Treatment 2 Visit
	PTID: 
	Visit Date:
	Visit Code:     5.0


1.   _____
Confirm the participant’s identity and verify PTID per site SOPs. 

2. _____
Review/update locator information.

3. _____
Review chart notes and other relevant documentation from previous visit(s). Provide test results from previous visit(s), if applicable. 
4. _____
Review elements of informed consent as needed.  Explain the content and sequence of procedures for today’s visit. 

7.

5.    _____
Collect 15-60 mL urine and:

5a. _____
Aliquot approximately 5-10 mL and perform qualitative pregnancy test (For females of childbearing potential only)
5b. _____
Complete testing logs and record result on the Follow-Up Visit/Phone Call CRF.
5c. _____
If clinically indicated, prepare remaining urine for gonorrhea and chlamydia NAAT. Record results on STI Laboratory Results CRF, when available.
If the participant is pregnant, modify remaining study visit procedures per protocol section 7.8.2. If the participant is pregnant and is randomized to gel arm:

5d. _____
Inform the participant that she will be discontinued from the study product use and will not be provided with any study gel. 

5e. _____
Complete a Pregnancy Report and History CRF and a Product Hold/Discontinuation Log CRF.

6._____
Perform interval medical/menstrual history; record findings on the Participant Reported Follow-up Medical and Menstrual History (non-DataFax) CRF.  Review and update the Concomitant Medications Log (including family planning methods) as necessary.

7.   _____
Provide contraceptive counseling and [provide and/or refer for] contraception, if applicable. 
8._____
If clinically indicated, perform physical exam as per Protocol Section 7.11. Record findings on the Physical Exam (non-DataFax) CRF.

9. _____
If clinically indicated, perform and document rectal exam using the Treatment 2 Visit Rectal Exam Checklist. Record findings on the Rectal Exam CRF. 
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10. _____
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.  
11._____ 
Assess eligibility to continue product use Based on interval medical/menstrual history and rectal exam findings, if applicable



NOT ELIGIBLE (Gel Participants Only): Refer to Protocol Section 9.4 and the SSP Manual, Section 10, for guidelines on discontinuing study product. Contact the PSRT if there are any questions.




11a. _____
If product use is discontinued at this visit, document the rationale 






in chart notes and/or on other applicable source documents.  






Complete the Product Hold/Discontinuation Log and a Study 







Gel Request Slip to inform the site’s pharmacist of the 







product discontinuation. 




11b. ______
Deliver the white copy of the completed Study Gel Request 






Slip to the pharmacy; retain the yellow clinic copy in the 






participant’s study notebook.




ELIGIBLE (Gel Participants Only): Request a seven day supply of study product from pharmacy:

11a. _____
Follow site-specific procedures for product supply. Complete the MTN 007 Prescription - Seven Day Gel (“replacement prescription – gel” for replacement participants). Record the participant’s ID (PTID) on the prescription.  

11b. _____
Deliver completed white copy to the pharmacy. The original prescription must be delivered to the pharmacist in order for the study product to be dispensed.  The yellow copy of the prescription will be retained in the participant’s study notebook.

11c. _____
After product supply is received, document the number of applicators provided here



12. _____
Gel Participants Only: Provide instructions on the use of the Phone Reporting System (PRS). Provide product use counseling. 

13. _____
Provide counseling related to the importance of study participation. Provide HIV/STI risk education, protocol adherence, and male condom counseling. Provide male condoms and lubricant. Provide referrals if needed/requested. Emphasize the unknown effectiveness of the study product and the importance of condom use for protection against HIV.
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14. _____ 
Explain the follow-up visit schedule to the participant and schedule Final Clinic 
Visit and inform the participant of what to expect.  

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


symptoms – especially rectal symptoms – and/or to request for additional 

information, HIV/STI counseling, and/or condoms, if needed, prior to the next 

visit.  

16._____
Provide study reimbursement.

17._____
Complete AE Log CRF, if required, based on interval medical/menstrual history, clinical exams/assessments, and lab tests when available.
18. ____
Complete Follow-up Visit/Phone Call CRF.
19. _____
Document the visit in a signed and dated chart note.  Complete and review all participant chart contents for the visit, including the 



following non-Data Fax forms: 

· Participant-reported Follow-up Medical and Menstrual History

· LDMS Tracking Sheet, if applicable
· Physical Exam, if applicable
20._____
Fax all required Data Fax forms to SCHARP:

· Follow-up Visit/Phone Call


If applicable:

· Adverse Experience Log

· Anoscopy and Sigmoidoscopy Results

· Concomitant Medications Log

· HIV Test Results

· Missed Visit

· Pregnancy Outcome

· Pregnancy Report and History

· Product Hold/Discontinuation Log

· Rectal Exam

· Specimen Storage

· STI Laboratory Results

