
UConn Health - Human Subject Protection Program (HSPP)

Individual Investigator Agreement
Use this form when research is federally funded or supported, and/or involves more than minimal risk, and an individual external to UConn Health who is either acting independently or is from an institution that does not have its own IRB is being added to a study.  For purposes of this form the term investigator is inclusive of investigators, study coordinators, persons authorized to obtain consent, and persons who will administer study procedures that would be considered to engage them in the research.  Also use this form if a non-pay faculty member is requesting to act as Principal Investigator. 
Details of Individual Investigator 

Investigator’s Name (Printed):     
Degrees Earned:     
Professional Licenses/Certifications Held (List type, number, and status such as current or expired or indicate 

none if not applicable):      
Date Training in Human Subjects Protection Completed (Certificate to be attached to this form):      
Email:      
Phone:      
Investigator’s Institutional Affiliation (Indicate none if not applicable):      
Does the Investigator's Institution have its own IRB (if yes an IRB Reliance Agreement may be needed)?:    Yes    FORMCHECKBOX 
  No    FORMCHECKBOX 
   NA    FORMCHECKBOX 

Details of Research Project:

Title of Research Project:      
Principal Investigator of Project:      
Is the research Federally funded or supported in any way?    Yes    FORMCHECKBOX 
     No     FORMCHECKBOX 
   

Describe the duties and responsibilities the external investigator will have on this project:      
Describe the qualifications (e.g. indications of prior research experience, specialized training or skill set, knowledge of 

community, etc.) of the external investigator to implement the aforementioned duties/responsibilities or refer to an attached c.v. (Note:  the Director of the HSPP may request a c.v. if not attached and this description is not sufficient.):      
Individual Investigator Obligations 

Please read the following and sign in appropriate section at the end of this form. 

1. The above-named Individual Investigator has reviewed:  1) The Belmont Report: Ethical Principles and Guidelines for the Protection of Human Subjects of Research; 2) the U.S. Department of Health and Human Services (HHS) regulations for the protection of human subjects at 45 CFR part 46; 3) the relevant institutional policies and procedures for the protection of human subjects and 4) the applicable Terms of the FWA for the institution referenced above.  (links to all documents available from http://research.uchc.edu/rcs/hspp/ ).  
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 human subjects 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 UConn Health Institutional Review Board (IRB) and will accept the final authority and decisions of the IRB, including but not limited to directives to terminate participation in designated research activities.
5. The Investigator will complete any educational training required by UConn Health and/or UConn Health IRB prior to initiating research covered under this Agreement.
6. The Investigator will report promptly to UConn Health 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 UConn Health IRB any unanticipated problems involving risks to subjects or others in research covered under this Agreement.
8. The Investigator, when responsible for enrolling subjects, 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 (or any other international or national procedural standards selected on the FWA for the institution referenced above) and 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 subjects 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.  The investigator will inform UConn Health IRB of such occurrences within 5 working days. 
12. The Investigator acknowledges that he/she is primarily 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.

******************************************************************************************

Check the applicable category of investigator: 
a.
A collaborating independent individual investigator is not an employee or agent of UConn Health; is conducting collaborative research activities with UConn Health, and is not acting as an employee of any institution with respect to his or her involvement in the research being conducted by UConn Health PI.1  (Requires investigator’s signature and UConn Health PI’s signature below)
b.
A collaborating institutional individual investigator is not an employee or agent of UConn Health, is conducting collaborative research activities with UConn Health, is acting as an employee or agent of an institution that does not have a federal-wide assurance with respect to his or her involvement in the research being conducted by UConn Health PI; and is employed by, or acting as an agent of, a non-assured institution that does not routinely conduct humans subjects research.1   (Requires investigator’s signature and UConn Health PI’s signature below)
c._____A non-paid faculty member of UConn Health acting as PI of a project. (Requires non-pay faculty member signature and UConn Health Dept. Chair signature below)

1 - Under this agreement UConn Health PI retains responsibility for directing and appropriately supervising all collaborative research activities to be performed by the collaborating individual outside of UConn Health and for obtaining written permission for the conduct of the research from appropriate authorities at the non-assured site of a collaborating institutional investigator 

SIGNATURE SECTION:

1.  Investigator / Non-pay Faculty PI Signature 
Date
2.  PI Signature (Required to sign if option a or b above is check)
Date
3.  Department Chair Signature (Required to sign if Option c above is checked)
Date
3. a Department Chair Name Printed

INSTITUTIONAL APPROVAL: 

UConn Health Institutional Official (or Designee) 
Signature: 
Date 

Printed Name:   Richard H. Simon
 
Title: Director Human Subjects Protection Office
1
8/29/2017, 4/8/2016, 4/14/15, 4/10/14, 5/15/2009, 12/17/08


