A collaborative effort between academic or institutional researchers and companies in an appropriate field is preferred, and expertise may be offered to the applicant in the form of a steering committee with members agreed upon by both parties. The project may last for 1-3 years, with award amounts generally not to exceed $2 million per year.  This award is highly competitive.

II. AWARD REQUIREMENTS
1. Proposed MVP projects must move a potential therapeutic agent closer to the market, and have a plan to make it commercially available (directly or indirectly).
2. Recipient will provide annual reports of expenditures to MDA.
3. Recipient will provide records of appropriate institutional/federal regulatory requirements.
4. Company recipients will be expected to demonstrate a fiscal commitment to the project that equals or exceeds the amount awarded by MDA.

5. Modular funding may be contingent upon achievement of pre-determined milestones as described in the grant application.  For larger projects, achievement of milestones will be evaluated by a steering committee composed of one member of the MDA research staff, one member of the recipient organization and three outside experts for larger projects.  For smaller projects, achievement of milestones will be evaluated on the basis of progress reports supplied to MDA.
6. Recipient will abide by the MDA policy agreement for intellectual property (Exhibit 1), or a modified version of this agreement that is acceptable to all parties.

7. Recipient and company will agree on a fair return on investment for MDA based on the stage of the project, financial investment by MDA and risk taken.  

8. Recipient will abide by the MDA Translational Research Corporate Grant Communications and Confidentiality Policy (Exhibit 2), or a modified version of this agreement that is acceptable to all parties.

9. Recipient and MDA must come to agreement on a contract acceptable to both parties

III. APPLICATION PROCEDURE 

APPLICATIONS FOR FUNDING ARE NOT PUBLICALLY AVAILABLE. 
Applications are made available to qualified applicants only. An application may be submitted and accepted at MDA's sole discretion and is based on the nature of the research proposed and the qualifications of the applicant. In order to apply for funding, a Contact Form must be completed and submitted online for review (see http://mdavp.org/images/contactform.pdf). 

IV. DEADLINE DATES 

MVP projects are reviewed on a rolling basis, and there are no deadlines for applications.
V. APPLICATION REVIEW 

To ensure support of meritorious neuromuscular disease research, applications are peer-reviewed to assess their scientific merit and to evaluate their relevance to MVP's goals. MDA's Board of Directors has the sole authority to award all grants. Projects are reviewed under confidentiality agreements by outside reviewers (Exhibit 3) and by MVP’s advisory committee.

MVP projects are reviewed at two levels, firstly scientific and secondarily from a business standpoint. 

The main criteria for scientific approval of MVP projects are:

Therapy Development Potential: Rationale of treatment modality; quality of preclinical data; results of toxicology studies to date

Plans for Proposed Research: Appropriateness of plan for advancing therapy towards commercialization; suitability of experimental plan; appropriate subcontractors used to get quality results; access to necessary institutional facilities and infrastructure
Ability to meet Regulatory Requirements: Manufacturing plan; regulatory compliance plan [for all projects beyond optimization]

Quality of Applicant/Co-Applicant(s): General excellence; expertise in clinical research; experience bringing therapies to market; quality of collaborators
The main criteria for business approval of MVP projects are:
Track Record of the Applicant: Experience of management, track record of attracting additional financing, track record of advancing therapeutics towards commercialization
Financial Stability of the Company (if relevant): Demonstration that the company has at least sufficient capital to complete the project with MDA investment, company has the ability to attract more funding, company has the necessary intellectual property to bring the therapy to market

Budget: Budget, including subcontracts, is reasonable for the proposed work
VI. PATENT AND LICENSING POLICY INFORMATION 
Projects are subject to the Association's Patent and Licensing Policy (Exhibit 1). By accepting a research project offered through MDA's Research Program, the MVP recipient, all personnel contributing to and working on the project, as well as the Company/Institution with which they are affiliated, agree to be bound by the terms and conditions of MDA's most recent policy on patents and licensing as described in Exhibit 1, or amendments of that policy described in the contract.
SECTION B 

I. ELIGIBILITY FOR MVP RESEARCH PROJECTS
A corporate applicant must:

1.  
Be a biotechnology, pharmaceutical, or other related business.    

2.
Employ a qualified Principal Investigator for the duration of the award and during the conduct of the proposed project (at least 50% effort; precludes full-time employment at another Company/Institution). 
An academic applicant must:


