	
Request for Permission to Serve as a Yale University/Yale New Haven Health System (YNHHS) Unaffiliated Investigator 
(2025-1)
☐ Individual
☐ Individual Participating as an Employee of an Agency, Private Practice or Business

Instructions:
This form can be used only if the individual being added is NOT acting as an agent of an assured institution i.e., institution with an active FWA. See Investigator Manual, section 10.4 for information on adding external individuals from assured institutions. To determine whether an institution has an active FWA, use the OHRP database. 

Note: Agents of Yale/YNHHS: Individuals affiliated with Yale or YNHHS (e.g., students, Faculty, clinicians, employees, etc.) who perform research activities on behalf of Yale/YNHHS, and not in their role associated with another institution or organization. In certain circumstances, individuals without formal affiliation with Yale or YNHHS can be considered agents of any of these institutions when they were delegated a responsibility to act on behalf of these institutions or authorized to perform a research activity under the supervision of a Yale/YNHHS Principal Investigator e.g., a summer intern.

Complete the sections below, obtain signatures from the Principal Investigator and proposed unaffiliated investigator, and submit the form in IRES IRB along with a personnel modification.Section I.  Completed by the Principal Investigator (PI)

	1.
	Name of Unaffiliated Investigator: 
	

	2.
	Yale IRES IRB Protocol #                    
	

	3.
	Name of Yale/YNHHS PI:
	

	4.
	Protocol Title:
	

	5.
	Describe the role and responsibilities of the individual requesting Unaffiliated Investigator status in the research.

	
	


	6.
	Describe the plan for providing the individual with access to research data and any Yale/YNHHS systems required to perform the delegated research tasks. 

Important: All devices used by the unaffiliated investigator to collect or store research data must meet Yale’s minimum-security standards. Storage of identifiable research data on personal computers is not allowed. Should data be transferred to the unaffiliated investigator, the transfer needs to be described in the research protocol documents as it may be subject to additional state and international data protection requirements. 

	
	


	7.
	Describe why this individual is needed for the conduct of this study.

	
	


	8.
	Describe the Principal Investigator’s plan for supervision of this individual’s work.

	
	


	9. 

	What is the payment mechanism for compensating the individual for their work on this protocol? 

	
	
☐ The individual will not be paid
☐ Professional Service Agreement
☐ Subaward
☐ Other (describe): 







___________________________________________________
Principal Investigator’s Signature                                      Date


Financial Interest DisclosureSection II.  Completed by the Proposed Unaffiliated Investigator


1. Do you, your spouse, or dependent children have an incentive or interest, financial or otherwise, that may be related to this research or entity that sponsors or provides support for the research, manufactures the product tested in this research, or owns or produces the technology/intervention investigated in this research?  

That includes any compensation or gifts from the entity in the previous twelve months that in total exceeds $5,000; ownership interest (e.g., stock, stock options) in a publicly-held entity that when aggregated for the immediate family for the prior 12 months is $5,000 or greater; any ownership interest (e.g., stock, stock options) in a privately-held entity; combination of compensation and ownership interest in privately-held entity OR publicly-held entity exceeds $5K; or any governance or executive relationship with the entity (e.g., board of directors, CEO).

☐  Yes		☐ No		

2. Do you, your spouse, or dependent children have any intellectual property rights such as patent (sole right to make, use or sell an invention) or copyright (exclusive rights to an original work) interests related to this research protocol?

☐  Yes		☐  No	


3. Do you, your spouse, or dependent children have any other financial or non-financial interest not listed above that could appear to potentially influence the conduct or outcome of this research study or affect the protection of the participants involved in this project, the scientific objectivity of the research or its integrity

☐  Yes		☐  No	

	
If YES is checked to any of the above questions, then please, describe:

 


Unaffiliated Investigator Attestation


Review and check the boxes next to each requirement to indicate your agreement:

☐ The Investigator requesting Unaffiliated Investigator status via this request has reviewed and agrees to abide by: (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, and all Subparts, as applicable, (c) the U.S. Food and Drug Administration (FDA) regulations for the protection of human subjects at 21 CFR part 50, as applicable,; (d) the Yale University/YNHHS Federalwide Assurance (FWA) and the specific terms of the FWA; (e) the relevant Yale University/YNHHS policies and procedures for the protection of human research participants, and (f) HIPAA at Yale, Researcher’s Guide to HIPAA (if applicable).

☐ 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 research participants involved in research conducted under this Request.

☐The Investigator will comply with all other applicable federal, international, state, and local laws, regulations, and policies that may provide additional protection for individuals participating in research conducted under this Request, including, but not limited to, HIPAA’s Privacy and Security Rules and the requirements governing the use and disclosure of Protected Health Information in research.  

☐The Investigator will abide by all determinations of the reviewing Institutional Review Board(s) and will accept the final authority and decisions of the IRB, including but not limited to directives to terminate participation in designated research activities.

☐The Investigator will complete human subjects protection training and other applicable educational training as required by Yale University and/or its Human Research Protection Program prior to initiating research covered under this Request.

☐The Investigator will report promptly to the Principal Investigator of this research and the IRB any proposed changes in the research conducted under this Request. 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.

☐The Investigator will report immediately to the Principal Investigator of this research and the IRB any unanticipated problems involving risks to subjects or others in research covered under this Request.

☐If the Investigator is involved in enrolling research participants, the Investigator will obtain, document, and maintain records of informed consent for each person enrolled or each person’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 referenced above) and as consistent with the IRB approved protocol.

☐The Investigator acknowledges and agrees to cooperate in assisting the IRB in carrying out its responsibility for initial and continuing review, record keeping, reporting, auditing, monitoring and certification for the research referenced above.

☐The Investigator will provide all information requested by the IRB in a timely fashion.

☐The Investigator will not enroll research participants in research or otherwise initiate research activity under this request prior to IRB review and approval of the proposed research and approval of this request by Yale University/YNHHS. 

☐The Investigator acknowledges that he/she 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.


Unaffiliated Investigator Signature: 



___________________________________________________   Date _______________

	Name:
	

	Address:
	

	Phone:
	

	Email:
	



Submit the request in IRES IRB with the following documents:
☐Documentation of Human Subjects Protection Training and GCP training, if applicable
☐Documentation of HIPAA Training, if applicable
☐Current CV or Résumé
☐Current Licensee, if applicable
☐Letter of Support from Agency, Private Practice or Business, if applicable





Section III. Completed by the HRPP Office

HRPP Staff Review:

☐Approval recommended
☐Approval recommended with comments: 
☐Approval not recommended with the following rationale:

Prepared by:

	Name:
	


	Role:
	






APPROVAL OF REQUEST:


Institutional Signatory Official (or Designee) Signature: 


__________________________________________   Date _______

	Name:
	


	Role:
	





This Agreement is effective upon approval of Yale/YNHHS Institutional Signatory Official or Designee.
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