
Subject Int. ____________
Subject # ____________
<<Protocol Title>>
PI: <<Name>>
Visit 1 Screening
QA Date/initials ____________
____  	Current version of CIRB approved consent is signed and dated by subject and the person obtaining consent. Consent version used: _____________ (Original consent is kept in a separate folder; a copy is to be found in the source).
____	Consent was obtained prior to any study activities/procedures being performed.
____	Standard consent note is found in source.
____	Subject ID number assigned; number is consistent throughout source and on chart labels.
____	Eligibility checklist and supporting documentation found consistent with determination of eligible or ineligible.
____	Copy of signed Medical Record Release is present in the source.
____	Visit 1 source docs are legible, complete, signed and dated.
____	All Visit 1 data entered into STARS/RAVE database as appropriate.
Visit 2 Baseline
QA Date/initials ____________
[bookmark: _Hlk110588231]____	Signed CIRB approved consent current or subject was re-consented. If re-consented, consent version used: ______________________
____	Randomization occurred within 30 days of consent unless significant scheduling problem. 
____	Intervention initiated.
____	Overnight urine collected prior to distribution of study agent.
[bookmark: _Hlk110588464]____	Study agent provided to participant. Notes in source indicate that the participant was given instructions for study agent dosing.
____	Copy of subject diary is found in source (or note documenting why it is missing).
____	Visit 2 source docs are legible, complete, signed and dated.
[bookmark: _Hlk109888898]____	All Visit 2 data entered into RAVE database as appropriate.
Visit 3 Intervention Day 15 ± 7
QA Date/initials ____________
____	Signed CIRB approved consent current or subject was re-consented. If re-consented, consent version used: ______________________
____	Visit 3 occurred 15 ± 7 days following study agent start date.
____	Overnight urine collected.
____	Copy of subject diary is found in source (or note documenting why it is missing).
____	Visit 3 source docs are legible, complete, signed and dated.
____	All Visit 3 data entered into RAVE database as appropriate.	


Visit 4 Intervention Day 29 ±7
QA Date/initials ____________
____	Signed CIRB approved consent current or subject was re-consented. If re-consented, consent version used: ______________________
____	Visit 4 occurred 29 ± 7 days following agent start date.
____	Overnight urine collected.
____	Study agent and intake calendar returned.
____	Study agent provided to participant. Notes in source indicate that the participant was given instructions for study agent dosing.
____	Copy of subject diary is found in source (or note documenting why it is missing).
____	Visit 4 source docs are legible, complete, signed and dated.
____	All Visit 4 data entered into RAVE database as appropriate.
Visit 5 Intervention Day 57 ± 7
QA Date/initials ____________
____	Signed CIRB approved consent current or subject was re-consented. If re-consented, consent version used: ______________________
____	Visit 5 occurred 57 ± 7 days following agent start date.
____	Overnight urine collected prior to distribution of study agent.
____	Study agent provided to participant. Notes in source indicate that the participant was given instructions for study agent dosing.
____	Copy of subject diary is found in source (or note documenting why it is missing).
____	Visit 5 source docs are legible, complete, signed and dated.
____	All Visit 5 data entered into RAVE database as appropriate.
Visit 6 End of Intervention Day 85 ± 7
QA Date/initials ____________
____	Signed CIRB approved consent current or subject was re-consented. If re-consented, consent version used: ______________________ 
[bookmark: _Hlk110514092]____	Overnight urine collected.
____	Study agent and intake calendar returned.
____	Copy of subject diary is found in source (or note documenting why it is missing).
____	Visit 6 source docs are legible, complete, signed and dated.
[bookmark: _Hlk109893561]____	All Visit 6 data entered into RAVE database as appropriate.
[bookmark: _GoBack]____	Study agent drug accountability documentation completed.
Follow up Contact 2 – 4 weeks after Visit 6
QA Date/initials ____________
____	Telephone/email/text contact documented.
____	Study completion note-to-file completed.
____	Data are accurately and completely entered into RAVE database as appropriate. 
***************************************************************************************************************************


Screen Fail
QA Date/initials ____________
____  	Current version of CIRB consent is signed and dated by subject and the person obtaining consent.  Consent version used: _____________ (Original consent is kept in a separate folder; a copy is to be found in the source.) 
____	Consent was obtained prior to any study activities/procedures being performed.
____	Standard consent note is found in source.
____	Subject ID number assigned; number is consistent throughout source and on chart labels.
____	Eligibility checklist and supporting documentation found consistent with determination of ineligibility.
____	Visit 1 source docs are legible, complete, signed and dated.
____	All Visit 1 data indicating screen failure entered into STARS/RAVE database as appropriate. Note: Verification CRF is completed and signed by PI at the end of the study.
Sample QA Checklist Template_UAZ LAO
