MTN-013/IPM 026 Screening Visit Checklist 
Page 2 of 2

	PTID: 
	Visit Date: 

	Screening Attempt:
	Visit Code:  1.0

	
	 FORMCHECKBOX 

	Confirm identity and check if individual has been screened before. Verify age.

	
	 FORMCHECKBOX 

	Determine screening attempt number:
· First attempt 
· Second attempt ( CONTINUE.
NOTE: Women who fail their first screening attempt can only re-screen a maximum of one time.

	
	 FORMCHECKBOX 

	Obtain written consent for screening.

If the individual does not consent to screening, STOP screening procedures.

	
	 FORMCHECKBOX 

	Assign Participant ID and record on the screening/enrollment log.

	
	 FORMCHECKBOX 

	Collect Locator Information.

	
	
	Determine last possible enrollment date for this screening attempt:
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                                          DD              MON              YY

	
	 FORMCHECKBOX 

	Administer Demographics form. 

	
	 FORMCHECKBOX 

	Administer Screening Behavioral Eligibility form.

	
	 FORMCHECKBOX 

	Complete Baseline Medical History Questions sheet and Medical History Log.

	
	 FORMCHECKBOX 

	Complete Menstrual History and Baseline Pregnancy/Contraceptive History sheet. 

	
	 FORMCHECKBOX 

	Complete Concomitant Medications Log form.

	
	 FORMCHECKBOX 

	Perform complete Physical Exam and document on the Physical Exam form (See Protocol Section 7.8).

	
	 FORMCHECKBOX 

	Perform and document pelvic exam, collect pelvic samples (See Pelvic Exam Checklist). Document findings on Pelvic Exam Diagrams form. 
Required pelvic samples: 
· Rapid test for Trichomonas
· NAAT for GC/CT
If clinically indicated: 
· Vaginal pH
· KOH wet mount for candidiasis
· Saline wet mount for BV


	
	 FORMCHECKBOX 

	Provide Counseling:
· Contraceptive
· HIV pre and post-test
· HIV/STI risk reduction

	
	 FORMCHECKBOX 

	Collect blood samples for:
· HIV-1 serology
· Syphilis serology
· CBC with differential and platelets
· Chemistries (Creatinine, AST, ALT)
· HBsAG 
· Anti-HCV 
Calculated Creatinine clearance must be calculated. 

	
	 FORMCHECKBOX 

	Collect urine samples for:
· Pregnancy testing
· Dipstick urinalysis
· Urine culture (only if clinically indicated)
Note: Participant should not have urinated within one hour of urine collection. Instruct participant not to clean the labia prior to specimen collection. Record results on local testing log.

	
	 FORMCHECKBOX 

	Assess Eligibility (see screening column of Eligibility Checklist for details).

	
	 FORMCHECKBOX 

	Provide and explain all available findings and results.

	
	 FORMCHECKBOX 

	Treat or prescribe treatment for UTI/RTIs/STIs or refer for other findings (if applicable).

	
	 FORMCHECKBOX 

	Provide participant reimbursement.

	If after evaluating the criteria listed above, the participant is not eligible, STOP screening procedures.  Inform the participant of her ineligibility.  Document the reason for ineligibility in the Screening Log and in the participant chart notes.  Retain documentation completed thus far, but do not fax any forms to SCHARP DataFax.

	
	 FORMCHECKBOX 

	Schedule next visit.

	
	 FORMCHECKBOX 

	Complete all required DataFax and non-DataFax forms. Do not fax forms to SCHARP until after the participant has been enrolled
· Concomitant Medications Log
· Demographics
·  (non-DataFax) Physical Exam
· (non-DataFax) Pelvic Exam Diagrams
· (non-DataFax) Screening Behavioral Eligibility
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