1.
Be a professional or faculty member at an appropriate educational, medical or research institution and be qualified to conduct and supervise a program of original research;


2.
Have access to institutional resources necessary to execute the proposed research plan; and

3.
Hold a Doctor of Medicine, Doctor of Philosophy, Doctor of Science or equivalent degree.

II. DURATION OF RESEARCH PROJECTS
Awards are for up to three years. Payments are contingent on the availability of research funds, achievement of predetermined milestones satisfactory to MDA, and confirmation that appropriate Company/Institutional requirements for human subject protection and animal care are current and on file (if applicable).  
III. DELAY IN ACTIVATION 

The activation of an MVP project by the MVP recipient may not be delayed. A MVP recipient who is unable to begin his or her project on its designated start date must relinquish the award and reapply. 

IV. SUBCONTRACTS 
MVP includes support for approved subcontracts. It is expected that the MVP recipient will manage collaborations with outside companies or academic investigators through a subcontract mechanism, with the understanding that MDA’s Research Grants Policy allows the payment of no more than 10% overhead to research organizations.

In connection with a subcontract, the MVP recipient will administer and account for all expenses of collaborators. This includes indirect costs. Appropriate documentation related to regulations governing animal and human subject use will be required from each subcontracted entity where applicable. The MVP recipient submitting the core research project application will be responsible for assembling and submitting to MDA such documentation along with a copy of each subcontract agreement prior to funding.
V. RESEARCH PROJECT PAYMENT

Checks are made payable to the recipient company or institution and are issued upon achievement of milestones agreed upon in the contract.  The milestones are set up such that the upfront payments should support the project up until the next milestone.  If that milestone is deemed a failure, it suggests that the project should not go forwards and there should be no further expenses.  Therefore, MDA would not make subsequent payments (with the caveat that MDA or the steering committee can approve a change in direction if there is an obvious alternative route forwards to develop the drug – at which point, alternate milestones would be agreed upon). 

The company or institutional financial officer should establish an account from which research expenses may be paid under the terms of the approved award.  MDA has the right to withhold or cancel payments at any time for non-compliance of Policies or failure to meet milestones. 
VI. AUTHORIZED EXPENSES

When MDA deems them justified by the research plan, the expenses identified below are permitted under the MDA policies:
1. Salary support for other scientists, technicians, research assistants, post-doctoral fellows, and graduate students and fringe benefits at levels appropriate to the Company/Institution.
2. Equipment and supplies necessary to complete the project's milestones. Unless otherwise stipulated at the time of the award, equipment purchased solely with MDA funds belongs to and is considered the property of the academic Principal Investigator or the company to whom the research project was awarded.  Computer hardware (i.e., PC’s, printers, monitors, etc.) is limited to a maximum of $5000 per grant.
3. Travel expenses: 

a. Must be directly related to the implementation of the research and/or expressly and solely for the purpose of reporting the results of MDA-supported research at suitable scientific or medical meetings and/or associated with getting the required regulatory approvals necessary to achieve the goals of the project. 

b. Are limited to $1,000 maximum per year. With MDA approval exceptions may be made for projects such as clinical trials where travel to remote sites is an integral part of the project plan.
4. Costs associated with submission of IND and to get FDA approval for a trial
5. Vendor Subcontracts:
a. May include but are not limited to toxicology/biodistribution studies, product manufacture, formulation, data management, quality assurance and regulatory compliance (i.e., consultant or Contract Research Organization [CRO])

b. Maximum allowable for regulatory compliance consultation or CRO is $75,000 annually

6. Indirect costs not to exceed 10% of direct costs.

VII. UNAUTHORIZED EXPENSES

The following expenses are NOT permitted under the MDA research program:

1. Salaries, travel and/or housing related to sabbatical leaves;

2. Salaries for secretarial and/or clerical staff;

3. Purchase or rental of office equipment; (e.g. office furniture, filing cabinets, and copy machines);

4. Expenses normally covered by the indirect cost of the Company or the Principal Investigator’s institution;
5. Fees for tuition, registration or other fees relating to academic studies;
6. Membership dues, subscriptions, books or journals; and/or
7. Expenses for or related to moving from one institution to another.

