Schedule of Forms

MTN 003 (VOICE)

The data collection forms required for each study visit are listed on the Visit Checklists and are summarized in the

table below.

SCREENING PART 1 (DAY -56)

Form Acronym ‘ Form Name
REQUIRED

SC Screening Consent

DEM Demographics

SL Safety Laboratory Results

SLR STI Laboratory Results

SHE Screening and Enrollment HIV Test Results

Non-DataFax

Screening Part 1 Eligibility

SCREENING PART 2 (DAY -56)

Form Acronym ‘ Form Name
REQUIRED

SPE Screening and Enrollment Pelvic Exam

VTR Vaginal Test Results

SS Specimen Storage/PK

CM Concomitant Medications Log

Non-DataFax Participant-reported Baseline Medical and Menstrual History

Non-DataFax Physical Exam

Non-DataFax Pelvic Exam Diagrams

Non-DataFax Screening Part 2 Medical Eligibility

Non-DataFax

Screening Part 2/Enrollment Behavioral Eligibility

AS NEEDED
PTR Pap Test Results
SLR STI Laboratory Results
Enrolliment (Day 0)
Form Acronym ‘ Form Name
REQUIRED
ENR Enrollment
PHR Pharmacy Randomization
FPB Baseline Family Planning
SHE Screening and Enrollment HIV Test Results
SS Specimen Storage/PK
PRE Pre-existing Conditions
BBA Baseline Behavior Assessment

Non-DataFax

Screening Part 2/Enrollment Behavioral Eligibility

Non-DataFax

Enrollment Medical Eligibility

AS NEEDED

SPE

Screening and Enrollment Pelvic Exam

VTR

Vaginal Test Results

Non-DataFax

Pelvic Exam Diagrams
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Schedule of Forms

MTN 003 (VOICE)

Monthly Visits

Form Acronym Form Name
REQUIRED

FPF Follow-up Family Planning

PRD Product Returns and Dispensations

FV Follow-up Visit

SL Safety Laboratory Results (required only at first monthly visit)

FHT Follow-up HIV Rapid Test Results

MBA Monthly Product Adherence and Behavior Assessment

Non-DataFax

Participant-reported Follow-up Medical and Menstrual History

Non-DataFax

Physical Exam (required at first monthly visit only)

AS NEEDED
VTR Vaginal Test Results
PTR Pap Test Results
FPE Follow-up Pelvic Exam
SLR STI Laboratory Results
HTR HIV Western Blot Test Results
SS Specimen Storage/PK
SCR Seroconverter Laboratory Test Results
PH Product Hold/Discontinuation Log
AE Adverse Experience Log
PR Pregnancy Report and History
PO Pregnancy Outcome
MV Missed Visit

Non-DataFax

Pelvic Exam Diagrams

Non-DataFax

Genital Bleeding Assessment

Quarterly Visits

Form Acronym Form Name
REQUIRED

FPF Follow-up Family Planning

PRD Product Returns and Dispensations

FV Follow-up Visit

SL Safety Laboratory Results

FHT Follow-up HIV Rapid Test Results

SS Specimen Storage/PK

OPA Oral Product Adherence and Behavior Assessment (for participants in oral arm only)

VPA Vaginal Product Adherence and Behavior Assessment (for participants in vaginal arm only)

Non-DataFax Participant-reported Follow-up Medical and Menstrual History

Non-DataFax Physical Exam
AS NEEDED

VTR Vaginal Test Results

PTR Pap Test Results

FPE Follow-up Pelvic Exam

SLR STI Laboratory Results

HTR HIV Western Blot Test Results

SCR Seroconverter Laboratory Test Results

PH Product Hold/Discontinuation Log

AE Adverse Experience Log

PR Pregnancy Report and History

PO Pregnancy Outcome

MV Missed Visit

Non-DataFax

Pelvic Exam Diagrams

Non-DataFax

Genital Bleeding Assessment
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Schedule of Forms

MTN 003 (VOICE)

Semiannual Visits

Form Acronym Form Name
REQUIRED
FPF Follow-up Family Planning
VTR Vaginal Test Results
PRD Product Returns and Dispensations
FV Follow-up Visit
FPE Follow-up Pelvic Exam
SL Safety Laboratory Results
FHT Follow-up HIV Rapid Test Results
SS Specimen Storage/PK
OPA Oral Product Adherence and Behavior Assessment (for participants in oral arm only)
VPA Vaginal Product Adherence and Behavior Assessment (for participants in vaginal arm only)

