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Grants Administration Policy and Procedures Manual


GRANTS ADMINISTRATION

PRE AWARD POLICIES AND PROCEDURES MANUAL

III.
PRE-AWARD COMPLIANCE
B. ASSURANCES AND CERTIFICATIONS
1. Human Research Subject Training Certification

Human Research Subject Training Certification is required by all federal agencies for all key personnel.  The definition of key personnel is any individual who contributes in a substantive way to the scientific development or execution of the project, even if they are unpaid.  Copies of the certification are submitted to Grants Administration All certificates received are kept in the application file.

a) Human Subjects Protection Training: 
· This training only needs to be completed once;

· Human Subject Training Certifications are not required for NEW applications. 

These certificates will be needed either (1) when IRB approval is granted; and/or  (2) when a proposal to  NIH receives a fundable score, the PI is notified and must then when the funding agency requests the documentation as part of  the “just-in-time,” review process;  

· Certifications ARE required for ALL continuations;

· Link to access the NIH-based training module: http://cme.nci.nih.gov/.
2.  
IRB Approval
A copy of the BUMC IRB Approval Letter must accompany all competing and non-competing continuations.  The IRB may be PENDING for New or Revised applications. 
a) IRB exemptions: BUMC policy for the Institutional Review Boards requires that investigators who believe that their proposed studies are exempt from IRB approval need to submit written justifications for an expedited review to the IRB. This is an institutional policy and only the IRB panel at BUMC can determine if a study is exempt, regardless of any sponsoring agency guidelines. 

b) The face page for the application should reflect the date on the IRB letter or say “pending” for new applications.  The IRB approval date is good for one year and MUST be renewed with a continuation.

c) The Institutional Human Subjects Assurance # is FWA00000301 for BMC. This should be reflected on the application face page.

d) IRB approvals operate on a “Just-in-Time” basis.  When a proposal to NIH receives a fundable score, the PI is notified and must then obtain IRB approval.  This process takes 4-6 weeks. 

e) Once issued, IRB approvals are typically valid for 12 months

f) A grant may be awarded with the IRB pending, however human subject related work can not begin or billed to the grant until the IRB approval is received. If the IRB approval is pending the grants office will require written confirmation from the PI to that effect before the grant activity is setup

g) If human subject work was not proposed in original awarded application, human subject related work can not begin or be billed against the grant without written consent from the funding agency approving this change, notification to the grants office, and receipt of IRB approval by the grants office. 

3.  
Animal Subject Approval

a) IACUC approval also is required on a “Just-in-Time” basis.  When a proposal to
NIH receives a fundable score, the PI is notified and must then obtain IACUC approval.
b) IACUC approval is typically valid for three years. 

c) The date of the letter should be reflected on the face page of the application. It may be “pending” for new applications.
d) The institutional Animal Welfare Assurance # is A-3316-01 and should also be reflected on the face page.

e) A grant may be awarded with the IACUC approval pending, however animal related work can not begin or billed to the grant until the IACUC approval is received. If the IACUC approval is pending the grants office will require written confirmation from the PI to that effect before the grant activity is setup

f) If animal work was not proposed in original awarded application, animal related work can not begin or be billed against the grant without written consent from the funding agency approving this change, notification to the grants office, and receipt of IACUC approval by the grants office. 

4. Drug-Free Work Place

The Drug-Free Workplace Act of 1988 requires that all institutions receiving grants from any federal agency certify to that agency that they will maintain a Drug-Free Workplace.  The Boston Medical Center is committed to maintaining a safe and healthful Drug-Free Workplace efficient environment, which enhances the welfare of its employees.  Drug counseling and rehabilitation programs are available to employees who would like assistance with a drug or alcohol problem.  The Boston Medical Center’s “Drug and Alcohol Policy” (HR policy number 7.31) can be found at the following website: http://www.internal.bmc.org/policies/display_policy.asp?policy_id=335.

5.
Lobbying

Boston Medical Center is in compliance with the law that prohibits lobbying with sponsored research dollars.  This law, Title 31, United States Code, Section 1352, entitled "Limitation in Use of Appropriated Funds to Influence Certain Federal Contracting and Financial Transactions" generally prohibits recipients of federal grants and cooperative agreements from using Federal (appropriated) funds for lobbying the Executive or Legislative Branches of the Federal Government in connection with a specific grant or cooperative agreement.  Section 1352 also requires that each person who receives or requests a Federal grant or cooperative agreement must disclose lobbying undertaken with non-Federal, non-appropriated funds.  The requirements apply to grants and cooperative agreements exceeding $100,000 in total costs.

All research proposals to any federal agency will have a lobbying form, which requires institutional approval, before the proposal will be considered for funding.

6. Smoke-Free Workplace
The PHS strongly encourages all grant recipients to provide a smoke-free workplace and promote the non-use of tobacco products.  This is consistent with the PHS mission to protect and advance the physical and mental health of the American people.  To comply with this mission and to protect the health of its employees, BMC is a smoke-free workplace.

7.
Corporate Compliance Policy

Boston Medical Center is committed to maintaining an ethical workplace for its employees, agents, medical staff members and affiliates. It is the policy of BMC to comply with state and federal law and regulations in all aspects within the organization. In furtherance of this commitment, the Board of Trustees, by means of a Resolution taken at its June 23, 1998 meeting has adopted a system of education, monitoring, and corrective action, which is set out in the BMC’s Corporate Compliance Plan.  The full text of this Plan can be found at:

http://www.internal.bmc.org/grants/compliance/compliance2.html
In establishing a Corporate Compliance Plan, BMC formally expresses its commitment to the following standards, as set out in the United States Sentencing Commission Guidelines: 

a) To establish and maintain compliance standards and procedures to be followed by its employees, agents, medical staff members and affiliates and other agents so as to reduce the prospect of criminal conduct. 

b) To appoint a Compliance Officer to have overall responsibility to oversee compliance with such standards and procedures. 

c) To establish and maintain procedures such that substantial discretionary authority shall not be delegated to any individual who is known, or should be known, through the exercise of due diligence, to have a propensity to engage in illegal activities. 

d) To communicate effectively institutional standards and procedures to all employees, agents, medical staff members and affiliates. 

e) To establish a program to monitor compliance with standards and procedures. 

f) To enforce standards and procedures consistently through appropriate discipline. 

g) Where a deviation from standards and procedures has been detected, to take all reasonable steps to respond appropriately to the offense and to prevent further similar offenses, including any necessary modifications to its program to prevent and detect violations of the law. 
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