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	PTID:
	Visit Date:

	Screening Attempt:
	Visit Code:   2.0

	
	

	Initials
	Procedures

	
	1. Confirm participant identity and PTID per site SOPs. 


	
	2. Check for co-enrollment in other studies per site SOPs:
· NOT enrolled in another study ( CONTINUE.

· Enrolled in another study ( STOP. NOT ELIGIBLE.

	
	3. Review previous visit documentation.


	
	4. Verify current screening attempt number and confirm last possible enrollment date for this attempt:
[image: image1.emf]
DD                     MON                     YY

	
	5. Provide and explain all prior screening test results.  Provide post-test counseling if HIV WB was performed at Screening Part 1.

	
	6. Explain current eligibility status and procedures to be performed at today’s visit:
· ELIGIBLE thus far ( CONTINUE.

· NOT ELIGIBLE but likely to meet eligibility criteria within this screening attempt ( CONTINUE.

· NOT ELIGIBLE and NOT likely to meet eligibility criteria within this screening attempt ( STOP. Provide clinical management as needed. Document in chart notes. 

	
	7. Review/update locator information and re-assess adequacy per site SOPs:

· Adequate locator information ( CONTINUE. 
· Inadequate locator information ( PAUSE and re-assess:

· Adequate information likely to be available prior to enrollment ( CONTINUE.
· Adequate information NOT likely to be available ( STOP. NOT ELIGIBLE.

	
	8. Collect urine (15-60 mL), aliquot ~5 mL, and perform pregnancy test:

· NOT pregnant ( CONTINUE.  

· Pregnant ( STOP. NOT ELIGIBLE. 

	
	9. Retain aliquot of urine used for pregnancy testing for possible dipstick urinalysis (see #10-12). Refrigerate remaining urine for possible additional testing (e.g., SDA).

	
	10. Review participant’s Screening Part 1 dipstick urinalysis results and determine if participant has current urinary symptoms.  

	
	11. If 1+ for protein or glucose was identified at Screening Part 1, perform dipstick urinalysis for these analytes; complete testing logs; transcribe results onto Safety Laboratory Results form:
· If 2+ or greater for protein OR glucose ( STOP. NOT ELIGIBLE.
· If 1+ for protein at this visit and 1+ for protein at Screening Part 1 ( STOP. NOT ELIGIBLE.
· If 1+ for glucose at this visit and 1+ for glucose at Screening Part 1 ( STOP. NOT ELIGIBLE.
· Otherwise ( ELIGIBLE ( CONTINUE.

	
	12. If 1+ proteinuria detected at today’s visit, or if participant has urinary symptoms, perform dipstick urinalysis for nitrites and LE; complete testing logs; transcribe results onto Safety Laboratory Results form:
· If positive for nitrites and LE, and participant is symptomatic, treat for UTI per site SOPs; document per site SOPs.  Participant must complete treatment and be free of symptoms prior to enrollment ( CONTINUE.
· Otherwise ( CONTINUE.

	
	13. Collect baseline medical and menstrual history with documentation of current medications and herbal/traditional preparations; document per site SOPs.

	
	14. Perform physical exam with measurement of height and weight; document per site SOPs. 

	
	15. Perform and document pelvic exam per Screening Pelvic Exam Checklist.



	
	16. If indicated, collect and prepare blood for syphilis serology.



	
	17. If indicated, collect and prepare blood for other testing needed to determine eligibility (specify):



	
	18. If indicated, prepare urine for gonorrhea and chlamydia SDA.



	
	19. Verify current contraceptive method, review study contraception requirements, and provide contraceptive counseling; document per site SOPs. 

	
	20. [Prescribe/provide] contraception if indicated per site SOPs.  Update baseline reproductive history documentation and Contraceptives Log form if applicable. 

	
	21. Provide and explain available exam findings and lab test results.



	
	22. If STI/RTI is diagnosed, provide treatment and offer testing and/or treatment for partners if applicable; document per site SOPs. Participant must complete treatment and be free of symptoms prior to enrollment.  CONTINUE.

	
	24. Administer Screening Part 2/Enrollment Behavioral Eligibility form. 



	
	25. Assess participant’s current eligibility status:

· ELIGIBLE thus far ( CONTINUE.

· NOT ELIGIBLE but likely to meet eligibility criteria within this screening attempt ( PAUSE ( perform and document all clinically indicated procedures. Schedule Enrollment Visit when participant is likely to be eligible.

· NOT ELIGIBLE and NOT likely to meet eligibility criteria within this screening attempt ( STOP. Provide clinical management as needed.  Document in chart notes.

	
	26. Provide HIV/STI risk reduction counseling and condoms. Offer HIV counseling and testing for partner(s).

	
	27. Provide study informational material:  [add site-specific list if desired]


	
	28. Provide contact information and instructions to contact the site for information and/or counseling if needed before the next visit.

	
	29. Schedule next visit.



	
	30. Provide reimbursement.



	
	31. Ensure chart notes and all other required visit documentation is completed (hold all DataFax forms until enrollment)

	
	32. Review all visit documentation.


	
	33. If applicable, update participant record in co-enrollment database.







Items 


16-20 could be done while awaiting pelvic lab test results.





This item is structured for sites that perform urine testing 


in-clinic.  Sites that perform in-lab testing should modify this item as needed.
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