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	PTID:
	Visit Date:
	Visit Code:  

	
	 FORMCHECKBOX 

	Confirm identity and check for co-enrollment in other studies. 

	
	 FORMCHECKBOX 

	For IVR Group participants, collect diary card.

	
	 FORMCHECKBOX 

	For IVR Group participants, if indicated, collect used IVR from participant.

	
	 FORMCHECKBOX 

	Review/ update Locator Information.

	
	 FORMCHECKBOX 

	Provide available test results from previous visit. 

	
	 FORMCHECKBOX 

	Document first day of last menstrual period:

      

	
	 FORMCHECKBOX 

	Collect urine samples for:

· Pregnancy testing (if clinically indicated)

· Dipstick urinalysis (if clinically indicated)
· Urine culture (if clinically indicated)

	
	 FORMCHECKBOX 

	Administer Follow-up ACASI questionnaire (IVR or no-IVR).

	
	 FORMCHECKBOX 

	For IVR Group participants at the Week 12 visit only, administer IVR Week 12 ACASI (Final Acceptability Assessment).

	
	 FORMCHECKBOX 

	Review/ update Concomitant Medications Log form.

	
	 FORMCHECKBOX 

	Perform targeted physical exam. (See Protocol Appendix III)

	
	 FORMCHECKBOX 

	If clinically indicate, collect blood samples for:

· HIV diagnostic testing

· Syphilis testing

	
	 FORMCHECKBOX 

	Perform and document pelvic exam, collect pelvic samples (See Pelvic Exam Checklist).

	
	 FORMCHECKBOX 

	For IVR Group participants, review diary card and complete Ring Adherence form.

	
	 FORMCHECKBOX 

	Review/ update Follow-Up Medical History Log.

	
	 FORMCHECKBOX 

	Provide Counseling.
· Contraceptive

· HIV/STI risk reduction
· Protocol adherence

· For IVR group, product use adherence (4- and 8-Week visit only)

· HIV pre- and post-test (if clinically indicated)

	
	 FORMCHECKBOX 

	Treat or prescribe treatment for symptomatic UTI/RTIs/STIs or refer for other findings (if clinically indicated).

	
	
	For IVR Group participant at the Week 4 and 8 visits: provide participant with blank diary card and review completion instructions.

	
	 FORMCHECKBOX 

	Provide participant with study provided male condoms.

	
	 FORMCHECKBOX 

	Provide participant reimbursement.

	
	 FORMCHECKBOX 

	Schedule next visit.

	
	 FORMCHECKBOX 

	Complete all DataFax and non-DataFax forms; fax to SCHARP all required DataFax forms:
· Pelvic Exam

· Pelvic Exam Ring Assessment (IVR participants only)

· Vaginal Test Results

· Follow-Up Visit

· Specimen Storage

· Ring Adherence (IVR participants only)

· (non-DataFax) Follow-Up Medical History Log

· (non-DataFax) Physical Exam 

· (non-DataFax) Pelvic Exam Diagrams

· (non-DataFax) LDMS Specimen Tracking Sheet

If applicable:

· Adverse Experience Log

· HIV Test Results

· Product Hold/ Discontinutaion Log

· Pregnancy Report

· Pregnancy Outcome

· Social Harm Log

· (non-DataFax) Genital Bleeding Assessment
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