8. Subcontracts to vendors in which the MVP recipient holds a proprietary interest.

VIII. SUPPORT FROM OTHER SOURCES 

1. ALTERNATE FUNDING 

An Applicant may not apply for, use or accept MDA funds to support the same budgetary aspects of a research project already supported either by another source. If funds for the project in question become available to the MVP recipient from other sources during the review or tenure of an MVP research project, the MVP recipient must so inform MDA's Research Department in writing. MDA will then make a decision about the allocation of its research award.

2.  SUPPLEMENTAL FUNDING 

Financial support for related but clearly non-overlapping aspects of a project from separate funding sources is permitted under MVP grants.  For example, a company that already has a Small Business Innovation Research (SBIR) grant from the National Institutes of Health may still apply to MVP for funding related to additional distinct aims of the same project, provided that there is no scientific or budgetary overlap.  Such supplementary funding must be disclosed, fully, to MDA as part of the research proposal or at the time such funding is received, and may be included in the matching funds required by MDA.
IX. BUDGET REVISIONS 

During the review of the application, MDA may approve an award contingent on a reduction in budget.  The applicant may choose to respond in writing within two weeks if the suggested budgetary changes are not acceptable, justifying in detail the need for the requested funding levels or suggesting a compromise.  MDA will, in turn, respond within two weeks either accepting the compromise, or denying the request.  If the request is denied, the applicant may choose to accept the award originally offered by MDA, or refuse the award.  

MDA requires the submission of a revised budget when the funding for the project awarded is different than that originally requested in the proposal.  The revised budget must reallocate the amount awarded for items requested in the original budget - except for any items specifically described in the contract that both parties have agreed to delete from the budget.  A revised budget must be submitted to MDA's Research Department within two weeks of receipt of the signed contract or within two weeks of acceptance of MDA’s required budgetary modifications.

To reallocate funds totaling more than fifteen percent (15%) of the current annual budget, the recipient must submit a written request to MDA's Research Department for authorization.  Such requests must include the amount of the reallocation and a detailed justification.  Requests for budget revisions may be submitted up to four (4) weeks prior to the termination date of an award. Reallocations are permitted only during the current funding year.
X. UNEXPENDED FUNDS 

Expenditures may not be committed against a grant after its expiration date except when authorized in writing by MDA. 
At the termination of the project, unexpended funds may, under exceptional circumstances, be used for a period of either three (3) or six (6) months beyond the expiration date (no cost extension).  The recipient must request in writing such an extension of the use of MDA funds.  The request must state the amount of unexpended funds, how those funds will be used during the extension period and provide a detailed justification for the extension satisfactory to MDA.  Such a request must be made no later than four (4) weeks before the termination date of the award. The originally approved budget remains in effect throughout the extension period, inclusive of all category maximums.   

XI. CHANGE IN STATUS 

The continued use of research project funds following any major change in status of the Principal Investigator requires prior written authorization from MDA. As described below, such changes include but are not limited to prolonged absence or withdrawal from the project. 

1. WITHDRAWAL OR ABSENCE FROM THE PROJECT
When a Principal Investigator withdraws from a projector will be absent for an extended period of time, the MVP research project may be transferred to a new Principal Investigator, or his/her grant will be terminated and all unexpended funds plus unexpended accrued interest, if any, must be returned to MDA, accompanied by a Report of Expenditures, within eight (8) weeks of the withdrawal from the project. 

If a project is continued under a new Principal Investigator, the Principal Investigator must write to MDA requesting authorization for such a continuation at least eight (8) weeks before the effective date of withdrawal or start of the absence from the project. The following documentation must be provided: 

a. Effective date - month/day/year - of the change in Principal Investigator; 

b. Updated progress report on the project; 

c. Name, address and curriculum vitae of the proposed new Principal Investigator.
d. Signed letter from the investigator referred to in item "c" above confirming that he or she is familiar with all aspects of the project and accepts full responsibility for the conduct of the research during the absence of the Principal Investigator. The proposed new Principal Investigator must indicate to MDA his/her familiarity with the specific aims of the project and agree to accept responsibility for all scientific and administrative aspects of the grant and also provide a statement about the availability of equipment, personnel, etc., necessary to conduct the research. 

