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Days 52, Final Clinic/Early Termination


	PTID:
	Visit Date:
	Visit Code:  

	
	 FORMCHECKBOX 

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

	
	 FORMCHECKBOX 

	Review/ update Locator Information.

	
	 FORMCHECKBOX 

	Provide available test results from previous visit. 

	
	 FORMCHECKBOX 

	Collect urine samples for:
· Pregnancy testing
Note: Participant should not have urinated within one hour prior to urine collection. Instruct participant not to clean the labia prior to specimen collection. Record results on local testing log.

	
	 FORMCHECKBOX 

	Administer CASI Behavioral Assessment(s) 
· Protocol Adherence Questionnaire
· Acceptability Questionnaire (If early termination and not already performed)

	
	 FORMCHECKBOX 

	Review/update Medical History Log. 

	
	 FORMCHECKBOX 

	Provide Counseling:
· HIV/STI risk reduction
· HIV pre- and post-test 

	
	 FORMCHECKBOX 

	Collect blood sample for:
· CBC with differential and platelets
· Chemistries (Creatinine, AST, ALT)
· PK (single time pt)
· HIV-1 serology

	
	 FORMCHECKBOX 

	Perform targeted physical exam. (See Protocol Section 7.8)

	
	 FORMCHECKBOX 

	Perform and document pelvic exam on Pelvic Exam and Pelvic Exam Diagrams forms. Collect pelvic samples (See Pelvic Exam Checklist). 
Required pelvic samples: 
· Vaginal pH 
· Quantitative vaginal culture
· Gram Stain 
· Vaginal biomarkers
· Tear Test Strips
Note: Tear test strip specimen should be collected within one hour of PK blood draw. 
If clinically indicated: 
· Rapid test for Trichomonas
· Saline wet mount for BV
· KOH wet mount for candidiasis
· NAAT for GC/CT

	
	 FORMCHECKBOX 

	Collect Vaginal Ring (if early termination prior to day 28)

	
	 FORMCHECKBOX 

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

	
	 FORMCHECKBOX 

	Record/update AE Experience Log (If indicated). 

	
	 FORMCHECKBOX 

	Provide participant with study provided male condoms (if indicated).

	
	 FORMCHECKBOX 

	Provide participant reimbursement.

	
	 FORMCHECKBOX 

	Schedule a follow-up contact, if needed for AE follow-up/clinically indicated.

	
	 FORMCHECKBOX 

	Complete all DataFax and non-DataFax forms; fax to SCHARP all required DataFax forms:
· End of Study Inventory
· Follow-Up Visit
· Laboratory Results
· Pelvic Exam
· Pharmacokinetics Specimens
· Follow-up CASI Tracking
· Tear Test Strip Weights
· Specimen Storage
· Termination 
· (non-DataFax) Physical Exam 
· (non-DataFax) Pelvic Exam Diagrams
· (non-DataFax) LDMS Specimen Tracking Sheet
If applicable:
· Adverse Experience Log
· Concomitant Medications Log
· HIV Test Results
· Missed Visit
· Pregnancy Report
· Pregnancy Outcome
· (non-DataFax) Genital Bleeding Assessment
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