CHART AUDIT FOR PROTOCOL: HPTN 052

PTID#:________________________
Date of Review:_____________________

Visit Type/Code/Date:__________________________________
Arm:_____________________________

SCREENING AND ENROLLMENT (only complete when reviewing enrollment visits):

	INFORMED CONSENT
	
	Y
	N
	NA
	Reviewer

	(  ) screening
	Current approved version of ICF signed and dated
	
	
	
	

	(  ) enrollment
	Participant signed and dated consent prior to study procedures  (time listed)
	
	
	
	

	
	Informed Consent Process documented in source
	
	
	
	

	
	Education provided per protocol and documented
	
	
	
	

	
	Test of understanding completed and documented
	
	
	
	


	ELIGIBILITY / RANDOMIZATION
	
	Y
	N
	NA
	Reviewer

	
	Inclusion Criteria Met and Documented
	
	
	
	

	
	Participant meets none of the exclusion criteria
	
	
	
	

	
	All Pre-enrollment tests/dx done and documented
	
	
	
	

	
	Randomization done and documented as per protocol.   (Randomization form in chart)
	
	
	
	



Initials/Date of Reviewer:________________

ONGOING (complete when reviewing follow-up visits):

	Indicator
	Criteria
	YES
	NO
	N/A
	Reviewer Initials

	PROCEDURES and LAB TESTS
(Clinical)
	Were all protocol-dictated procedures and lab tests performed for this visit? (compare SD with protocol schedule of events)
	
	
	
	

	
	Were any missed procedures or tests documented, with reason provided?
	
	
	
	

	
	Were all lab results reviewed and evaluated by a study physician? 

· All out-of-range lab results should be graded and/or indicated as “not clinically significant [NCS]”

· The study physician reviewing the lab report should indicate so with initials/date
	
	
	
	

	
	Have all stored specimens been entered into LDMS?
	
	
	
	

	
	Are all procedures and lab tests reported in the CRFs consistently with the SD?
	
	
	
	

	CONCOMTANT MEDS

(Clinical)
	Did the participant start or stop taking any con meds?  If so, were they properly documented in the SD and CRF?  Is the SD and CRF consistent?
	
	
	
	

	
	Is the participant taking any prohibited meds?
	
	
	
	

	MEDICATION DISPENSING

(Clinical)
	Were study medications administered per protocol and correctly documented?
	
	
	
	



Initials/Date of Reviewer:________________

	Indicator
	Criteria
	YES
	NO
	N/A
	Reviewer Initials

	AE/EAE REPORTING

(Clinical)
	Were all adverse events signs /symptoms & diagnosis recorded, graded, and reported properly? (All AEs should be graded in the SD.  All AEs Grade 3 and higher should be documented on a CRF. The SD and CRFs should be consistent.)
	
	
	
	

	
	Were there any EAEs?  If yes, were they properly reported to the RCC within 3 business days?
	
	
	
	

	ENDPOINTS

(Clinical)
	Has the participant reached the primary protocol-defined endpoint? (The primary endpoint of this study is seroconversion of the HIV negative partner.)
	
	
	
	

	 
	If yes, was it documented properly and the protocol followed?
	
	
	
	

	MISSED VISITS:

(Clinical)
	Did the participant miss this visit?
	
	
	
	

	
	If yes, was the missed visit documented, with attempts to contact participant noted?
	
	
	
	

	
	If a visit was missed, was the retention SOP followed?
	
	
	
	

	HIV COUNSELING

(Administrative)
	Counseling provided per protocol, and documented?
	
	
	
	

	
	
HIV Pre-test and HIV Post-test
	
	
	
	

	
	
Couples Counseling
	
	
	
	

	ADHERENCE COUNSELING (Administrative)
	If participant is on medications, was adherence counseling provided per protocol and documented?
	
	
	
	

	SIGNATURES/DATES:

(Administrative)
	Are all SD entries signed and dated?
	
	
	
	

	
	Are all CRFs signed and dated?
	
	
	
	

	
	Are all error corrections properly executed?
	
	
	
	

	MISCELLANEOUS

(Administrative)
	Did each page of the SD and every CRF have the correct PTID and visit date?
	
	
	
	

	
	If CRFs are used as source docs, is the current SD Table submitted to FHI/SCHARP being followed?
	
	
	
	

	
	Was the locator form properly completed and/or updated?  
	
	
	
	



Initials/Date of Reviewer:________________

NOTE:  Source Documentation must be compared to the CRF’s and to protocol for agreement

___
All the topics are reviewed by _______________ on ______________.  No problems or errors were identified.

___
All the topics are reviewed by _______________ on ______________.  No problems or errors were found except those listed in the problems/errors table.

	PROBLEMS/ERRORS
	Staff responsible for correction
	Issue Resolved (initial/date)

	1.


	
	

	2.


	
	

	3.


	
	

	4.


	
	

	5.


	
	


NOTE: If additional problems are identified, please document in an attached log.  
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