2. CANCELATION OF GRANT 

If, for any reason, the recipient of a research project must relinquish the award, the MVP recipient should promptly so notify MDA in writing. The notification should state the effective date of cancellation of the project. Unexpended funds plus unexpended accrued interest, if any, must be returned to MDA accompanied by a final Report of Expenditures within eight (8) weeks of the cancellation date. 

MDA reserves the right to cancel a research project if circumstances render the individual on whose behalf the award was made unfit, unqualified and/or unable to perform under the terms and conditions of this MVP Policy. Such circumstances include, but are not limited to, abandonment of the project, loss of license, conviction of a crime, or withdrawal of insurance or other material institutional protections. 

3. CANCELATION OF GRANT BY MDA 

MDA has the option of canceling an award at anytime with notice for any of the following reasons: 

a. If within ninety (90) days from the scheduled funding start date or the established deadline date for receipt of required reports, MDA has not received the required supporting documentation, e.g. copy of IRB, FDA, IACUC approval letters; IND confirmation; copy of informed/consent form(s); progress report; or other documentation as defined by the MVP Policies. 

b. Availability of Association resources are limited to the extent that continuation of funding of research projects must necessarily be placed on temporary or indefinite hold. 

c. For any violation of the guidelines governing MDA’s research grants program as defined by the Association’s MVP Policy. 
4. OWNERSHIP OF DATA
In the event that the project is discontinued by MDA either due to failure by the MVP recipient to meet terms described in this policy or due to a default by the MVP recipient, and in so much that no provisions satisfactory to MDA have been developed for its continuance, all data produced with MDA funding up to the time of the cancellation will become the sole property of MDA.

XII. CURRICULUM VITAE/BIOSKETCH 

Curriculum vitae of all investigators, advisors, co-investigators and post-doctoral fellows who will be participating in the execution of the research project must be provided to MDA with the research project application. When a project is underway, MDA must be informed immediately in writing of any change in personnel participating in the project, the reason(s) for such a change, and be provided the curriculum vitae or biosketch of any additional or replacement personnel. 

SECTION C 

RESEARCH REPORTS AND PUBLICATIONS
I. REPORT OF EXPENDITURES

At the conclusion of each funding year of the grant, the designated financial officer of the recipient company or institution when the grant is awarded must submit a Report of Expenditures to MDA detailing the use of the awarded funds.

II. REPORT OF PROGRESS

Where Progress reports are required, Progress reports must be submitted on completion of each milestone as detailed in the milestone schedule.  A final report must be submitted no later than four (4) weeks following the grant termination date. Where a steering committee is used, a transcript of the steering committee call will stand in lieu of progress reports.  

III. PUBLICATIONS AND NEWS RELEASES

All MDA Translational Research Grants, including MVP projects, are subject at minimum to the terms of MDA’s Translational Research Grants Communications and Confidentiality Policy (Exhibit 2)
Funds to support MDA's research program come primarily from donations from private citizens.  It is essential to the maintenance and growth of MDA and its research program that these donors be kept fully informed of the research progress their contributions make possible.  Individuals and families affected by the neuromuscular diseases covered under its programs must also be kept fully informed of research progress.  For these purposes MDA often issues press releases on newsworthy research developments and produces various publications for the public that report research activities.  Such a press release or report may be issued on the occasion of the publication of an article in a professional journal or a presentation at a scientific or medical meeting. It is understood that MDA and the recipient will make every effort to coordinate publicity related to work funded by MDA, and that MDA will respect confidentiality agreements and proprietary information about this work.
To avoid misinterpretation of research results or the raising of false hopes about a possible treatment or cure for diseases covered under MDA programs, the Association requires the cooperation of the MVP recipient in providing MDA with advance prepublication copies of all articles and abstracts reporting the results of MDA-supported research which MDA shall keep confidential.  MDA also requires the cooperation of its MVP recipients in participating in interviews as MDA may deem necessary.  This cooperation will enable MDA to prepare press releases or other reports MDA issues on the research it supports.
If the recipient chooses to publish the results of the project, MDA requires that every such publication (print or on-line) - whether in peer-reviewed journals, meeting abstract formats, or in review articles or similar publications - contain the following statement or its equivalent:  “Supported by MDA.”

