GUIDANCE:  Study Team Roles and BSPH IRB Requirements
The organizational structure of every study involves personnel whose involvement with the human subjects and/or their data varies, depending upon their functional roles.  The BSPH IRB wants to make sure that all personnel who come into contact with human subjects and/or their identifiable data* are qualified and have completed appropriate human subjects research ethics training.  Here are our definitions, training requirements, and process for changing personnel.

	Study Team Role
	Description and Qualifications
	Training
	To Add/Change Personnel

	BSPH Principal Investigator (PI)
	Faculty responsible for overseeing the responsibilities described in the roles section of the research plan.
	CITI Human Subjects Research Training; GCP (Good Clinical Practice) training if conducting clinical trial; HIPAA training if accessing/using Protected Health Information
	Submit an Amendment Application

	BSPH Co-Investigator, 
	Faculty, student (in the role as hired staff), staff involved in the project, and responsible for aspects of study operations
	CITI Human Subjects Research Training; GCP training if conducting clinical trial; HIPAA training if accessing/using Protected Health Information
	Submit an Administrative Amendment for Change in Study Personnel

	Non-BSPH Co-Investigator
	Must have qualifications to perform delegated role and be responsible for aspects of study operations
	CITI Human Subjects Research Training; Family Health International (FHI) Training; NIH training; or training from their home institution.
	Submit an Administrative Amendment for Change in Study Personnel

	Student Investigator
	JHSPH student; the project must be associated with the student’s academic objective
	CITI Human Subjects Research Training; GCP training if conducting clinical trial; HIPAA training if accessing/using Protected Health Information
	Submit an Administrative Amendment for Change in Study Personnel

	BSPH study team member
	Must have qualifications to perform delegated role.  This category could include research coordinators, data coordinators, lab personnel who will see identifiers, interviewers, etc.
	CITI Human Subjects Research Training; GCP training if conducting clinical trial; HIPAA training if accessing/using Protected Health Information
	Submit an Administrative Amendment for Change in Study Personnel

	Non-BSPH study team member
	Must have qualifications to perform delegated role.  This category could include research coordinators, data coordinators, lab personnel who will see identifiers, interviewers, etc.
	Any of the computer-based modules mentioned above, or an in-person research ethics training conducted by a qualified person and approved by the IRB.  Curriculum must be IRB approved, like the Field Training Guide found here: Human Subjects Research Ethics Field Training Guide | Johns Hopkins | Bloomberg School of Public Health (jhu.edu)
	No need to name these personnel unless responsible for execution of study operation.  Submit an Administrative Amendment for Change in Study Personnel.

	Study Contact
	Administrative role only – receives copies of IRB communications to PI
	No training required.  Should have no contact with study participants or data (unless listed in one of the above roles).
	Send an email to 

BSPH.irboffice@jhu.edu


*Study team members whose only activities are limited only to use of deidentified data are not considered engaged and do not need to be added to the PHIRST application; this includes research assistants, data analysts, and the Johns Hopkins Biostatics Center (JHBC).
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