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Visits 3-15 and 19-31:  Study Product Administration Visits



	PTID:
	Visit 

Date:
	Visit 

Code: 

	
	

	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. Visit 15 and Visit 31 ONLY:  Collect any unused study product from participant, if available and complete the Product Dispensation and Return CRF.

	
	6. Review/update locator information.



	
	7. Administer Vaginal and Rectal Practices CRF.

	
	8. Collect AEs and review/update current medications; document on relevant source documents per site SOPs.

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

	
	10. If eligible to continue product use, complete Study Product Request Slip and obtain 1 gel applicator from pharmacy.  Provide panty liners and/or lubricant if indicated.

	
	11. 
Instruct participant to insert dose (vaginal or rectal), under direct observation by site staff.

· Participant inserted gel.  ____ ____ : ____ ____

                                                  Hour          Minute  (24-hr clock)
· Participant did not insert gel ( Provide reason in chart notes


	
	12. Provide condoms if indicated

	
	13. Reinforce scheduling of next visit.   

	
	14. Provide reimbursement.



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



	
	15. Fax all required DataFax forms to SCHARP DataFax:

·  Follow-up Visit Summary

· Vaginal and Rectal Practices

· At Visit 15.0 and 31.0: Product Dispensation and Returns
If Applicable:

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

· STI Test 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
· Product Dispensation and Returns




�eThekwini site  to document here if procedures were done at ppt’s home, rather than in clinic – or in chart notes.


�Included this for source documentation that gel was inserted – in order to transcribe results onto DOD CRF at period end visits.  Document dosing time for each dose – and only transcribe last 3 doses on CRF. 
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