SECTION D 

HUMAN SUBJECTS/TISSUES AND ANIMAL RESEARCH
It is the responsibility of the Company/Institution to ensure that no MDA funds will be released for research involving humans and/or animals until the required documentation described below is on file with the appropriate official at the Company/Institution as well as MDA.

I. INSTITUTIONAL REVIEW BOAD APPROVAL
When human subjects, tissues and/or materials are to be used in a research project, it is the responsibility of the MVP recipient to ensure that the company/institution has the following on file:

1. A complete copy of the research protocol approved by the Company/Institution's Human Subjects Review Board and a copy of that Board's current approval notice; 

2. A copy of the patient informed consent form(s) to be used.

A copy of the Board's current approval notice and a copy of the patient informed consent form must be submitted prior to initiation of the human subject research, and upon renewal.

Projects must be in compliance with all policies, rules and regulations governing clinical trials including those of the federal regulatory agencies, the respective university and Company/Institution and MDA (if applicable). MDA must be advised about any amendments to the original research protocol (including the participant consent form) occurring prior to the commencement of or during the course of the research project.  MDA must also be informed of any adverse events reported to the IRB, or other changes that may affect the project as it progresses.
II. FOOD AND DRUG ADMINISTRATION APPROVALS
When experimental drugs and/or experimental medical devices are to be administered to patients, the materials required in the "Institutional Review board approval" section "D" of this document are necessary.  In addition, it is the responsibility of the MVP recipient to ensure that the following is on file at the company/institution, and that copies are sent to MDA:

1. A complete copy of the Investigational New Drug (IND) and/or Investigational Device Exemption (IDE) application approved by the Federal Food and Drug Administration (FDA) and a copy of the FDA's approval notice; and
2. Copies of all correspondence during the application and award periods between the FDA and the MVP recipient pertaining to the experimental drug(s) and/or device study.
III.
PATIENT CHARGES

MDA requires that patients participating in experimental drug and/or device studies not be charged directly for any research procedures included under the project's approved protocol.  Patients must be fully informed about their responsibility for ancillary costs relating to participation in a research project -- travel, lodging, food, etc.

IV. ANIMAL RESEARCH

MDA investigators may use animals and animal tissues for research purposes only when reasonable and practical alternatives do not exist.  When completion of the milestones absolutely requires the use of animals and/or animal tissues, a detailed justification must be included in the research grant application submitted to MDA.  The justification shall include statements confirming that Company/Institutional guidelines:


1. Are at least as protective as those of the National Institutes of Health;


2. Conform to all applicable laws and regulations; 


3. Meet prevailing community standards for responsible scientific research; 


4. Apply throughout the project to ensure the humane treatment of all animals involved in the project.

SECTION E 

CONFLICT OF INTEREST

Any potential conflict of interest the MVP recipient(s) or collaborator(s) may have relating to the project must be revealed. Such conflict would include (but may not be limited to) having a proprietary interest that may be affected by the outcome of a research project. It is expected that MVP recipients will observe the highest ethical standards in the conduct of research.

Exhibit 1:

PATENTS AND LICENSING POLICY
OF MUSCULAR DYSTROPHY ASSOCIATION, INC.

All MDA grants are subject to MDA’s Policy on Patents and Licensing.  By accepting an MDA award for a research project, the MVP recipient or other personnel contributing to and working on the Project, as well as the Institution(s) with which they are affiliated, agree to be bound by the terms and conditions of MDA’s Patents and Licensing Policy.

MUSCULAR DYSTROPHY ASSOCIATION, INC. (“MDA”) understands that patents and licensing agreements may be sought on inventions resulting from research by the grant recipient supported in whole or in part by funds furnished by MDA; that such inventions should be administered so that they are introduced into public use as soon as practicable; and that such result will be achieved through granting permission to patent and license such inventions.  Accordingly, it adopts the following policy:

1.
An invention (hereinafter “MDA invention”) resulting from the support in whole or in part to the grant recipient of funds awarded by MDA shall be reported to MDA promptly in writing.

