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Collaborating Organization and Investigator Agreement

I. Name of Institution with the Federalwide Assurance (FWA): 
	Trustees of Boston University (BU), referred to throughout the document as the “CRC IRB” 

II. Applicable FWA #: 00002457

III: 	Boston University Research Information
Specific Research Covered by this Agreement:  
· BU Protocol #:  enter text 
· BU Protocol Title:  enter text 
· BU Principal Investigator:  enter text 
· BU Research Activities:  enter text 

IV: 	Collaborating Organization Information
· Name :  enter text 
· Address: enter text 
· Research Activities to be conducted by Collaborating Organization:  enter text 

V.	Effective Date:  enter text 

 
	A. Responsibilities of Investigators Engaged in Human Subjects Research

The Collaborating Organization certifies the following with respect to its employees (referred to herein as “Investigators”) who will be engaged in Human Subjects Research:

(1) The Investigators have reviewed the following materials: (a) The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research (or other internationally recognized equivalent; see section B.1. of the Terms of the Federalwide Assurance (FWA) for International (Non-U.S.) Institutions); (b) the U.S. Department of Health and Human Services (HHS) regulations for the protection of human subjects at 45 CFR part 46 (or other procedural standards; see section B.3. of the Terms of the FWA for International (Non-U.S.) Institutions); (c) the FWA and applicable Terms of the FWA for the institution referenced above; and (d) the relevant institutional policies and procedures for the protection of human subjects.

(2) The Investigators understand and hereby accept the responsibility to comply with the standards and requirements stipulated in the above documents and to protect the rights and welfare of human subjects involved in research conducted under this Agreement.

(3) The Investigators will comply with all other applicable federal, international, state, and local laws, regulations, and policies that may provide additional protection for human subjects participating in research conducted under this Agreement.

(4) The Investigators will provide in a timely manner all information requested by the CRC IRB. 

(5) The Investigators will abide by all determinations and will meet all requirements of the CRC IRB, including but not limited to directives to terminate participation in designated research activities.

(6) The Investigators will complete any educational training required by CRC IRB prior to initiating research covered under this Agreement.  

(7) The Investigators have no financial interest and/or personal relationship with a company, foundation, organization, etc. that is sponsoring, funding or otherwise providing goods, services or technology to be studied for the research. If Investigators have a financial interest, provide the following information for each investigator to be submitted with this Agreement: Name of Investigator, description of the relationship, description of how the financial interests and/or relationships might have the potential to affect, or be affected by, this proposed research. 

If the research is Public Health Service (PHS)-sponsored or the individual investigator is responsible for the design, conduct or reporting of the research, a FIND1 form (and FIND2 if appropriate) has been submitted to Boston University’s Conflict of Interest (COI) office. The applicable forms are available from the BU FCOI office.  	

Without limitation of the foregoing, the Investigators shall report all financial interests as required and shall comply with any approved management plan with respect to any financial conflicts of interest relating to the research. 

(8) The Investigators will report promptly to the CRC IRB any proposed changes in the research conducted under this Agreement and will not initiate changes without prior CRC IRB review and approval, except where necessary to eliminate apparent immediate hazards to subjects.

(9) The Investigators will report immediately to the CRC IRB any unanticipated problems involving risks to subjects or others, adverse events or serious adverse events, and non-compliance in research covered under this Agreement. 

(10) The Investigators, when responsible for subject recruitment or conducting informed consent with subjects, will follow the study protocol for recruitment and obtaining, documenting, and maintaining records of informed consent for each such subject or each subject’s legally authorized representative as required under HHS regulations at 45 CFR Part 46 (or any other international or national procedural standards selected on the FWA for the institution referenced above) and stipulated by the CRC IRB. The Investigator will not enroll subjects in research under this Agreement prior to its review and approval by the CRC IRB.

(11) The Investigators acknowledge and agree to cooperate in the CRC IRB’s responsibility for initial and continuing review, record keeping, reporting, and certification for the research referenced above. Without limitation of the foregoing, the Investigator will provide to the CRC IRB all pertinent information concerning any local context issues relevant to the research.  

(12) Emergency medical care may be delivered without CRC IRB review and approval to the extent permitted under applicable federal regulations and state law.  

(13) This Agreement does not preclude Investigators from taking part in research not covered by this Agreement.

(14) The Investigators acknowledge that they are responsible for safeguarding the rights and welfare of each research subject, and that the subject’s rights and welfare must take precedence over the goals and requirements of the research.

(15) The Investigators shall comply with all applicable BU requirements for the security of research data and shall provide to the CRC IRB any data as required under the protocol, including those for data safety monitoring, as appropriate.

(16) The Investigators shall promptly make available upon request of the CRC IRB or BU’s duly authorized representatives’ access to and copies of documents and records under its control as necessary to carry out periodic random or for-cause audits or monitoring to ascertain or verify compliance with regulatory or CRC IRB requirements. 

(17) If any governmental or regulatory authority notifies Investigator that it will inspect Investigator’s records, facilities, or procedures, or otherwise take action related to research reviewed by CRC IRB, Investigator shall promptly notify the CRC IRB, allow the CRC IRB to be present at the inspection/action and participate in any response to the inspection/action, and provide the CRC IRB with copies of any reports issued by the authority and Investigator’s proposed response.

