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	PTID:
	Visit 

Date:
	Visit 

Code: 18.0

	
	

	Initials
	Procedures

	
	1. Confirm participant identity and PTID and whether participant’s menses ended 3-7 days ago. [If on menses, reschedule Period 2 Initiate visit within the visit window, if possible]


	
	2. Review previous visit documentation.



	
	3. Check for unresolved AEs per participant report or previous visit documentation.  If unresolved abdominal, anorectal or genital AE (any grade) or Grade 3 or 4 AE regardless of organ system, reschedule participant to return to clinic when AE likely to resolve.  Consult MTN-014 PSRT if AE is not resolved prior to visit window ending.

	
	4. Review elements of informed consent as needed.  



	
	5. Explain procedures to be performed at today’s visit.



	
	6. Review/update locator information per site SOPs.



	
	7. Administer Vaginal and Rectal Practices CRF

	
	8. Collect urine (15-60 mL), aliquot ~5 mL, and perform pregnancy test:

· NOT pregnant ( CONTINUE.  

· Pregnant ( STOP. NOT ELIGIBLE. 

	
	9.  If indicated, prepare remaining urine for Dipstick Urinalysis, Urine Culture, and/or NAAT for GC/CT.

	
	10. Provide and document HIV counseling and testing per site SOPs:

· Provide HIV pre-test counseling

· Provide HIV/STI risk reduction counseling and provide male condoms and counseling, if indicated. 

· Collect [XX mL] blood in lavender top (EDTA) tube
· Perform and document rapid HIV test(s) per site SOPs. Before disclosing results to participant, obtain independent review, verification, and sign-off of results.

· Provide test results and post-test counseling.  

· Provide referrals if needed/requested.  

· Offer HIV counseling and testing for partner(s).

· Transcribe results onto HIV Results form.

	
	11. Prepare 10ml EDTA for plasma and 3x8ml CPT for PBMCs



	
	12 Collect interval medical and menstrual history with documentation of current medications; document on relevant source documents per site SOPs.

	
	13. Provide contraceptive counseling if indicated; document per site SOPs. 



	
	14. [Prescribe/provide] contraception if indicated.

	
	15. Perform targeted physical exam– complete Abbreviated Physical Exam CRF

	
	16. Perform pelvic and rectal exam per Genital Exam Checklist

	
	17. Complete Pharmacokinetics form, Specimen Storage and Follow-up LDMS Specimen Tracking Sheet.



	
	18. Provide and explain available exam and lab test results.



	
	19. If RTI/STI is diagnosed, provide treatment; document per site SOPs.

	
	20. If required based on all available information, complete AE Log form(s).

	
	21. If eligible to continue product use, complete Prescription using the participant’s Randomization Document for the study.  Bring white original prescription to pharmacy to obtain study product. Retain envelope and yellow copy of prescription in participant’s binder. 

	
	22. Based on participant’s product use sequence, provide appropriate vaginal and/or rectal product use instructions with participant in detail, using visual aids as needed. Record product dispensation of applicators designed for unobserved home dosing on the Product Dispensation and Returns CRF.

· Offer panty liners

· If participant is in rectal use period: provide lubricant 



	
	23. Instruct participant to insert dose (vaginal or rectal) in clinic, under direct observation by site staff.

· Participant inserted gel (  ____ ____ : ____ ____

                                                       Hour          Minute (24-hr clock)
· Participant unable to insert gel ( Provide additional instructions and assist participant with insertion.  


	
	24. Provide protocol and product adherence counseling per Follow-up Adherence Counseling checklist.

	
	25. Schedule next visit 



	
	26. Provide contact information and instructions to report symptoms and/or request information, counseling, study product, or condoms before next visit.

	
	27. Provide reimbursement.



	
	28. Fax all required DataFax forms to SCHARP DataFax:

· Follow-up Visit Summary

· Abbreviated Physical Exam

· Pelvic Exam

· Anorectal Exam

· Pharmacokinetics

· Vaginal and Rectal Practices

· STI Test Results

· Product Dispensation and Returns

· Specimen Storage

· HIV Results

· (non-DataFax) Pelvic Exam Diagrams
· (non-DataFax) Follow-up LDMS Specimen Tracking Sheet
If applicable, complete the following DataFax forms to SCHARP DataFax:

· Safety Laboratory Results

· Adverse Experience Log (new and/or updated form pages)

· Concomitant Medications Log (new and/or updated form pages)

· Clinical Product Hold/Permanent Discontinuation Log (new and/or updated form pages)

· Pregnancy Report

· Pregnancy Outcome
· HIV Confirmatory Results


HIV testing based on local lab requirements. Tailor this item to reflect site-specific tube type and volume.





If collecting plasma archive via venipuncture, collection should occur in conjunction with step 10 above to prevent multiple venipunctures.
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