MTN-036/IPM 047                                                    Study Staff Delegation of Authorities (DoA) and Signature Key/Staff Roster


All personnel directly involved with the MTN-036 protocol must be listed on this log. This staff roster should be maintained with other study administrative and regulatory documentation. This roster should be updated by the IoR whenever staffing personnel is modified.   Staff printed name and signature, initials, and responsibility codes and role must be completed by each individual clinic staff member performing and/or conducting procedures associated with the MTN-036 protocol. 

· Dates of Involvement (Start and End Date): Start and end dates refer to the time period that a staff member is directly involved in performing and/or conducting procedures for the protocol. The IoR should initial and date all individual start and stop dates.
· Role: Staff members’ primary role for the study. For example, if the ‘study coordinator’ also manages regulatory documentation, ‘study coordinator’ should be filled in as the staff member’s primary role for the study.  Delegating and outlining each person’s roles and responsibilities will help prevent overlaps or omissions of study procedures. Choose only one from the below options.
	PI
	Principle Investigator
	PoR
	Pharmacist of Record
	DM
	Data Manager
	CE
	Community Educator

	IoR
	Investigator of Record
	P
	Pharmacist (Back-up)
	QC
	QA/QC Coordinator
	OR
	Outreach/Recruiter

	SI
	Sub-Investigator
	PT
	Pharmacy Technician
	RC
	Regulatory Coordinator
	C
	Counselor

	MD
	Medical Doctor
	LM
	Laboratory Manager
	RA
	Research Assistant 
	RN
	Research Nurse 

	SC
	Study Coordinator
	LT
	Laboratory Technician
	DC
	Data Clerk
	QI
	Qualitative Interviewer


· Responsibility Code(s):  List all applicable codes as they relate to the tasks/duties the staff member will be responsible for during the implementation of the study. Choose all that apply from the below options. 
	1
	Primary Determination of Eligibility 
	11
	Maintains Study Drug Accountability Records
	21
	Conducts QA/QC Procedures

	2
	Secondary Determination of Eligibility
	12
	Dispenses Study Drug to Participant/Staff
	22
	Manages QC Report/Resolution Process

	3
	Evaluate Lab Results
	13
	Collects Specimens
	23
	Reports Protocol Deviations

	4
	Assess Adverse Events
	14
	Processes/Ships Specimens
	24
	Manages Regulatory/Essential Documents

	5
	Report SAE/EAEs
	15
	Obtain/Review Informed Consent
	25
	Provides HIV/Risk Reduction Counseling

	6
	Conduct and/or Tracks Participant Retention Activities 
	16
	Conducts Community Education/Outreach Activities 
	26
	Enters Data into Medidata/RAVE

	7
	Conducts and/or Tracks Accrual/Recruitment Activities 
	17
	Provides Protocol Counseling (Adherence and Contraception Counseling)
	29
	Performs administrative tasks (e.g. reimbursement, scheduling)

	8
	Obtain Medical/Menstrual/Medication History
	18
	Obtain Locator Information 
	28
	Conducts in-depth-interviews (IDIs)

	9
	Prescribes Study Product 
	19
	Perform Pelvic Exams
	27
	Conducts Behavioral Assessments

	10
	Authorized to sign the Vaginal Ring Request Slip
	20
	Perform Physical Exams
	30
	(sites to add more rows/codes as needed)


*Staff Code:  All staff designated to report protocol deviations must be assigned a 4-digit numerical code (e.g. 0001, 0002, 0003).  The code will be recorded on the Protocol Deviations case report form each time a deviation is reported/submitted. If staff already have specific, individual codes in place at the site for other reasons, these codes can also be used for this purpose.  

	Site Name and Location:
	
	Investigator of Record (IoR) Name:
	

	DAIDS Site Identification (ID) Number:
	
	Date of Site Activation
	


	Name (Printed)
	Initials
	Signature
	Date of Involvement

(DD/MM/YY)
	Role
	Responsibility Code(s)

(Indicate all that apply)
	Staff Code*

	
	
	
	Start Date
	IoR Initials/Date
	End Date
	IoR Initials/Date
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


By signing below, I, the Investigator of Record for this study, agree to take responsibility of the day-to-day conduct of the study, to delegate only when appropriate, and to delegate to qualified individuals who have been adequately trained in the protocol and their study-related duties and functions before any involvement in MTN-036/ IPM 047. I confirm that it is my responsibility to ensure that any new staff added during the course of the study will also sign this form and be adequately trained before they become involved in any study-related duties. I understand that this document does not remove my responsibilities as Investigator, as defined in the Form 1572 and applicable regulatory documents.
Site Investigator of Record Signature: ___________________________________                      
Date:  ________________________                        Page _________ of ________
Applicable References for Consideration: Food and Drug Administration (FDA) 21 CFR 312.53; ICH Guidelines for Good Clinical Practice 4.1.5; ICH GCP Guidance for Industry Investigator Responsibilities — Protecting the Rights, Safety, and Welfare of Study Subjects. Section IIIA; ICH Guidelines for Good Clinical Practice 8.3.4


V 1.0, 17 July 2017

