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Between Screening Part 1 and Screening Part 2 Worksheet
	PTID:
	Screening Attempt:

	
	

	Initials

& Date
	Procedures

	
	1. Review, grade, and assess clinical significance of Screening Part 1 lab results:
· Complete blood count

· Liver function tests (AST, ALT)

· Renal function tests (phosphate, creatinine)
· Calculated creatinine clearance rate
· Syphilis serology

· Gonorrhea SDA
· Chlamydia SDA
· If indicated, HIV WB

	
	2. Hepatitis B test results may not be available before Screening Part 2. If results are received, 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. Complete laboratory test result case report forms (hold forms until enrollment):
· Safety Laboratory Results

· STI Laboratory Results

If indicated:

· Screening and Enrollment HIV Test Results (if HIV WB was done)

	
	4. Assess eligibility based on lab results:
· Eligible

· Not Eligible ( specify:



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

· Action needed ( specify:



	
	6. Complete additional QC/QA review of Screening Part 1 and subsequent  documentation per site SOPs.

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

· Not Eligible ( specify:
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