MTN 008 Days 1 & 3 Telephone Call Follow-up Checklists

PREGNANCY & LACTATION Cohorts

	PTID: 


	Day 1 Phone Call (Visit 03.0) Date:  __ __/__ __ __/__ __

	
	Day 3 Phone Call (Visit 04.0) Date:  __ __/__ __ __/__ __

	Initials/date
	Procedures

	Day 1
	Day 3
	

	
	
	1. Confirm participant identity and PTID per site SOPs

	
	
	2. Review previous visit and phone call documentation.

	
	
	3. Provide and explain any new test results, if applicable.  

	
	
	4. Verify and/or update locator information.

	
	
	5. Conduct brief product use assessment.

	
	
	6. Conduct product adherence counseling.

	
	
	7. Complete Follow-up Visit form
      (  Mother [Both Cohorts]
      (  Infant [Lactation Cohort only]

	
	
	8. Collect AEs if indicated and document on Adverse Experience Log form
     (  Mother [Both Cohorts]
· Infant [Lactation Cohort, and Pregnancy Cohort, if delivery has occurred]
· No AEs to report

	
	
	9. Actively review participant’s medical history and menstrual history, and current medications.  Verify and/or update information on relevant source documents and/or CRFs, as necessary.
     ( Mother [Both Cohorts]
          Participant-reported Follow-up Medical and Menstrual History form  and Concomitant Medications Log form
     ( Infant [Lactation Cohort and Pregnancy Cohort, if delivery has
          occurred]
Infant Medical History Log form (non-Datafax) and Concomitant Medications Log form

	
	
	10a. LACTATION COHORT ONLY:                ( N/A, Pregnancy Cohort
     Review at home breast milk requirements, collection and storage

	
	
	10b. PREGNANCY COHORT ONLY:               ( N/A, Lactation Cohort
     Review process for alerting study staff when labor begins

	
	
	11. Complete Narrative Chart note for phone call

	
	
	12. Remind participant of next visit
     ( Day 3 Visit
     ( Day 6 Visit
     ( Day 14 Visit (Pregnancy Cohort; may be +/- 7 days)

	
	
	13. QA of Visit prior to faxing forms to SCHARP.   Review all visit documentation

	
	
	14. Fax all required DataFax forms to SCHARP DataFax:
   Mother [Both Cohorts]
     ( Follow-up Visit
      ( Adverse Experience Log, if applicable
      ( Concomitant Medications Log, if applicable
   Infant [Lactation Cohort]
     ( Follow-up Visit
      ( Adverse Experience Log, if applicable
      ( Concomitant Medications Log, if applicable
	

	
	
	15. QA per site SOP.
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