Table 3-1:  HPTN 052 Source Documentation for All CRF Items

(NOTE: This table is an example document.  Each site must complete a site‑specific table during protocol-specific training.)

 A designated study staff member must review all study laboratory reports, as well as reports of information pertinent to the study from non-study providers, and sign and date the reports to document his/her review.

	CRF Name
	Acronym
	Source
	Comments

	
	
	Yes
	No
	Mixed
	

	Index Enrollment
	IEN-1
	
	X
	
	Clinic notes are the source for item 2.

The informed consent forms are the source for items 3 and 3a.

The Randomization Assignment Envelope and Envelope Tracking Record are the source for item 4 and 4a.

Counseling checklists and clinic notes are the source for items 5 and 6.

	Partner Enrollment
	PEN-1
	
	
	X
	The informed consent forms are the source for items 1 and 5.

Counseling checklists and clinic notes are the source for items 2, 3, 6, 6a1-6a5, and 6b.

This CRF is the source for items 4 and 4a.

	Index/Partner Demographics

(Note: Add the relevant CRFs: IDZ-1, IDI-1, IDW-1, IDT‑1, IDB‑1 and PDZ-1-PDI-1, PDW-1, PDT-1, PDB-1)
	IDM-1, PDM-1
	X
	
	
	This CRF is the source for all items.

	Index Complete Hematology
	ICH-1
	
	
	X
	Local laboratory reports1 are the source for all items, except the AE Severity Grade, for which this CRF is the source, and the AE Log page #, for which another CRF is the source.

	Index Complete Chemistries
	ICC-1
	
	
	X
	Local laboratory reports1 are the source for all items, except the AE Severity Grade, for which this CRF is the source, and the AE Log page #, for which another CRF is the source.

	Index Enrollment CD4/Viral Load Results
	IEV-1
	
	X
	
	Local laboratory reports1 are the source for all items.

	Index Enrollment Pregnancy Report and History
	IPR-1

IPR-2
	
	X
	
	Local laboratory reports1 are the source for items 1 and 2.

Clinic notes are the source for items 5 – 7 and 7a-7j.

	Index Pre-exiting Conditions
	IPRE-1
	
	X
	
	Clinic notes are the source for all items.

	Index/Partner STDs
	IST-1, PST-1
	
	X
	
	Local laboratory reports1 are the source for all items except item 2, for which clinic notes are the source.

	Index/Partner Symptomatic STDs
	ISS-1, PSS-1
	
	X
	
	Clinic notes are the source for all items.

	Index/Partner Sexual History Assessment
	ISX-1, PSX-1
	X
	
	
	This CRF is the source for all items.

	Index/Partner Circumcision Assessment
	ICA-1

PCA-1
	
	X
	
	Clinic notes are the source for all items.

	Index QOL
	IQL-1, IQL-2, IQL-3, IQL-4
	X
	
	
	This CRF is the source for all items.

	Index Concomitant Medications Log
	ICM-1
	
	
	X
	Clinic notes and pharmacy records are source for all items except for the question “Taken for a reported AE,” for which this CRF is the source and “Record AE Log pages” for which other CRFs are the source.

	Index Pill Count
	IPC-1
	
	X
	
	Pharmacy records and notes are the source for all items.

	Index ART Treatment Regimen Log
	ITX-1
	
	
	X
	Clinic notes and pharmacy records are the source for all items except for item 8, for which this CRF is the source, and item 8a, for which other CRFs are the source.

	Index Treatment Adherence
	ITA-1, ITA-2, ITA-3
	X
	
	
	This CRF is the source for all items.

	Index AE Log
	IAE-1
	
	
	X
	This CRF is the source for items 3a, 8, 10a.-10d, and 10a1-10d1.

Clinic notes are the source for items 1, 1a, 2, 3, 4, 6, 6a, 7, and 9. 

Pharmacy records are the source for item 5.

	Index Pregnancy Report
	IP-1
	
	X
	
	Clinic notes are the source for all items.

