Follow-Up Phone Call Visit

(24 hours After Treatment Visit 1)

	PTID:

	Visit Date:
	Visit Code:  4.0


1.
_____ 
Confirm the participant’s identity and verify PTID per site SOPs.
2.
_____
Review chart notes and other relevant documentation from previous visit(s).

3.
_____
Review elements of informed consent as needed.  

4.
_____
Explain the content and sequence of procedures for today’s phone assessment.  

5.
_____
Inquire about any AEs the participant may have experienced as a result of study 

product or procedures performed during the Treatment 1 Visit. 

6.
_____
Refer for follow-up care as needed. Document follow-up in chart notes. If 
required based on all available information, complete AE Log CRF and/or Product Hold/Discontinuation Log CRF.

7.
_____
Reinforce site contact information and instructions to contact the site to report 


symptoms — especially genital symptoms — and/or to request for additional 


information, HIV/STI counseling, contraceptive counseling, and/or condoms, if 


needed, prior to the next visit.  
8. 
____
Complete Follow-up Visit/Phone Call CRF.
9.
_____
Document the visit in a signed and dated chart note. Complete and review case 
report forms for the visit.

10.
_____
Fax all required DataFax forms to SCHARP:

· Follow-up Visit/Phone Call 



If applicable:

· Adverse Experience Log

· Missed Visit 

· Product Hold/Discontinuation Log

Additional Comments:  ______________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________

