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	PTID:
	Visit 

Date:
	Visit 

Code: 17.0

	
	

	Initials
	Procedures

	
	1. Confirm participant identity and PTID per site SOPs. 



	
	2. Review previous visit documentation.



	
	3. Review elements of informed consent as needed.  



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



	
	5. Review/update locator information.



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

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

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


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

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



	
	11. [Prescribe/provide] contraception if indicated.

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

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



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

	
	15. Review participant’s estimated next menses date and reinforce scheduling of next visit.   Inform participant that site will contact her to confirm menses prior to her next visit.


	
	16. Provide site contact information.

	
	17. Provide reimbursement.



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



	
	19. Fax all required DataFax forms to SCHARP DataFax:

·  Follow-up Visit Summary
If Applicable:

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

· STI Test 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

· Product Dispensation and Returns
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