	Index Pregnancy Outcome
	IPO-1
	
	X
	
	Clinic notes are the source for all items.

	Index/Partner Specimen Collection
	ISC-1, PSC-1
	
	X
	
	Specimen collection, lab requisition, or specimen transfer forms are the source for all items.

	Index CD4/Viral Load Results
	IFV-1
	
	X
	
	Local laboratory reports1 are the source for all items except item 3b, for which clinic notes are the source.

	Index Immunologic/Virologic Failure
	IVA-1
	
	X
	
	Local laboratory reports1 are the source for all items except item 3, for which clinic notes is the source.

	Partner CD4/Viral Load Results
	PVL-1
	
	X
	
	Local laboratory reports1 are the source for all items.

	Partner HIV Test Results
	PHT-1
	
	
	X
	Local laboratory reports1 are the source for all items except item 4a, for which this CRF is the source.

	Partner Complete Hematology Results
	PCH-1
	
	X
	
	Local laboratory reports1 are the source for all items.

	Partner Complete Chemistries
	PCC-1
	
	X
	
	Local laboratory reports1 are the source for all items.

	Index When-to-Start
	IWT-1

IWT-2

IWT-3

IWT-4
	
	
	X
	Clinic notes are the source for items 1a – 1d, 1f – 1i, 1il, 4a, 5a-d (relationship of diagnosis to medication), 6, 6a, 6a1-6a6, 7, and 7a.

Local laboratory reports1 are the source for items 3, 3a – 3f, 4, 4b-4g

Pharmacy records are the source for items 5, 5a-d (action taken with medication)

This CRF is the source for items 1, 1e, 2, and 5a-d (drug code)

	Index Follow-up Visit
	IFU-1

IFU-2
	
	X
	
	Clinic notes are the source for items 3, 4a, 4b, 4d, 5d, 5f1, 5f2, 5g, and 6.

Counseling checklists and clinic notes are the source for items 5b and 5c.

Local laboratory results1 are the source for items 1, 5d1, and 5e.

Pharmacy records are the source for items 4c and 5f.

	Partner Follow-up Visit
	PFU-1
	
	X
	
	Clinic notes are the source for items 1, 2c, 2c1, 4, 5, 5a, and 5b.

Counseling checklists and clinic notes are the source for items 2b and 3a-d.

	Index/Partner Interim Visit
	IIV-1, PIV-1
	
	X
	
	Other CRFs are the source for all items.

	Couples Status
	CPS-1
	
	X
	
	Clinic notes are the source for all items except item 4, for which the randomization assignment envelope is the source.

	Couples Missed Visit
	CMV-1
	
	X
	
	Clinic notes are the source for all items.

	Couples Receipt
	CR-1
	
	
	X
	This CRF is the source for items 1 and 2.

Informed consent forms are the source for items 3-6a.

	Couples Transfer
	CT-1
	
	
	X
	This CRF is the source for all items, except 3 for which clinic notes are the source.

	Couples End of Study Inventory
	CES-1
	
	X
	
	Other CRFs are the source for all items except items 6 and 6a – 6c, for which the randomization assignment form is the source.

	Index Death Narrative
	IDN-1
	
	X
	
	Clinic notes are the source for all items.

	Couples Termination
	CTM-1
	
	X
	
	Clinic notes are the source for all items.

	Index Termination
	ITM-1
	
	
	X
	This CRF is the source for all items except 2b, 2b1 and 2b2, for which clinic notes are the source and item “Record Index AE Log page” for which another CRF is the source.

	Partner Termination
	PTM-1
	
	
	X
	This CRF is source for items 1, 2a, 2c, 2d, 2e, 2f, 2g, 2i, 2j, 2k, 2l, and 2m.

Clinic notes are the source for item 2b, 2b1, 2b2, and 2n.

Local laboratory results1 are the source for item 2h.


____________________________
___________________

Signature of Investigator of Record
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