Non-DataFax

Participant-reported Follow-up Medical and Menstrual History

Non-DataFax

Physical Exam

Non-DataFax

Pelvic Exam Diagrams

AS NEEDED
PTR Pap Test Results
SLR STI Laboratory Results
HTR HIV Western Blot Test Results
SCR Seroconverter Laboratory Test Results
PH Product Hold/Discontinuation Log
AE Adverse Experience Log
PR Pregnancy Report and History
PO Pregnancy Outcome
MV Missed Visit

Non-DataFax

Genital Bleeding Assessment

Annual Visits

Form Acronym Form Name
REQUIRED
FPF Follow-up Family Planning
VTR Vaginal Test Results
PRD Product Returns and Dispensations
FV Follow-up Visit
FPE Follow-up Pelvic Exam
SL Safety Laboratory Results
SLR STI Laboratory Results
FHT Follow-up HIV Rapid Test Results
SS Specimen Storage/PK
OPA Oral Product Adherence and Behavior Assessment (for participants in oral arm only)
VPA Vaginal Product Adherence and Behavior Assessment (for participants in vaginal arm only)
VPS Vaginal Practices and Study Disclosure Assessment

Non-DataFax

Participant-reported Follow-up Medical and Menstrual History

Non-DataFax

Physical Exam

Non-DataFax

Pelvic Exam Diagrams

AS NEEDED
PTR Pap Test Results
HTR HIV Western Blot Test Results
SCR Seroconverter Laboratory Test Results
PH Product Hold/Discontinuation Log
AE Adverse Experience Log
PR Pregnancy Report and History
PO Pregnancy Outcome
MV Missed Visit

Non-DataFax

Genital Bleeding Assessment
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Schedule of Forms

MTN 003 (VOICE)

Product Use End Visit (PUEV)

Form Acronym ‘ Form Name
REQUIRED
FPF Follow-up Family Planning
VTR Vaginal Test Results
PTR Pap Test Results (for sites with capacity where local standard of care)
PRD Product Returns and Dispensations
FV Follow-up Visit
FPE Follow-up Pelvic Exam
SL Safety Laboratory Results
SLR STI Laboratory Results
FHT Follow-up HIV Rapid Test Results
SS Specimen Storage/PK
PH Product Hold/Discontinuation Log
OPA Oral Product Adherence and Behavior Assessment (for participants in oral arm only)
VPA Vaginal Product Adherence and Behavior Assessment (for participants in vaginal arm only)
VPS Vaginal Practices and Study Disclosure Assessment
PPA Perceived Product Assessment

Non-DataFax

Participant-reported Follow-up Medical and Menstrual History

Non-DataFax

Physical Exam

Non-DataFax

Pelvic Exam Diagrams

AS NEEDED
HTR HIV Western Blot Test Results
AE Adverse Experience Log
PR Pregnancy Report and History
PO Pregnancy Outcome
MV Missed Visit

Non-DataFax

Genital Bleeding Assessment

Termination/Study Exit

Form Acronym Form Name
REQUIRED

FPF Follow-up Family Planning

FHT Follow-up HIV Rapid Test Results

SS Specimen Storage/PK

SEV Study Exit Visit

™ Termination

ESI End of Study Inventory

VPS Vaginal Practices and Study Disclosure Assessment

SBA Study Exit Behavior Assessment

Non-DataFax

Participant-reported Follow-up Medical and Menstrual History

Non-DataFax

Physical Exam

AS NEEDED
VTR Vaginal Test Results
PTR Pap Test Results
PRD Product Returns and Dispensations (to capture late product returns)
FPE Follow-up Pelvic Exam
SL Safety Laboratory Results
SLR STI Laboratory Results
HTR HIV Western Blot Test Results
SCR Seroconverter Laboratory Test Results
AE Adverse Experience Log
PR Pregnancy Report and History
PO Pregnancy Outcome
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Schedule of Forms

MTN 003 (VOICE)

MV

Missed Visit

Non-DataFax

Pelvic Exam Diagrams

Non-DataFax

Genital Bleeding Assessment

Interim Visit

Form Acronym ‘ Form Name
REQUIRED

vV | Interim Visit
AS NEEDED

FPF Follow-up Family Planning

VTR Vaginal Test Results

PTR Pap Test Results (for sites with capacity where local standard of care)

PRD Product Returns and Dispensations

FPE Follow-up Pelvic Exam

SL Safety Laboratory Results

SLR STI Laboratory Results

FHT Follow-up HIV Rapid Test Results

HTR HIV Western Blot Test Results

SS Specimen Storage/PK

SCR Seroconverter Laboratory Test Results

PR Pregnancy Report and History

PO Pregnancy Outcome

Non-DataFax

Participant-reported Follow-up Medical and Menstrual History

Non-DataFax

Physical Exam

Non-DataFax

Pelvic Exam Diagrams
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