Study Staff Delegation of Duties (DoD) and Signature Key/Staff Roster

Site Name and Location:                            

DAIDS Site Identification (ID) Number:

All personnel directly involved with the MTN-017 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 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-017 protocol. 

	Name (Printed)
	Initials
	Signature
	Date of Involvement
Start                      End
	Role
	IoR Designee
	Responsibility Code(s)

(Indicate all that apply)
	Staff Code

	Ross Cranston
	RC
	Ross Cranston
	17July2012
	
	Investigator of Record
	N/A
	A,B,C,D,E,G,J,K,R,S,
	0001

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	


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-017. 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:  Ross Cranston                         
Site Investigator of Record Signature Date:  17July 2012

Instructions for Completion

1. Name (Printed-Typed): Staff members’ full name (first name and surname)
2. Initials (Handwritten):  First initial of the staff members’ first name and first initial of the staff members’ last name. Staff’s original signed initials; each staff member must complete this item. Capturing the original initials of all staff members will help authenticate or verify data entry based on time frame and handwriting/signature.
3. Signature (Handwritten):  Staff members’ signature (e.g. first name and surname). Staff’s original signed name; each staff member must complete this item. Capturing the original signature of all staff members will help authenticate or verify data entry based on time frame and handwriting/signature.
4. Dates of Involvement (Start and End Date): Start and end dates refer to the period of time a staff member is directly involved in performing and/or conducting procedures for the MTN-017 protocol.
Note: When staff roles and/or responsibilities change either 1) add an end date to the current line entry for the staff member or 2) add the staff member by completing a new line entry, list all applicable role and responsibility codes, and include the applicable start date.

5. Role: Staff members’ primary role for the MTN-017. For example, if the ‘study coordinator’ also manages regulatory documentation, ‘study coordinator’ should be filled in as the staffs’ primary role for the MTN-017 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.
	Role Titles

	Investigator of Record-IoR (per Form 1572)
	Counselor
	Regulatory Coordinator

	Sub-Investigator (per Form 1572)
	Pharmacist of Record (per Form 1572)
	Laboratory Manager

	Research Clinician
	Pharmacist (Back-up)
	Laboratory Assistant/Technician

	Research Nurse
	Community Educator
	

	Research Assistant/Associate
	Data Manager
	

	Study Coordinator
	QA/QC Coordinator
	


6. Investigator of Record (IoR) Designee:  Indicate (yes/no) if the staff member is an authroized IoR designee. An IoR designee is a staff member who is authorized to make clinical decisions and/or sign for the IoR in his/her absence. Note that the delegation of duty does not absolve the primary IoR (per Form 1572) of any regulatory or contractual responsibilities for protocol oversight.  
7. 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 MTN-017. 
Choose all that apply from the below options. 
	Code
	Tasks/Duties
	Code
	Tasks/Duties
	Code
	Tasks/Duties

	Administrative/Regulatory Procedures
	Clinical Procedures
	Pharmacy Procedures

	A1
	Conducts informed consent proocess
	C1
	Performs physical exams and/or rectal exams
	P1
	Prescribes study product 

	A2
	Assesses inclusion/exclusion criteria
	C2
	Assesses and reports AE/EAEs
	P2
	Maintains study product accountability log

	A3
	Evaluates lab test results
	C3
	Obtains/reviews medical /medication history
	P3
	Dispenses study product 

	A4
	Conducts randomization process
	C4
	Collects specimens (blood and urine only)
	Recruitment Procedures

	A5
	Obtains locator information
	C5
	Collects rectal specimens (rectal fluid and tissue)
	R1
	Tracks accrual/retention activities

	A6
	Makes CRFs entries/corrections/faxes case report forms
	C6
	Processes/transports specimens
	R2
	Conducts community engagement activities

	A7
	Performs QA/QC procedures
	Behavioral/Counseling
	
	

	A8
	Manages regulatory/essential documents 
	B1
	Provides HIV risk reduction counseling
	
	

	A9*
	Reports protocol deviations
	B2
	Provides adherence counseling 
	
	

	A10
	Others as determined necessary by site
	B3
	Administers questionnaires (CASI and/or CRF-based)
	
	


8. *Staff Code:  All staff designated to report protocol deviations must be assigned a 4-digit numerical code.  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.  If no specific, individual codes are in place at the site, each staff member responsble for reporting protocol deviations should be assigned a unique 4-digit numerical code. Numerical codes can begin with 0001 and move in sequential order as they are assigned (e.g. 0002, 0003, 0004).  

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
MTN-017, Version 1.0 dated 17 July 2012


A Phase 2 Randomized Sequence Open Label Expanded Safety and Acceptability Study of Oral Emtricitabine/Tenofovir Disoproxil Fumarate Tablet and Rectally-Applied Tenofovir Reduced-Glycerin 1% Gel


