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Abbreviated Title:

Version Date:


IRB Protocol #: 
Study Personnel Version Date: 

Title: 
Investigators:

Note: for definitions of roles, refer to OHSRP SOP 19.
Note: For multi-site research, do not list personnel working at other sites on this page.  This page is intended to list all the NIH investigators who are engaged in Human Subjects Research (HSR) at an NIH site.  It is optional for you to list Collaborators who are not engaged in HSR on this page. 
List the affiliation, address, and contact information to include telephone, fax and email for the PI and Study Coordinator
	NIH Principal Investigator:
	PI Name


	
	XXX  Branch/Lab
XXXX Institute

	
	Building 10, Rm XXXX

9000 Rockville Pike

Bethesda, MD 20892

Phone: XXXX

E-mail: XXXX

	NIH Associate Investigators who are listed as an Employee in NED:

Referral Contact:   

Study Coordinator:
	Limit to contributing investigators (i.e., do not include persons participating in routine patient care).

List the branch and institute affiliation for each AI. 
Note this is the person/group listed as the referral contact in clinicaltrials.gov and the CC Search the Studies website
include study coordinator contact information: telephone, fax, email


	NIH Associate Investigators who are listed as a Fellow, Contractor or Volunteer in NED: 
	Limit to contributing investigators (i.e., do not include persons participating in routine patient care).

List the branch and institute affiliation for each AI. 



	Collaborators: 
	include collaborators’ information (name, institutional affiliation) in this section, such as people at other institutions who may be receiving coded(linked) samples, with no access to the code key, under this protocol for analyses.

	For each person listed above, identify their roles with the appropriate letter 
	A. Obtain information by intervening or interacting with living individuals for research purposes
B. Obtaining identifiable private information about living individuals

C. Obtaining the voluntary informed consent of individuals to be subjects

D. Makes decisions about subject eligibility

E. Studying, interpreting, or analyzing identifiable private information or data/specimens for research purposes

F. Studying, interpreting, or analyzing coded (linked) data or specimens for research purposes

G. Some/all research activities performed outside NIH
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