2.
If the university or other research institution or an individual investigator(s) associated therewith (“Institution” or “Investigator”) which is the recipient of financial support for the work leading to the MDA invention, has an established patent and licensing policy and procedure for procuring and administering inventions which are known to and accepted by MDA, or has an agreement with another organization, including agencies or departments of the U.S. Government relating to the MDA invention due to joint support, MDA will defer to that policy or agreement on the following terms:

a.
With respect to any such invention, the Institution or Investigator shall have the right to file a patent application, and if the Institution or Investigator decides not to file a patent application MDA shall be notified thereof within a reasonable time and thereupon MDA shall have the right to file a patent application.  On any Institution- or Investigator-filed or MDA-filed patent application and on any patent obtained thereof or thereon, MDA shall have a nonexclusive, nontransferable, irrevocable, paid-up license to practice or have practiced for and on its behalf any such invention and to grant sublicenses thereunder.  The patent application(s) and patent(s) obtained thereon shall embrace the United States and all countries outside of the United States.  The inventions hereinabove contemplated shall include those made by employees or agents of the Institution or Investigator and third parties under the control of the Institution or Investigator.

b.
The Institution or Investigator will notify MDA in writing of any decision not to continue the prosecution of a patent application, pay maintenance fees, or defend a reexamination or opposition proceeding on a patent, in any country, not less than thirty days before the expiration of response period required by the relevant patent office.  The Institution or Investigator will convey to MDA, upon written request, title to any such patent application or patent.

c.
The Institution or Investigator will make the invention available for commercial licensing upon reasonable terms and conditions.

d.
From the monies, if any, received from licensing the invention, MDA and the Institution or Investigator and all other parties shall share on terms mutually agreed upon by the Institution or Investigator and MDA, such terms to be determined prior to any licensing or commercial exploitation of the invention with MDA’s share being at least equal to the percent of total funding that MDA has financially supported the specific research project through grants and awards.

e.
In the event that it obtains a patent, license arrangement or other commercial exploitation of an invention, the Institution or Investigator shall make periodic reports to MDA with respect to its utilization of the invention and account for any income received by it by reason of exploitation of the invention.

f.
The Institution or Investigator or its licensee will use its best efforts to make MDA inventions available for the public benefit within a reasonable period of time.  In circumstances of unreasonable delay, MDA shall have the right to require assignment of the patent or the invention to it; cancellation of any outstanding exclusive licenses granted relating to the invention and particularly under said patent; and the granting of any such licenses to a party designated by MDA on a nonexclusive royalty-free basis or on terms that are reasonable in the circumstances.

3.
If the Institution or Investigator has no patent or licensing policy and procedure for administering inventions, MDA shall have the right to determine the disposition of the invention rights in any such case.

Exhibit 2:

Translational Research Grants Communications and Confidentiality Policy

By accepting an MDA award for a research project, the company MVP recipient or other personnel contributing to and working on the Project, as well as the Institution(s) or companies with which they collaborate, agree to be bound by the terms and conditions of MDA’s Translational Research Grant Communications and Confidentiality Policy as they relate to the project for which the grant has been awarded. MDA in turn agrees to abide by the same provisions described in this policy. Additional provisions may be negotiated during the period before the recipient company formally accepts the MDA award. MUSCULAR DYSTROPHY ASSOCIATION, INC. (“MDA”) understands that information is sensitive and its release can be harmful to certain entities, and that proprietary information needs to remain confidential and protected. In turn, the recipient company or institution recognizes that dissemination of information about MDA funded research projects is important to the Muscular Dystrophy Association and the families that it serves. Such information is critical to ensuring the continued financial support of the Association by the public. If the recipient company or institution has an established confidentiality agreement that is known to and accepted by MDA, MDA may choose to accept, in addition, those terms of that policy or agreement that do not violate or supersede those of MDA’s Translational Research Grant Communications and Confidentiality Policy.

Policy Terms:

1. MDA retains the right to make public the title and amount of all funded projects, as well as a brief lay summary. All other project-related information, including the substance of the grant application, any resulting progress reports, or other written or oral communications is considered confidential and will not be released to other than MDA staff without specific, written permission from the recipient company or institution. Recipient companies/ institutions should designate one representative (project information officer) to oversee and authorize release of project-related information.

