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	PTID:
	Visit 
Date:
	Visit Code:   1.0

	

	Initials
	Procedures

	
	1. Confirm participant identity.  Cross-check with the MTN-016 Participant Name-PTID Link Log to determine whether a MTN-016 Participant ID number has previously been assigned to the participant. 
· If this is a subsequent pregnancy, do not complete the Screening and Enrollment Visit Checklist. Please complete the Subsequent Pregnancy Visit Checklist.


	
	2. Determine participant eligibility based on information available.  To be eligible, participant must meet both of the following criteria:

· Participant has had a known confirmed pregnancy during participation in an eligible parent protocol

· Participant is either still pregnant, or the pregnancy outcome occurred less than one year ago

· If participant is determined to be ineligible, STOP. Complete item 2 of the Woman Enrollment form.  Do not fax any forms to SCHARP.


	
	3. Administer and obtain screening and enrollment informed consent with participant according to site SOPs.  [For sites using a single maternal/infant consent, both woman and infant consent are done at this time.] Complete Informed Consent Coversheet (if applicable to site practice).  

· If the participant does not consent to screening and enrollment, STOP. Do not fax any forms to SCHARP.


	
	4. Assign an MTN-016 PTID by completing a new row in the MTN-016 Name-PTID Link Log.

	
	5. Obtain or update locator information 

	
	6. If medical records will be requested from other clinical sites, obtain any necessary signed local record releases.

	
	7. Complete the Woman Enrollment form.  

	
	8. Complete the Woman Demographics form.

	
	9. Complete the Parent Protocol Participation form.

	
	10. Complete the Genetic Screening History form.

	
	11. Obtain/update medical history.  Document on Woman Medical History Log (non-DataFax) or approved alternative source per site SOPs.  

	
	12. Document all medications taken during the pregnancy on the Woman Concomitant Medications Log.

	
	13. Obtain pregnancy history and complete the Pregnancy Report and History form.  Note that MTN-016 pregnancy history form is more detailed than parent protocol.

	
	14. If available, review and document ultrasound exam results and complete Ultrasound Results form.

	
	15. If woman has experienced pregnancy outcome at the time of enrollment, complete all procedures identified on the Pregnancy Outcome form.  

	
	16. Provide coaching or counseling on any issues as indicated by content of participant visit

	
	17. Provide site contact information and remind participant to contact site staff if needed prior to next scheduled visit.  

	
	18. Schedule next visit.

	
	19. Provide reimbursement.

	
	20. Review and fax all required DataFax forms to SCHARP DataFax:
· Woman Enrollment

· Woman Demographics

· Parent Protocol Participation

· Genetic Screening History 

· Ultrasound Results

· Pregnancy Report and History

· Woman Concomitant Medications Log

As Needed:
· Pregnancy Outcome

	
	21. Place all study visit checklists, chart notes, case report forms, and other study documents identified with a PTID only in an MTN-016 participant notebook assigned to the participant.
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