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1. _____
Complete participant registration, confirm the participant’s identity, and verify her PTID. 

2. _____
Review chart notes and other relevant documentation from previous visit(s).

3. _____
Review elements of informed consent as needed.  

4. _____
Explain the content and sequence of procedures for today’s visit.

5. _____
Remind study participant, she will no longer be using study gel after today’s visit.

6. _____
Review/update locator information.

7. _____
Perform interval medical/menstrual history; record findings on the Follow-up Medical History form.  Administer the Follow-up Genital Symptoms form. Review and update the Concomitant Medications Log.
7a.____
If genital blood/bleeding is reported, and complete a Genital Bleeding Assessment form if indicated (refer to SSP Section 10.6).
.
7b.____
If applicable, review the status of previously-reported adverse events and update previously-completed Adverse Experience Log forms. 

8. _____
Verify contraception plan is adhered to

9. _____
Collect ~20 mL urine and:

9a._____
Aliquot ~5 mL and perform pregnancy test.

9b._____
Complete testing logs and transcribe result onto item 1 of the Follow-Up Visit form.

If the participant is pregnant:
9c._____
Complete a Pregnancy Report and History form. 

· Initiate use of a Pregnancy Management Worksheet to track and document additional requirements related to this pregnancy. 

10. _____
Administer the appropriate Follow-Up Behavior Assessment form (coitally dependent or daily use).

11. _____
Administer the Study Exit Acceptability Assessment form.

12. _____
If applicable, assess any non-genital symptoms reported in the participant’s interval medical/menstrual history.  Provide or refer for follow-up care as needed.  Document follow-up in chart notes.

13. ____
Provide and explain available exam and lab test results with relevant post test counseling.

14. ____
Provide treatment for STIs in accordance with CDC guidelines if needed.  Document treatment on the Concomitant Medications Log.

15. _____
Complete/update Adverse Experience Log form(s) if required based on interval medical/menstrual history, participant-reported symptoms (e.g., symptoms reported on Follow-up Genital Symptoms form), clinical exams/assessments, and lab tests. Complete items 2-6 of the Follow-up Visit form.
16. _____
Perform and document pelvic exam, using pelvic exam checklist. Complete the Follow-up Pelvic Exam form.
17. _____
Prepare remaining urine for gonorrhea and chlamydia NAAT at the local lab; refrigerate prior to testing.
18. _____
If clinically indicated, perform dipstick urinalysis on aliquot of urine used for the pregnancy test. Complete testing logs and transcribe results onto the STI Laboratory Results form.

18a._____
If dipstick urinalysis is positive for leukocytes or nitrites, provide treatment and/or additional UTI work-up per site SOP. Document treatment and/or additional work-up in chart notes. Record results of microscopy and culture on STI Laboratory Results form.
19. _____
Provide any HIV/STI test results from previous visit (if participant has not already been notified) and post-test counseling. 

20. _____
Provide HIV/STI pre-test and HIV/STI risk reduction counseling. Provide condoms, and referrals if needed/requested.

21. _____
Collect blood as follows:

· red top tube (no additive)

· lavender top tube (EDTA) 

· TUBES FOR CHBV SPECIMENS
22. ____
Perform HIV test.
23. ____
When HIV test results are available, complete testing logs and transcribe HIV test results onto the STI Laboratory Results form (and HIV Test Results form if indicated). Before disclosing results to participant, obtain independent review, verification, and sign off on both EIA and WB results.

If the EIA is positive, WB testing is required to clarify the participant’s HIV status. If both the EIA and WB are positive, the participant is considered HIV infected (Refer to HIV algorithm in Appendix III of the Protocol and Section 12 of the SSP). 

24. _____
Prepare remaining blood for testing at the local lab: 
· hepatitis B surface antigen testing

· syphilis serology

· HSV-2 serology

· Hematology
· CBC
· liver and renal function testing 

25. _____
Collect and prepare blood (lavender top tube) for archive at the local lab:

· Plasma and serum archive at the local lab.

· HBV serum archive

· Complete and LDMS Specimen Tracking Sheet for these specimens

26. ____
Prepare sample for HBV viral load at Central Lab


Add this specimen to the LDMS Specimen Tracking Sheet
27. ____
Explain the follow-up visit schedule to the participant and schedule her next visit (If desired, additional visits also may be scheduled at this time).  Remind the participant, that she will no longer be using study gel after today’s visit, but will return to the clinic for three more visits after today.

28. ____
Reinforce site contact information and instructions to contact the site to report symptoms — especially genital symptoms — and/or to request for additional information, HIV/STI counseling, panty liners, and/or condoms, if needed, prior to the next visit.  

29. .____
Reinforce availability of HIV/STI counseling, testing, and potential STI treatment for partners.

30. .____
Document the visit in a signed and dated chart note.  Complete and review all participant chart contents, including the following non-DataFax forms:

· Follow-Up Medical History

· Pelvic Exam Diagrams

· LDMS Specimen Tracking Sheet

· [sites may list alternative/additional local source documents here if desired]

31. ____
Fax all required DataFax forms to SCHARP DataFax:

· Follow-Up Visit
· STI Laboratory Results

· Safety Laboratory Results

· Concomitant Medications Log (if updated)

· Follow-up Pelvic Exam

· Follow-up Genital Symptoms

· Genital Bleeding Assessment form (if indicated)

· Pelvic Laboratory Results

· Follow-Up Behavior Assessment (coitally dependent or daily use)
· HBV Laboratory Results

· Study Exit Acceptability Assessment

· Adverse Experience Log (if applicable)

· The Pelvic Laboratory Results, STI Laboratory Results, and Safety Laboratory Results, and HBV Laboratory Results forms, and the HIV Test Results form (if indicated) will be completed, reviewed, and faxed to SCHARP when results are available by clinic and/or lab staff.
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