2. It is understood that MDA and the recipient company or institution will make every effort to coordinate publicity related to work funded by MDA, and that MDA will respect confidentiality agreements and proprietary information about this work. All press releases or other information designated for public release that is related to the awarded project, whether generated by MDA or the recipient company, must be reviewed and approved by both the recipient company and MDA. Company-generated press releases and journal publications should include a reference to the support received by the Muscular Dystrophy Association and its role in the research project. Conversely, press releases and other public media generated by MDA will acknowledge the recipient company or institution by name. 

3. Any and all project-related outcomes, achievements must be reported to MDA as specified in the grant paperwork as part of milestone and progress reports. 

4. Copies of any papers resulting from an MDA research award must be sent to the MDA Research Department upon acceptance for publication, even if the publication date is several months away, or if there is no publication date known. Journal embargoes will not be violated. 

5. Failure to adhere to this policy will result in termination of project support. 

Exhibit 3:  

REVIEWER CONFIDENTIALITY AGREEMENT


This Confidentiality Agreement (this “Agreement”) is made by ___________________________ (the “Recipient”).

1.  The Recipient has been requested to review an application for funding by Muscular Dystrophy Association. (“MDA”).

2.  The Recipient acknowledges that, as a reviewer, he/she will receive confidential information from MDA and from one or more individuals and/or entities applying to MDA for funding (an “Applicant”), and the Recipient agrees to enter into this Confidentiality Agreement as a condition to reviewing these applications.

3.  As used in this Agreement, the term “Confidential Information” shall mean all information received by the Recipient pursuant to an Applicant’s contract or application that is either explicitly designated as confidential by an Applicant, or is of such a nature that the Recipient either knew, or should reasonably have known, that it was disclosed with an expectation of confidentiality.  Confidential Information shall not include (i) information previously known to the Recipient, as evidenced by written records, (ii) information which becomes publicly available other than through a breach of this Agreement, (iii) information obtained by Recipient from a third party having no obligation of confidentiality to an Applicant, or (iv) information independently developed by Recipient, provided Recipient can demonstrate that the independent development was by employees or agents of Recipient who did not have access to Confidential Information.  Recipient shall not disclose to any third party or use in any manner Confidential Information other than as explicitly permitted in this Agreement for a period of five (5) years from the date of disclosure by an Applicant; provided, however, that (a) in the case of information explicitly designated as a trade secret, such information shall not be disclosed while it remains subject to trade secret protection, and (b) in the case of reports containing information submitted to a government agency or institutional review board, such information shall not be disclosed until such time as it becomes available to the public pursuant to the federal Freedom of Information Act or similar state or local law.  Disclosures required of Recipient by law or regulation shall not constitute a breach of this Agreement, provided that Recipient minimizes the disclosure to the extent legally possible and (if legally permissible) promptly notifies MDA of the disclosure requirement.  Recipient shall ensure that any of his or her employees or agents who require access to Confidential Information are subject to an obligation of confidentiality substantially equivalent to that provided for in this Agreement.

4.  Recipient expressly acknowledges that the disclosure of an Applicant’s Confidential Information by Recipient will cause immediate, substantial, and irreparable damage to MDA and the Applicant for which monetary damages would not be a sufficient remedy.  If Recipient breaches this Agreement in any manner, MDA and/or the Applicant shall be entitled to specific performance of this Agreement, an injunction restraining the Recipient from all further acts of disclosure and/or unauthorized use of Confidential Information, or both.  These equitable remedies are in addition to all other rights MDA and the Applicant may have at law or in equity.

5.  Recipient shall not assign this Agreement, his or her obligations hereunder, or any Confidential Information without the prior written consent of MDA

6.  This Agreement embodies the entire agreement of Recipient and supersedes all prior and contemporaneous agreements and understandings, written and verbal, relating to the subject matter hereof.  In the event that any provision of this Agreement shall be invalid, illegal, or unenforceable, the validity, legality, and enforceability of the remaining provisions shall not in any way be affected or impaired thereby.  No alteration, amendment, or modification of this Agreement shall be made except by an instrument in writing signed by Recipient and MDA.

AGREED AND ACCEPTED:

[Signature of Recipient]

[Printed Name of Recipient]

Address:






Tel.:






Fax:






E-mail:






Date:
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