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	PTID:
	Screening Attempt:

	
	

	Initials

& Date
	Procedures

	
	1. If applicable per site SOPs, verify participant’s locator information and re-assess adequacy based on verifiable information; document per site SOPs.

	
	2. Based on the Screening Part 2/Enrollment Behavioral Eligibility form, and other associated documentation, review participant eligibility re: locator information, last pregnancy outcome, breastfeeding, and contraception:
· Eligible

· Not Eligible ( specify:



	
	2. If Hepatitis B test results were not available before Screening Part 2, review, grade, and assess clinical significance and clinical status:

· HBsAg+ and HBsAb- ( not eligible for study ( counsel and refer 
· HBsAg- and HBsAb-  ( Hep B susceptible ( offer vaccine if enroll
· HBsAg- and HBsAb+ ( not Hep B susceptible ( vaccine not indicated

	
	3. Review, grade, and assess the clinical significance of Pap test result (either result report from Pap collected at Screening Part 2 or documented Pap within 12 months prior to enrollment).

	
	4. Review, grade, and assess the clinical significance of the results of any clinically indicated lab tests performed at Screening Part 2:
· No clinically indicated lab tests performed
· Clinically indicated lab tests performed ( specify:


	
	5. Complete laboratory test result case report forms (hold forms until enrollment):

· Pap Test Result

If indicated: 

· Safety Laboratory Results

· STI Laboratory Results

	
	6. Complete Screening Part 2 Medical Eligibility form and assess eligibility based on all available clinical and laboratory findings and results:
· Eligible

· Not Eligible ( specify:


	
	7. Assess clinical management and referral needs:
· No action needed

· Action needed ( specify:



	
	8. Complete additional QC/QA review of Screening Part 2 and subsequent documentation per site SOPs.

	
	9. Perform eligibility review of all Screening Part 1 and Screening Part 2 data per site SOPs:
· Eligible

· Not Eligible ( specify:
























Items related to Pap smears may be deleted at sites not doing these tests.
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