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Individual Investigator Agreement (IIA)
(Commitment to follow SUNY Downstate Policies & Procedures 
and be under the oversight of the SUNY Downstate IRB & Privacy Board)

An Investigator listed on a SUNY Downstate IRB application who is not a member of SUNY Downstate’s Workforce [e.g., (s)he is a Volunteer, Volunteer Faculty with no medical privileges, external employee, etc.] must complete and sign this form whenever the Individual Investigator: 
a) Is conducting human research that is not covered by an established IRB Reliance Agreement;
b) Does not have a Conflict of Interest Disclosure (COI) management process and/or COI training program available through an external site. 

SECTION A: All investigators complete this section:

[bookmark: _GoBack]Individual Investigator’s Name:      
Degree:      
Address:      
Phone #:      
E-mail:        
Note: This email address will be utilized for all communications from SUNY Downstate
Institution (or indicate N/A, if not applicable):      

Specify Research Covered by this Agreement: 
|_| This agreement applies to all human research covered by Downstate’s FWA.
|_| This agreement is limited to the following specific protocol(s):
Name of Research Project:      
Name of Principal Investigator:      
Sponsor or Funding Agency:      
Award Number, if any:      
Principal Investigator:      
PI Organization Name, Department or College:      
PI Phone:      
Role on Research:      
Investigator for the purposes of COI (as determined by PI):  
|_| No       |_| Yes If yes, complete section B below.
Name any Co- PI/ Study Staff who is a member of SUNY Downstate’s workforce:      

|_|  Other (describe):      

1) The above-named Individual Investigator has reviewed and is familiar with:  
a) The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research 
b) The U.S. Department of Health and Human Services (HHS) regulations for the protection of human subjects at 45 CFR part 46 
c) FDA and other regulations, when applicable to the research
d) The Terms of the FWA for the institution referenced above
e) The relevant institutional policies and procedures for the protection of research participants, including Downstate Policy IRB-01
2) The Investigator understands and hereby accepts the responsibility to comply with the standards and requirements stipulated in the above documents and to protect the rights and welfare of research participants involved in research conducted under this Agreement.
3) The Investigator 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 Investigator will abide by all determinations of the Institutional Review Board (IRB) designated under the above FWA and will accept the final authority and decisions of the IRB, including but not limited to, directives to terminate participation in designated research activities at SUNY Downstate.
5) The Investigator will complete any educational training required by the Institution and/or the IRB prior to initiating research covered under this Agreement.  For more information see the IRB Training Requirements of Investigators and Key Personnel & Conflict of Interest (COI) Requirements for “Investigators for the Purposes of COI”
6) The Investigator will report promptly to the IRB any proposed changes in the research conducted under this Agreement.  The investigator will not initiate changes in the research without prior IRB review and approval, except where necessary to eliminate apparent immediate hazards to subjects.
7) The Investigator will report immediately to the IRB any unanticipated problems involving risks to research participants or others in research covered under this Agreement.
8) The Investigator, when responsible for enrolling research participants, will obtain, document, and maintain 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 and as stipulated by the IRB.
9) The Investigator acknowledges and agrees to cooperate in the IRB’s responsibility for initial and continuing review, record keeping, reporting, and certification for the research referenced above.  The Investigator will provide all information requested by the IRB in a timely fashion.
10) The Investigator will not enroll research participants in research under this Agreement prior to its review and approval by the IRB.
11) Emergency medical care may be delivered without IRB review and approval to the extent permitted under applicable federal regulations and state law.  
12) This Agreement does not preclude the Investigator from taking part in research not covered by this Agreement.
13) The Investigator acknowledges that (s)he is primarily responsible for safeguarding the rights and welfare of each research participant, and that the participant’s rights and welfare must take precedence over the goals and requirements of the research.

SECTION B: Complete this section to elect to utilize SUNY Downstate’s COI disclosure management process and complete SUNY Downstate’s COI training & HIPAA programs.

