MTN-042/DELIVER			                Screening and Enrollment Log 
Use the codes listed below to complete the ‘Screening Failure/Discontinuation Codes’ column on the Screening and Enrollment Log. Include all codes that apply. Codes match Inclusion (I) and Exclusion (E) criteria in Protocol Section 5.2 and 5.3.


MTN-042/DELIVER		     	               Screening and Enrollment Log 
If you are creating a new entry, complete the first four columns for the mother.  When mother’s enrollment or screen fail status is determined, complete the remaining columns in the MOTHER section. For a mother screen failure/discontinuation, mark all codes that apply and mark N/A in all columns in the INFANT section. See page 1 for code key. If the mother enrolls, complete INFANT section once the infant’s enrollment status is determined. If the infant does not enroll nor receives a PTID, mark ‘N/A’ for the infant PTID and enrollment date and indicate the enrollment fail code. 
	Mother - Screening Failure/Discontinuation Codes

	I-1
	Not between 18-40 yrs old
	I-9d
	No permission to contact antenatal and postnatal care provider/obtain records
	E-5d
	Symptomatic for acute HIV infection
	E-6e
	Creatinine grade 1 or higher

	I-2
	Not a viable, intrauterine, singleton pregnancy
	I-10
	Not wiling to refrain from other studies
	E-5e
	Injection drug use in previous 12 months
	E-6f
	Creatinine clearance grade 1 or higher

	I-3
	Gestational age not within age limit of enrolling cohort 
	E-1a
	Intends to use PrEP outside of study
	E-5f
	PEP or PrEP used during pregnancy
	E-6g
	Glycosuria grade 2 or higher

	I-4
	HIV infected (per 2 positive rapids or confirmation test)
	E-1b
	Intends to relocate
	E-5g
	Participation in drug/device/vaginal product/vaccine trial during pregnancy
	E-6h
	Proteinuria grade 2 or higher 

	I-5
	Not intending to carry pregnancy to delivery
	E-1c
	Intends to travel away
	E-5h
	Complication in current pregnancy
	E-7
	Any other condition (IoR/designee)

	I-6
	Not intending to delivery at health facility were records can be obtained
	E-2
	HIV-positive test (at least 1 positive rapid)
	E-5i
	Complication in previous pregnancy
	N-1
	Other – Declines enrollment

	I-7
	Not willing to be randomized and use assigned product
	E-3
	Diagnosed with UTI/RTI/STI
	E-5j
	Significant obstetrical complication or uncontrolled active disease (IoR/designee)
	N-2
	Other – Exceeds 35-day enrollment window

	I-8
	Not willing to comply with study
	E-4
	Pelvic finding grade 2 or higher
	E-6a
	Positive HBsAG 
	N-3
	Other:

	I-9a
	No informed consent for self and/or baby 
	E-5a
	Breastfeeding
	E-6b
	AST/ALT grade 1 or higher
	N-4
	Other: 

	I-9b
	Inadequate locator info
	E-5b
	Known study product adverse reaction
	E-6c
	Hemoglobin Grade 2 or higher
	
	

	I-9c
	Inadequate antenatal care registration
	E-5c
	Known latex/polyurethane adverse reaction
	E-6d
	Platelet count grade 1 or higher
	
	

	Infant – Not Enrolled Codes

	Z-1
	Fetal/infant death
	Z-2
	Infant consent withdrawal/not provided
	Z-3
	Mother not enrolled or terminated study prior to PPO visit
	Z-4
	Other: 


	
	MOTHER
	INFANT

	Screening
Date
	Screening Attempt*
	Mother PTID
	Staff I&D
	Enrollment Date 
(or N/A if not enrolled)
	Screen Failure Date
(or N/A if enrolled)
	Screening Failure Codes 
(or N/A if enrolled)
	
Staff I&D
	Infant PTID
(or N/A if not assigned)
	Enrollment Date 
(or N/A if not enrolled)
	Enrollment Fail code
(or N/A if enrolled)
	Staff I&D

	 
	 
	 
	 
	 
	 
	
	
	
	
	
	

	 
	 
	 
	 
	 
	 
	
	
	
	
	
	

	 
	 
	 
	 
	 
	 
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	
	


* Only 1 re-screen permitted per participant
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