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      Pregnancy Cohort – Mothers & Infants

	PTID:
	Visit Date:

	
	Visit Code:   56.0

	
	

	Initials
	Procedures

	
	1. Confirm participant identity and PTID per site SOPs

	
	2. Review previous visit and phone call documentation.

	
	3. Explain procedures to be performed at today’s visit.

	
	4. Verify and/or update locator information 

	
	5. Provide and explain available exam findings and lab test results.

	
	6. Complete Follow-up Visit form (mother).

	
	7. Complete Follow-up Visit form (infant).

	
	8.  Actively review maternal medical and menstrual history, and current medications, to verify and/or update all information.  Document all updates on relevant source documents and case report forms, including the Mother: Participant-reported Follow-up Medical and Menstrual History (non-DataFax) form and the Concomitant Medications Log form.

	
	9.  Actively review infant participant’s medical history, and current medications, to verify and/or update all information.  Document all updates on relevant source documents and case report forms, including the Infant Medical History Log form and the Concomitant Medications Log form for the infant.

	
	10. Collect AEs for mothers if indicated and document on corresponding Adverse Experience Log form.

	
	11. Collect AEs for infants if indicated and document on corresponding Adverse Experience Log form.

	
	12.  Reinforce contact information and:
· If applicable, schedule a study contact for disclosure of all remaining exam and lab test results
· If applicable, schedule clinically indicated follow-up for unresolved SAEs/EAEs and previously reported AEs found to have increased in severity at this visit.

· Inform the participant of planned methods and timeframes for unblinding and dissemination of study results
· Determine and document whether participant is willing to be contacted about future studies for which she may be eligible.

	
	13. Complete study exit procedures  

Complete Termination and End of Study Inventory forms for mother.

	
	14. Complete study exit procedures  

Complete Termination and End of Study Inventory forms for infant

	
	15. Provide reimbursement.

	
	16. Review all visit documentation 

	
	17. Fax all required DataFax forms to SCHARP DataFax:

· Follow-up Visit (for mother)

· Concomitant Medications Log (for mother) (if applicable)
· Adverse Experience Logs (for mother)

· Termination (for mother)

· End of Study Inventory (for mother)

· Follow-up Visit (for infant)

· Concomitant Medications Log (for infant) (if applicable)Adverse Experience Logs (for infant)

· Termination (for infant)

· End of Study Inventory (for infant)

	
	18. If participant is enrolled in MTN-016, reference MTN-016 Quarterly or Interim Woman Visit and Newborn Initial Visit Checklists. 

	
	19.  QA per site SOP.
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