
MTN-026
Enrollment considerations

Study-Specific training



Enrollment Considerations

• The Enrollment/Visit 2 serves as the baseline visit for MTN-
026. 

• All procedures for this visit must be conducted on the same 
day.

• For female participants, menses must not coincide with 
enrollment visit. 

– If a participant is menstruating on the day of enrollment, her entire 
visit should be rescheduled for after the completion of menses, 
within the 45 day screening window, if possible.  

• No product will be administered during the enrollment visit



Enrollment Visit

Perform targeted physical, rectal and pelvic (if applicable) 
examinations

Document baseline medical, medications and menstrual (if 
applicable) history

Confirm eligibility, review all screening lab results

Review informed consent and confirm participant is still interested 
in continued study participation



Enrollment Visit

Collect baseline samples, as applicable 
(CVL; Enema Effluent; Rectal Tissue and Fluid) 

Assign CASI ID; Administer Baseline Behavioral Assessment (CASI)

Collect blood for HIV testing and plasma archive; 

Collect urine for pregnancy testing

Assess behavioral eligibility 



Visit Checklist



Enrollment 
Behavioral 
Eligibility 

Worksheet
Recommended 
source document 
for assessing 
eligibility criteria 
which are based 
on self-report



CASI ID – PTID Log



Eligibility Confirmation, Verification and Signatures

Once eligibility status is confirmed by reviewing and completing the 
Eligibility Checklist, the IoR/designee and a second staff member should 
sign and date the bottom of the Eligibility Checklist verifying eligibility



Randomization

On the day of Enrollment, participants will be assigned to:

• Time assignment:  

– PK/PD sample collection 

– 30-60 minutes or 120 minutes 

– Visit 3 and 13 (Dosing Visits)

• Day assignment:  

– PK/PD sample collection

– 24, 48, or 72 hours after Dosing Visits 3 and 13 

Note: assignment done at enrollment will be maintained throughout 
the study.



Example of Randomization Assignment…

• If, at Enrollment, a participant is assigned to the following 
PK/PD timepoints: 
➢ Collection of genital samples at 120 minutes (2 hours) after gel is 

administered at Visit 3 

➢ Collection of genital samples 48 hours post gel administration at Visit 
5, samples 

• When will s/he have genitals samples collected again? 

➢ Collection will occur again at Visit 13 (2 hours) after gel is 
administered

➢ Collection will occur at Visit 15 (48 hours post Visit 13). Note, a 
sample collection allowable window of +/-2 hours has been 
established for this visit. To be discussed later. 



To be discussed later…

• Randomization will be done in Medidata Balance; procedures 
will be covered during the SCHARP presentation.

• Study Product Dispensation Documentation (Prescription, 
Accountability Logs), and Chain of Custody Procedures will be 
covered during Study Product Considerations section of the 
agenda.

Randomization is the act of enrollment into MTN-026. Notify the 
Management Team and PSRT if ineligible participant has 

inadvertently been enrolled in the study



Post-randomization Procedures

• Provision of study product instructions

• Provision of site contact information

• Reimbursement

• Schedule next visit

• Generate and provide follow-up visit schedule



Screening and Enrollment Log



Questions? Comments? 




