
SCREENING AND ENROLLMENT CONSIDERATIONS
MTN-038 STUDY-SPECIFIC TRAINING



Enrollment/Visit 2 – Day 0

• Eligibility Criteria Confirmed

• No split visit permitted

• Start study product use

• Long visit for PK collection

SCREENING  AND ENROLLMENT VISITS

Screening/Visit 1

• Eligibility Criteria initially assessed

• Multiple visits, if needed (Split visit)

• One re-screen attempt permitted

45 day window *not to coincide with participant’s menses



ADMINISTRATIVE PROCEDURES
Screening Visit Procedure Enrollment Visit

Initial collection per site SOP
Locator Information

collection
Review/update per site SOP

Conduct process:
read, assess, confirm, document

Informed Consent Review/ reconfirm

Initial assignment:
Complete S&E Log;  PTID Name Linkage Log

PTID assignment
Use same PTID;
Update S&E Log

Collect via Demographic CRF
Demographic 
Information

N/A

Initial assessment: Age, co-enrollment, 
Screening Behavioral Eligibility

Eligibility Assessment
Confirmation: Co-enrollment, Enrollment 

Behavioral Eligibility 

N/A
Study Arm

Randomization
Via Medidata; after final eligibility sign-off

For Enrollment; within 45-days Next Visit Schedule Visit 3/ Day 1 (next day)

Per site SOP
Reimbursement 

Provision
Per Site SOP



Complete 1st

part of 
coversheet

Read ICF

Assess 
Comprehension

Complete 2nd

part of 
Coversheet

Informed Consent



• Only complete if ppt 
provides IC

• Completed immediately 
after IC completion at 
Screening and updated after 
eligibility determination at 
Enrollment

• One entry for each
screening attempt (note if 
1st or 2nd screening 
attempt)

• Fill out all codes that apply

Screening and Enrollment Log



Screening and Enrollment Behavioral Eligibility

Screening Behavioral Eligibility Worksheet Enrollment Behavioral Eligibility Worksheet 



COUNSELING AND BEHAVIORAL PROCEDURES

Screening Visit Procedure Enrollment Visit

Behavioral Assessment
Baseline CASI (before HIV and 

pregnancy testing); Select for IDI 
(after study arm randomization)

HIV Pre-Test 
STI Risk Reduction 

HIV Post-Test
HIV/STI Counseling

HIV Pre-Test 
STI Risk Reduction 

HIV Post-Test

Contraceptive Component only
Protocol Adherence 

Counseling
Protocol Adherence, Contraceptive, 

and Product Use components

Offer, if indicated Male Condoms Offer, if indicated



HIV Pre- and Post-Test and STI Risk Reduction Counseling

• Prior to HIV testing: provide HIV pre-test and STI risk 
reduction Counseling 

• Refer to SSP Table 11-1 for HIV Test interpretation 
guidance

• If HIV test results will not be available during the visit, 
post-test counseling may occur upon provision of test 
results over the phone or in person as part of a split visit 
or at an interim visit, if indicated per local standard of 
care.

• Document on Counseling Worksheet or in chart notes.  
Initial and date each entry.

Counseling Considerations



Counseling Considerations

Protocol Counseling Worksheet: Protocol Adherence, Product Use, and Contraceptive Counseling



Counseling Considerations

Protocol Adherence Support documents: 
• Study Adherence Guidelines
• VR Use Instructions



CLINICAL/ PRODUCT  PROCEDURES

Screening Visit Procedure Enrollment Visit

Collect baseline medical/ menstrual/ 
Medications Hx

Medical History 
Review

Review/update baseline medical/ 
menstrual/ medications Hx

Full Physical Exam Targeted

Full exam Pelvic Exam Full Exam 

Lab and exam findings for initial 
eligibility 

Review findings
Lab and exam findings for eligibility 

confirmation

If indicated
Referrals/Rx for 
UTIs/RTIs/STIs

If indicated

Per site SOP 
(at visit or when available)

Provision of Available 
Results

Per site SOP
(at visit or when available)

N/A Study Product
Initial VR provision, 

digital placement check



Baseline Medical History Guide
• Use guide for assessing baseline medical and 

menstrual history; document on: 

Chart Notes
Medical History
Concomitant Medications Log

Document dates of LMP in Chart notes or  
Visit Checklists 

Baseline Medical History Review



LABORATORY ASSESSMENTS

Screening Visit Procedure Enrollment Visit

HIV 1/2
AST/ALT
Creatinine clearance
CBC with differentials/ platelets
Hep B surface antigen
Syphilis serology

Blood

HIV 1/2
Plasma for archive
HSV 1/2 serology
CBC with differentials/ platelets*
Creatinine clearance*

Pregnancy
Dipstick UA, Urine Culture*

Urine
Pregnancy
Dipstick UA, Urine Culture*

NAAT for GC/CT and trichomonas 
Pap Test^
Wet prep/KOH wet mounts*

Pelvic

Vaginal swabs for microbiota
Vaginal gram stain
CVF for anti-HSV-2 and biomarkers
CVL for PD and biomarkers (prior to insertion)
CVF for TFV(1 & 4 hrs-post ring insertion)
Wet prep/KOH wet mounts*
NAAT for GC/CT and trichomonas*



ELIGIBILITY DETERMINATION

Eligibility Criteria Checklist
• Guide for inclusion/exclusion criteria and source 

documentation
• Start at Enrollment Visit and complete only if participant 

is eligible. 
• Required before enrollment for eligible participants (2 

sign-off signatures)
• At any point the participant is deemed ineligible at 

Enrollment, no need to continue completing



REQUIRED DOCUMENTATION FOR SCREEN FAILURES

 Completed ICF

 All source documentation complete up until the time that ineligibility was determined indicating what 
procedures were or were not completed and/or screen failure reasons and date of ineligibility 
determination noted. 

 Visit Checklist

 Chart notes

 Completed Screening and Enrollment Log

 Completed Inclusion/Exclusion Criteria CRF with screen failure reason(s) noted 

 Necessary referrals on file (as appropriate) and documentation that any clinically significant 
abnormalities (labs, etc.) were communicated to the participant (even if referral is not necessary)



PARTICIPANT ENROLLMENT

Confirm and 
document 
eligibility

Randomization 
to study arm

Complete 
Post-

Randomization 
Procedures

Post-Randomization Procedures

• IDI randomization/selection
• VR Request/Retrieval from pharmacy
• Ring insertion and placement check
• Specimen collection for TFV level testing (CVF only)
• Schedule visit for next day(generate visit calendar)
• Provide reimbursement, study staff contact information, etc. 
• Update Screening and Enrollment Log



QUESTIONS? COMMENTS?