By completing the following section, the Investigator is responsible for complying with all applicable requirements of 42 CFR Part 50, Subpart F- Promoting Objectivity in Research- and SUNY Downstate’s Research Conflict of Interest Policy located at www.downstate.edu/coi. The Investigator is also responsible for complying with the Standards for Privacy of Individually Identifiable Health Information (the “Privacy Rule”) and the Standards for Security of Electronic Protected Health Information (the “Security Rule”) under the Health Insurance Portability and Accountability Act of 1996 (“HIPAA”) including the 2013 HIPAA Omnibus Rule and complying with the applicable requirements under SUNY Downstate’s HIPAA policies and procedures located at www.downstate.edu/hipaa.
 
|_|  I, as the Individual Investigator, certify that I do not have an established Objectivity in Research/ Financial Conflict of Interest Policy and will comply with SUNY Downstate’s policy related to significant financial interests. This policy requires the submission of a disclosure form, through SUNY Downstate’s COI system, for all “Investigators” (see note below) associated with the research covered by this Agreement. Financial COI disclosures will be reported to SUNY Downstate’s COI Committee: (1) At the time of the initial Agreement execution, prior to the initiation of the research covered under this Agreement and/ or any expenditure of its funds; (2) On an annual basis for the duration of the research covered under this Agreement; (3) Within thirty (30) days of any subsequently identified significant financial interest. I agree to comply with management plans, when requested. 

|_|  I agree to complete all modules required in a SUNY Downstate- approved COI and HIPAA training program prior to the initiation of the research covered under this Agreement and/ or any expenditure of its funds.
Note: For COI disclosure and COI training requirements, the PI determines who is an “Investigator for the Purposes of COI,” as defined in the Policy RFDMC-01 Downstate Research Conflict of Interest Policy

_______________________________________  		Date: ___________
Signature of Individual Investigator 


SECTION C: Enrollee Information

If Section B is completed, please provide the following information for SUNY Downstate registration purposes.

Individual Investigator MM/DD of birth:       		 
NPI Number, if applicable:       	

IMPORTANT: Send a copy of the completed form with all signatures to SUNY Downstate’s Office of Compliance and Audit Services (OCAS) for processing: Compliance@downstate.edu  For more information, see OCAS Workforce Training website.

[bookmark: _Hlk16246833]Approval for Enrollment in SUNY Downstate training and COI management programs is contingent upon OCAS and IRB review and approval of the enrollment request.

SECTION D: Indemnification

[bookmark: _BPDC_LN_INS_1007][bookmark: _BPDC_PR_INS_1008]The State of New York does not purchase insurance against liability arising out of the negligent acts of the State, the State University or their respective officers or employees.  In lieu of such insurance, the State certifies that it self-retains for insurance purposes and hereby makes the following certifications:  The State shall be responsible for any and all damage (including death) which may arise out of the negligent acts of the State, its officers and employees, acting within the scope of their authority.  The State’s obligations with respect to claims for such damage or injury are limited only to the availability of lawful appropriations as required by Section 41 of the State Finance Law, and further subject to a determination of liability pursuant to the provisions of the New York Court of Claims Act.

The named Individual Investigator hereby represents that (s)he shall be responsible for the acts or omissions in connection with this Agreement.  This representation is based upon and limited to the obligation of the Individual Investigator to defend, indemnify and hold harmless Downstate, its officers, employees, agents and contracted affiliates from any and all liability and damages arising from or in connection with the research. 


SECTION E: All investigators complete this section:
I hereby attest the above is true and accurate to the best of my knowledge.

________________________________________  		Date: ___________
Signature of Individual Investigator

________________________________________  		Date: ___________
Signature of Principal Investigator (if different than above)


SECTION F: The IRB will process this form to obtain the IO signature.  Once the signature is obtained, the IRB will share a copy with the investigator and OCAS.

________________________________________  		Date: ___________
Signature of Signatory Official 
SUNY Downstate Health Sciences University
Heidi Aronin, MPA
Senior VP and Chief Administrative Officer
Institutional Official

Submit this completed form with each IRB Application.
450 Clarkson Avenue, Box 1284, Brooklyn, NY 11203-2098
(718) 613-8480  •  FAX: (718) 613-8497  •  IRB@downstate.edu 
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