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	PTID:
	Visit 
Date:
	Visit Code:   1.0

	

	Initials
	Procedures

	
	1. Confirm whether or not infant consent has already been obtained.  
· Infant consent already obtained.

· Infant consent not yet obtained.

· Explain the informed consent process to the infant’s parent/guardian.
· Administer and obtain screening and enrollment informed consent for the infant according to site SOPs.  

· Document process in chart notes and/or the Informed Consent Coversheet 
· If the infant’s parent/guardian does not consent to screening and enrollment, STOP. Do not fax any forms to SCHARP. 

	
	2. Confirm eligibility, assign infant PTID, and complete the Pregnancy Outcome form, item 9.

	
	3. Review/update locator information.

	
	4. If medical records for the infant will be requested from other clinical sites, obtain any necessary local record releases.

	
	5. Complete Infant Enrollment form.

	
	6. Review/update infant medical/birth history and complete the Infant Medical History Log form (non-DataFax).

	
	7. Document all medications since birth on the Infant Concomitant Medication Log and all vaccinations since birth on the Infant Vaccination Log

	
	8. Conduct and record infant physical exam as per protocol:
· Complete the Infant Visit form.

· Complete the Infant Physical Exam form.

· If there are any suspected or confirmed abnormalities, complete the Major Malformation Eligibility Assessment Worksheet (section 10.7.1). If directed,

· Complete the Major Malformation Assessment Form (section 10.7.2) AND

· Confirm that consent has been granted and collect photo images (section 10.7.3). If photographs are taken, complete the Infant Visit form, item 5.

	
	9. As necessary, perform infant HIV testing and complete Infant HIV Test Results and MTN-016 (Non-DataFax) LDMS Specimen Tracking Sheet

	
	10. Inquire about social harms.  If a social harm is reported, complete the Social Harms Assessment Log form.

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

	
	12. Remind participant to contact site staff if needed prior to next scheduled visit.  

	
	13. Schedule next visit.

	
	14. Provide reimbursement.

	
	15. Fax the required DataFax forms to SCHARP DataFax:
· Infant Enrollment

· Infant Visit

· Infant Physical Exam

· Infant Concomitant Medications Log

· Updated Pregnancy Outcome Form

       As Needed:

· Infant Vaccination Log

· Infant HIV Test Results

	
	16. 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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