Delegation of Authorities Log for MTN-020 (ASPIRE)
Site Name: ___________________________________________________                                            DAIDS Site #:______________________

Location: _____________________________________________________
                    Date of Site Activation: ________________________
IoR: ___________________________________________________________

All personnel performing protocol procedures with ASPIRE must be listed on this log. Start and end dates refer to the period during which staff is directly involved with conduct of ASPIRE procedures.  Start Date on the DoA must be on or before the first date that any study activities were completed by the staff member.  The start date indicates that the IoR has determined the staff member to be delegated and trained for their responsibilities listed.  Maintain this roster with study Essential Documents and update as staffing changes occur.  This log serves as a legal delegation of trial responsibilities, however delegation assignment does not absolve the site IoR of any regulatory or contractual responsibilities for protocol management and oversight.  When staff roles and/or responsibilities change, add an end date to the current line listing, and add the staff member to a new line and list all responsibilities with the new start date.
Role Codes1:
	PI
	Principal Investigator
	LT
	Lab Technician
	PT
	Pharmacy Technician
	QC
	QC Officer

	IoR
	Investigator of Record
	SC
	Study Coordinator
	CLO
	Community Liaison Officer
	AA
	ACASI Administrator

	MD 
	Medical Doctor
	CC
	Counselor
	CE
	Community Educator
	A
	Administrator

	RN
	Research Nurse
	ARC
	Accrual/Retention Coordinator
	DM
	Data Manager
	RC
	Regulatory Coordinator

	L
	Lab Manager
	RA
	Research Assistant
	DC
	Data Clerk
	
	

	
	
	P
	Pharmacist
	QA
	QA Monitor
	
	


Responsibility Codes2:
	1
	Primary Determination of Eligibility (sign ECI-1 item 1a)
	14
	Regulatory/Essential Documents Management
	27
	HIV/Risk Reduction Counseling

	2
	Secondary Determination of Eligibility (sign ECI-1 item 1b)
	15
	Locator Information/Ppt Identity
	28
	Adherence Counseling

	3
	Obtain/Review Informed Consent
	16
	CRF Completion 
	29
	Contraceptive Counseling

	4
	Evaluation of Trial Lab Results
	17
	QA/QC
	30
	ACASI Administration

	5
	Assess Adverse Events/AE CRF review
	18
	Data management
	31
	Accrual activities

	6
	Reporting of SAE/EAEs 
	19
	Faxes CRFs to DataFax
	32
	Participant Retention Oversight/Tracking

	7
	Trial Related Medical Decisions
	20
	QC report management 
	33
	Community Education/Outreach

	8
	Perform Physical Exams 
	21
	Study Drug Accountability
	34
	Driver 

	9
	Perform Pelvic Exams
	22
	Study Drug Dispensing
	35
	(As Needed) Conducts Qualitative Interviews

	10
	Obtain Medical/Menstrual/Medication History
	23
	Document Protocol Deviations
	36
	(As Needed) Other Qualitative Component Management

	11
	Randomization
	24
	Collects Specimens
	37
	Data Entry into iDatafax

	12
	Prescribes Study Product 
	25
	Processes/Ships Specimens
	38
	

	13
	Authorized to sign VR Request Slip
	26
	Administers Behavioral Interviews
	39
	


The individuals listed on this log are properly qualified and have received appropriate training related to their respective tasks for this protocol.  
I assert that these duties were performed under my direct supervision.

IoR Signature (obtained at study close-out): ____________________________________________        Date: __________  Total # of Log Pages: ______
Delegation of Authorities Log for MTN-020 (ASPIRE)
xxxx Site
	Name 

(please print)
	Signature
	Initials
	Project Role1
(Please list all that apply; refer to Cover Sheet for codes list)
	Responsibilities2

(Please list all that apply; refer to Cover Sheet for codes list)
	Start Date

(dd-MMM-yy)
	End Date

(dd-MMM-yy)

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


�Note to Sites: In the case where the DoA includes a list of staff from multiple clinical research sites (CRSs) as members of a single clinical trials unit (CTU), staff who are primary to the site should be distinguished from staff who are listed in “back-up/coverage‟ roles.  For example, sites could put an asterisk (*) next to primary staff listed, and include a key to define (*) as indicating “Primary staff at listed CRS.  Other staff listed act in back-up capacity as needed.”
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