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	PTID
	Visit 

Date
	Visit 

Code

	
	

	Initials
	Procedures

	
	Review/update locator information.



	
	Review/update medical history and concomitant medications; document per site SOP for source documentation.  

	
	If use of ART is reported, STOP.  complete Non-ART Study Visit form, ART Enrollment form and ART Initiation form.  Generate ART follow-up visit calendar and determine which ART follow-up visit should be conducted.  Then SWITCH to the appropriate ART follow-up visit checklist.

	
	If applicable, record hormonal contraceptives and medications used for OI prophylaxis on Non-ART Medications Log form.

	
	Perform targeted physical exam.  Document exam per site SOP for source documentation. 

	
	Perform gynecologic exam per exam checklist.  



	
	Collect ~20 mL urine and prepare for gonorrhea and chlamydia SDA at the local lab; refrigerate prior to testing.

	
	IF CLINICALLY INDICATED, before refrigeration of urine:

· Aliquot ~5 mL urine and perform pregnancy test

· Complete testing logs and transcribe result onto Laboratory Results form 

	
	Provide and explain available exam and lab test results.



	
	If applicable, provide STI/RTI treatment; offer STI testing and/or treatment for partners if indicated.

	
	Assess clinical stage and potential need for CTX and/or ART.   Provide or refer for follow-up care as needed based on all available information/findings.  Document follow-up in chart notes.

	
	If applicable, record/update clinical events on HIV/AIDS Associated Events Log form.

	
	Collect blood:

· X x 5 mL lavender top (EDTA) tubes

· Y x 10 mL lavender top (EDTA) tubes

· Z x 10 mL red top (no additive) tubes



	
	Required blood testing and processing at the local lab:

· Complete blood count (see protocol Appendix IV)

· Liver and renal function tests (total bilirubin, AST, ALT, alk phos, creatinine)

· CD4+ T-cell count

· Plasma HIV-1 RNA

· Plasma archive

· PBMC archive
· Syphilis serology

	
	Complete LDMS Specimen Tracking Sheet.



	
	Complete Specimen Storage form. 



	
	ONLY AT Month 12 and Month 24, administer Follow-Up Behavior Questionnaire.

	
	Administer Social Harms Assessment.



	
	Provide counseling and condoms; use counseling worksheet to guide HIV and STI counseling; document per site SOP for source documentation:
· HIV-related (including secondary prevention)
· STI risk reduction

· Contraception

· Follow-up on previous referrals (if applicable)

· New referrals (if applicable)

	
	Schedule visit for delivery of test results from this visit and next scheduled visit. 

If applicable, coordinate scheduling with parent study protocol visits.

	
	If applicable, schedule retention contact(s) to occur before next scheduled visit.



	
	Provide reimbursement.



	
	Document the visit in a signed and dated chart note.  


	
	Complete and review all required visit documentation.


	
	Fax all required DataFax forms to SCHARP DataFax:

· Non-ART Study Visit

· Follow-Up Behavioral Questionnaire (Months 12 and 24 only)

· Social Harms Assessment
· Specimen Storage

· Laboratory Results

· Sexually Transmitted Diseases Results

If Applicable:

· Non-ART Concomitant Medications Log
· ART Enrollment 
· ART Initiation 
· HIV/AIDS Associated Events Log

· Pregnancy Report and History







Please tailor this item to reflect site-specific tube types and volumes.
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