B: Collaborating Organization’s Responsibilities
                                                                
(1) The Collaborating Organization shall ensure compliance with CRC IRB requirements and abide by its determinations and decisions. 

(2) The Collaborating Organization shall cooperate in the CRC IRB’s responsibility for initial and continuing review, record keeping, and reporting. The Collaborating Organization further agrees that the CRC IRB shall be adequately supported in all its functions including, without limitation, cooperating with CRC IRB compliance efforts by providing research records and related information, and helping to carry out any reasonable compliance remedial actions. 

(3) The Collaborating Organization shall report promptly to the CRC IRB and make available copies of records relating to: any unanticipated problems involving risks to subjects or others, adverse events or serious adverse events, and non-compliance or protocol deviations in the research; any non-compliance with this Agreement by the Investigator or others for whose conduct the Collaborating Organization may be responsible; and all reports of research oversight performed by the Collaborating Organization. 

(4) The Collaborating Organization shall promptly make available upon request of the CRC IRB or BU’s duly authorized representatives’ access to and copies of documents and records under its control as necessary to carry out periodic for-cause and not-for-cause audits, quality improvement and/or post approval monitoring to ascertain or verify compliance with regulatory or CRC IRB requirements. 

(5) If a state or federal government or regulatory authority notify the Collaborating Organization that it will conduct an audit or inspection related to the Research specified in Section III (page 1), the Collaborating Organization shall promptly notify the CRC IRB, allow the CRC IRB to be present (if feasible), participate in any response, and provide the CRC IRB with copies of any reports.

(6) Emergency medical care may be delivered without CRC IRB review and approval to the extent permitted under applicable federal regulations and state law. Treatment for research related injuries will be provided in accordance with the informed consent form and all applicable laws, regulations, and policies.

(7) The Collaborating Organization shall abide by all applicable laws, regulations, and policies relating to the research conducted under this Agreement (e.g., HIPAA, FERPA, HITECH, etc.), including those related to billing for services provided in connection with a research study.

C: General Terms and Conditions

(1) Term and Termination

(a) The term of this Agreement shall begin on the Effective Date and shall continue until the human subjects research conducted under this Agreement has been closed (as determined by the IRB), or the engagement of the Collaborating Organization and its Investigators has ended, whichever occurs first. 

(b) Either party may terminate this Agreement:
i.  without cause, upon sixty (60) days’ written notice; or
ii. in the event of material breach, upon thirty (30) days’ notice in the event such breach cannot be cured or corrected within thirty (30) days of the notice. 
 
(c) The CRC IRB may terminate the Agreement immediately (i.e., without a cure period) if, in its sole discretion, the CRC IRB determines that termination is necessary to protect CRC IRB interests or to safeguard the research subjects’ rights or welfare.

(d) Section A.17 and Sections B.5 and B.7shall survive its termination or expiration of this Agreement.

(2) Indemnification. Each party shall be responsible for its own acts.

(3) Limitation of Liability. In no event shall either party be liable to the other for any consequential, special, indirect, incidental, punitive or exemplary damages, costs, expenses, or losses, regardless of the form of action, damage, claim, liability, cost, expense, or loss, whether in contract, statute, tort (including, without limitation, negligence).

(4) Relationship between the Parties

(a) The parties agree that nothing contained in this Agreement shall be construed to create a joint venture, partnership, association, or other affiliation or like relationship between the parties.
(b) The Collaborating Organization agrees that it shall maintain complete supervision and control over all their employees, agents, subcontractors, and operations.  

(5) Notices: Except as otherwise provided in this Agreement, all notices, consents and approvals required under this Agreement shall be in writing and shall be deemed sufficiently given if sent by electronic printed communication or by registered or certified mail, postage prepaid, or delivered during business hours as follows:

BU CRC IRB:        
LaNeia Thomas, MSW
Director, IRB
Boston University Charles River Campus 
930 Commonwealth Avenue, Suite 252A
Boston, MA 021115
laneia@bu.edu
              	
Pamela Richmond, MSW
Executive Director, Research Compliance
Boston University 
930 Commonwealth Avenue, Suite 252A
Boston, MA 021115
pamelajr@bu.edu

Name and contact information for the Collaborating Organization:    enter text 

(6) OHRP. This document shall be kept on file at both institutions and provided to OHRP upon request.

(7) Governing Law and Venue. This Agreement and the rights and obligations of the parties shall be governed by and construed in accordance with the laws of the Commonwealth of Massachusetts and applicable federal law, exclusive of their choice of laws principles. Each of the Parties hereby submits to the exclusive jurisdiction and venue of the Superior Court for Suffolk County, Massachusetts, and the United States District Court for the District of Massachusetts with respect to any claim, suit, or action in law or equity arising in any way out of this Agreement or the subject matter hereof.



[Signatures on the following page.]

Agreed to and acknowledged by: 
 

Trustees of Boston University

Signature:  				Date: enter text 
Designee: LaNeia Thomas, MSW, IRB Director, Phone: 617-358-6346; Email: laneia@bu.edu. Signing on behalf of Kathryn Mellouk, Institutional Official & Associate Vice-President Research Compliance. 
 


Collaborating Organization

Signature:				Date: enter text 
Written Name of signatory: enter text 
Institutional Title of signatory: enter text
Version date: February 10, 2023

Version date: May 19, 2026
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