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	PTID:
	Visit 

Date:
	Visit 

Code: 16.0

	
	

	Initials
	Procedures

	
	1. Confirm participant identity and PTID per site SOPs. 



	
	2. Collect unused study product, if any, and return to pharmacy. If product returned, document returned product on the Product Dispensation and Returns CRF.


	
	3. Review previous visit documentation.



	
	4. Review elements of informed consent as needed.  



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



	
	6. Review/update locator information.



	
	7. Administer Vaginal and Rectal Practices and DOD Experience Assessment CRFs

	
	8. Review participant’s product use over last 2 weeks, and transcribe onto the Directly Observed Dosing CRF.  


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

 

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

	
	11. Provide and document HIV/STI risk reduction counseling.  Offer condoms if indicated.

	
	12. If indicated, provide and document HIV counseling and testing per site SOPs.


	
	13. Collect blood and prepare 10ml EDTA for plasma and 3x8ml CPT for PBMCs


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

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



	
	16. [Prescribe/provide] contraception if indicated.

	
	17. Perform targeted physical exam; complete Abbreviated Physical Exam CRF.


	
	18. BRONX SITE ONLY:  provide biopsy procedure counseling, per Biopsy Procedural Counseling Worksheet

	
	19. Perform and document pelvic/rectal exam per Genital Exam Checklist. 

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



	
	21. Provide and explain all available findings and results.



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

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



	
	24. Provide protocol adherence counseling per Follow-up Adherence Counseling Checklist

	
	25. Reinforce scheduling of next visit and follow-up safety phone call.   


	
	26. Provide site contact information.

	
	27. Provide reimbursement.



	
	28. Ensure that chart notes and all other required visit documentation is completed.  



	
	29. Fax all required DataFax forms to SCHARP DataFax:

· Follow-up Visit Summary

· STI Test Results

· Abbreviated Physical Exam
· Directly Observed Dosing

· Vaginal and Rectal Practices
· Pelvic Exam 

· Specimen Storage
· DOD Experience Assessment
· Pharmacokinetics 

· Anorectal Exam

· BRONX ONLY: Biopsy Subset Specimens
·  (non-DataFax) Pelvic Exam Diagrams

· (non-DataFax) Follow-up LDMS Specimen Tracking Sheet

If Applicable:

· Product Dispensation and Returns 

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

· STI Laboratory Results

· Safety Laboratory Results

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

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

· Pregnancy Report and History

· Pregnancy Outcome
· HIV Results
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