	Transfer Inventory Log	Comment by Ashley Mayo: Note: This inventory checklist is an optional tool that sites can modify/implement if they find helpful. Alternatively, a minimum amount of summary information could be sent instead of completing this detailed inventory, as outlined in my comment in the transfer checklist.  Sites could also adapt a hybrid approach (e.g. use page 1 of this document since this is the more ‘unique information’ and instead of page 2, provide summary information about the follow-up visits instead of the detailed listing.)

Note that transferring site will always maintain the original documentation, so in the rare event that a document was not fully copied (i.e. missing a page), the receiving site could always request a copy to be sent.

	Identified (Name) Documents:
____Signed Record Release
____Locator Form
____Copy of Photo ID 
____Signed Screening IC v1.0 and IC Coversheet
____Signed Enrollment IC v1.0, IC Coversheet, and Comprehension Checklist
____Signed Storage IC v1.0 and Coversheet 
____(Sites to add additional site-specific ICs and/or version updates as needed)	Comment by Ashley Mayo: Note: Sites could modify this template to include any other documents they would routinely have for all participants (i.e. v1.1 ICFs, or Qual/off site ICs, etc).  
____Other (List):_______________________________	Comment by Ashley Mayo: Note: If you adapt this for use at your site, we recommend including some “other” lines so that you can write in things as needed and not have to update the template every time a new document is issued. 
____Other (List):_______________________________
____Other (List):_______________________________
____Other (List):_______________________________
____Other (List):_______________________________


	Screening Visit:
____Screening Visit Checklist
____Screening Behavioral Eligibility 
____Demographics (DEM-1) CRF
____Baseline Medical History Questions
____Screening Visit Physical Exam (SPX-1) CRF
____Screening Menstrual History (SMH-1) CRF
____Pelvic Exam Checklist
____Pelvic Exam Diagrams 
____Screening Pelvic Exam (SPE-1) CRF
____Screening Laboratory Results (SCR-1) CRF
____Screening STI Test Results (SST-1) CRF
____Screening Specimen Storage (SSS-1) CRF
____Screening Visit LDMS Specimen Tracking Sheet 
____Lab Results Reports
____Other (List):________________________________
____Other (List):________________________________
____Other (List):________________________________


	Tracking Logs/Tools/Chart Notes:
____Study Visit Calendar
____Action Log/Communication Log
____Study Product Accountability Log, pages:____
____Pre-existing Condition Resolution Tracker
____AE Tracking Log
____Participant Specific Toxicity Table Calculator
____Genital Bleeding Log, pages:____
____Chart Notes, pages: ____
____Counseling Notes, pages:____	Comment by Ashley Mayo: Note: Sites could either remove extraneous items, or mark N/A.  This is an example of where it would be important to adapt this template to be site-specific, as each sites organization is a bit different.M___Pregnancy management  Worksheetcopied and certified.We would like to try and use it and decide on its practicality thereafte
____Contraceptive Counseling Worksheets, pages:____
____Other (List):________________________________
____Other (List):________________________________
____Other (List):________________________________

	Enrollment Visit:
____Enrollment Visit Checklist
____Enrollment Behavioral Eligibility 
____Eligibility Checklist
____Enrollment (ENR-1) CRF
____Eligibility Criteria (ECI-1) CRF
____Baseline Family Planning (BFP-1) CRF
____Prior Trial Participation (PTP-1) CRF
____Baseline Behavior Assessment (BBA-1, -2, -3) CRFs
____Baseline Vaginal Practices (BVP-1) CRF
____Enrollment Abbreviated Physical Exam (EPX-1) CRF
____Enrollment Visit LDMS Specimen Tracking Sheet 
____MTN-020 Prescription
____Other (List):________________________________
____Other (List):________________________________
____Other (List):_______________________________


	Log Case Report Forms (CRFs):
____ Pre-existing Conditions (PRE-1), pages:____
____ Concomitant Medications Log (CM-1), pages:____
____ Adverse Experience Log (AE-1), pages:____
____ Grade 1 Adverse Experience Log (GAE-1), pages:____
____Product Hold/Discontinuation Log (PH-1), pages:____
____Social Impact Log (SIL-1), pages:____
____Protocol Deviations Log (PDL-1), pages:____

	AS NEEDED CRFS OR OTHER FORMS:
Positive HIV test results:
____HIV Confirmatory Results (HCR-1) CRF
____Specimen Storage (SS-1) CRF
____Seroconverter Laboratory Results  (SCR-1) CRF

Positive pregnancy test result or outcome:
____Pregnancy Report (PR-1) CRF
____Pregnancy Outcome (PO-1) CRF
____Pregnancy Management  Worksheet
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	Document
	M1
	M2
	M3
	M4
	M5
	M6
	M7
	M8
	M9
	M10
	M11
	M12
	M13
	M14
	M15
	M16
	M17
	M18	Comment by Ashley Mayo: Note: We only went up to M18, but would need to add pages if the visits went beyond this.
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	Visit Summary (VS-1)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Monthly Lab Results (MLR-1)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Ring Adherence (RA-1)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Family Planning (FP-1)
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	LDMS Tracking Sheet
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Vaginal Ring Request Slip
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Quarterly Lab Results (QLR-1) 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Behavior Assessment (BA-1, -2)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Abbrev. Physical Exam (APX-1)
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	Pelvic Exam Checklist
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Pelvic Exam Diagrams 
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Pelvic Exam (PE-1)
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	STI Test Results (STI-1)
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	Follow-up ACASI Tracking (FAT-1)
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	
	

	Prevention Study Exper. (PSE-1)
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Interim Visits (if applicable):____________________________________________________________________________________________________________
____________________________________________________________________________________________________________________________________
