Between Screening Part 2 and Enrollment Worksheet

PTID:

Initials

& Date

Screening Attempt:

Procedures

Complete initial QC/QA review of Screening Part 2 visit documentation per site SOPs

Receive, review, grade, and assess the clinical significance of the participant’s
screening Pap smear result (either result report from Pap smear collected at Screening
Part 2 or documented normal Pap within 12 months prior to enroliment)

Receive, review, grade, and assess the clinical significance of the results of any
clinically indicated lab tests performed at Screening Part 2 (mark one)

O No clinically indicated lab tests performed

O Clinically indicated lab test(s) performed (specify)

Complete Screening Part 2 Medical Eligibility form

Assess eligibility based on lab results (mark one)
O Eligible
O Not Eligible = specify reason(s):

Assess clinical management and referral needs (mark one)
O No action needed
O Action needed = specify:

Complete laboratory test result case report forms
O Pap Test Result
O Specimen Storage/PK

Only if additional testing was performed per clinical indication at Screening Part 2
O Safety Laboratory Results
O STI Laboratory Results

Complete additional QC/QA and eligibility reviews of Screening Part 2 visit
documentation per site SOPs
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