Enrollment Visit

	PTID:
	Visit Date:
	Visit Code:  2.0


1. _____  
Complete participant registration, confirm the participant’s identity, and verify PTID per site SOPs.

2. ____
Review and/or update locator information.

3. _____
Confirm that the 36-day window has not been exceeded for the current screening attempt. 

4. _____
Review chart notes and other relevant documentation from previous visit(s). Provide test results from previous visit(s), if applicable.  

5. _____
Confirm the participant’s behavioral and clinical eligibility status based on all 
screening documentation

6. _____
Provide HIV test results in the context of post-test counseling.  [Before 



disclosing result(s) to participant, obtain independent review, verification, and 


sign-off of results(s)]. Provide referrals if needed/requested.  Explain the 



participant’s current study eligibility status.

If the participant is HIV-positive per protocol Appendix II, STOP. Provide appropriate post-test counseling, and inform the participant that he/she is ineligible. Refer to local care providers for follow-up and treatment of HIV. Retain documentation completed thus far but do not fax any forms to SCHARP.

7. _____
Explain again the two-step informed consent process and obtain written informed 

consent for enrollment into the study. Document the informed consent process in 


a chart note and on any other documents per site SOP. Complete Consent Process 

Coversheet.

If the participant does not consent to the study, STOP.  Retain documentation completed thus far, but do not fax any forms to SCHARP. 

8. _____
Administer assessment of informed consent comprehension, utilizing 



comprehension checklist, per site SOP
9. _____
Obtain written informed consent for specimen storage and possible future 


research testing. Document the informed consent process in a chart note and on 


any other documents per site SOP. Complete Consent Process Coversheet.

Consent for specimen storage and possible future research testing is optional.  If the participant does not consent, he/she may still take part in the study.

10. _____ 
Complete items 1-3 of the Enrollment CRF.
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11.  _____  
Collect 15-60 mL urine:

11a. _____
Aliquot approximately 5-10 mL and perform qualitative pregnancy test (For females of childbearing potential only)
11b. _____
Complete testing logs and record result on the Medical Eligibility (non-DataFax) CRF.

If the participant is pregnant, STOP.  Inform the participant that she is ineligible. Retain documentation completed thus far. Do not fax any forms to SCHARP.
11c. _____
If clinically indicated, prepare remaining urine for gonorrhea and chlamydia NAAT. Record results on STI Laboratory Results CRF when available.

12. _____
Review/update the Participant-reported Baseline Medical and Menstrual History (non-DataFax) CRF (pages 7-8 are for females only)and Concomitant Medications Log, including family planning methods as necessary. Document review with a signed and dated note on each document reviewed.  Initial and date updated entries.

13. _____
Provide contraceptive counseling and [prescribe/ provide/refer] for contraception, if applicable.
14. _____ 
Perform the physical exam as per Protocol Section 7.11 and record findings on the Physical Exam (non-DataFax) form.

15.     _____
Provide HIV pre-test counseling if clinically indicated. Collect blood. (Specimen 
collection must occur prior to randomization)
· Plain tube (no additive)

· EDTA

16.      _____
Prepare blood for testing at the local lab:

· Plasma archive

· Syphilis RPR (if clinically indicated)

· HIV Serology (if clinically indicated)

17. _____
Perform and document rectal exam using the Enrollment Visit Rectal Exam Checklist. Record findings on the Rectal Exam CRF.  
18. _____
Evaluate findings identified during rectal examination and medical and menstrual history review. Refer for or provide any clinically indicated treatment; document in chart notes and update Concomitant Medications Log CRF, if applicable. 
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19. _____
Administer the CASI Baseline Behavioral Questionnaire (BBQ). Complete 


item 7 of the Enrollment CRF.



This must be administered prior to HIV/STI risk reduction counseling as 




well as random assignment 
20. _____
Randomization procedures:



For Non-Replacement Participants Only: obtain the next sequential MTN-007 



Clinic Randomization Envelope and assign it to the participant per site SOPs.



Replacement Participants Only: obtain the study notebook and prescriptions for the participant being replaced. Based on the randomization assignment of the participant being replaced (completed yellow copy of prescription), obtain the appropriate blank MTN-007 replacement prescription. Transcribe all of the randomization information from the pre-printed MTN-007 Prescription of the participant being replaced onto the blank MTN-007 replacement prescription. 

21. _____
Inform the participant of his/her assignment [“gel” or “no treatment (no gel)”]. 

21a. _____ 
Participants assigned to “no treatment (no gel)”: Complete the prescription and deliver the top (white) copy of the completed prescription to the pharmacy and store the bottom (yellow) copy and opened envelope in the participant’s study notebook. 

21b. ______ 
Participants assigned to “gel”: Store both prescriptions and the 


opened envelope in the participant’s study notebook. The single 


dose gel prescription will be completed and delivered to the 


pharmacy at the Treatment 1 Visit. The seven-day gel 



prescription will be completed and delivered to the pharmacy at 


the Treatment 2 Visit.

22. _____
Provide HIV/STI risk reduction and male condom counseling. Provide counseling related to the importance of participant’s study participation and product use. Provide protocol adherence counseling.  Provide study condoms and lubricant. Emphasize the unknown effectiveness of the study products and the importance of condom use for protection against HIV.

23. _____
Complete the remainder of the Enrollment CRF.

24. _____
Reinforce site contact information and instructions to contact the site to report 


symptoms and/or to request for additional information, HIV/STI counseling, 


and/or condoms, if needed, prior to the next visit.  

25._____
Explain the follow-up visit schedule to the participant and schedule Treatment 1 


Visit. Inform the participant of tests to be performed at the next visit.
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26. _____
Provide reimbursement for study visit. 

27.  _____
Review/update Pre-existing Conditions CRF. Record all medical conditions that are ongoing at the time of participant randomization, based on source data collected throughout the screening and enrollment process.

28._____
Document the visit in a signed and dated chart note.  

29. _____
Complete and review all participant chart contents from both the screening and 




enrollment visits, including the following non-DataFax forms:

· Screening Visit Eligibility

· Medical Eligibility

· Participant-reported Baseline Medical and Menstrual History

· Physical Exam (completed at the Screening Visit)

· Physical Exam (completed at the Enrollment Visit)

· LDMS Specimen Tracking Sheet

30. _____
Fax all required DataFax CRFs to SCHARP:

· Demographics

· Screening Consent

· Rectal Exam (completed at the Screening Visit)

· STI Laboratory Results

· Laboratory Results

· Concomitant Medications Log

· Pre-existing Conditions

· Rectal Exam (completed at the Enrollment Visit)

· Enrollment

· Anoscopy and Sigmoidoscopy Results

· Specimen Storage

Tailor this item to reflect site-specific tube types and volumes.








