HPTN 046 Screening and Enrollment Log
Site Location and Number: ________________ 
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	Mother’s PTID
	Participant’s Initials
	Date Screened/Consent Signed*
	Infant’s PTID
	Mother/Infant Pair Eligible?
	Enrollment Date
	Reason not enrolled

	1
	
	
	
	
	Y      N
	
	

	2
	
	
	
	
	Y      N
	
	

	3
	
	
	
	
	Y      N
	
	

	4
	
	
	
	
	Y      N
	
	

	5
	
	
	
	
	Y      N
	
	

	6
	
	
	
	
	Y      N
	
	

	7
	
	
	
	
	Y      N
	
	

	8
	
	
	
	
	Y      N
	
	

	9
	
	
	
	
	Y      N
	
	

	10
	
	
	
	
	Y      N
	
	

	11
	
	
	
	
	Y      N
	
	

	12
	
	
	
	
	Y      N
	
	


*Note: Women should not be screened unless they have completed the informed consent process.
Eligibility Code Key

	Mothers

A. Less than 18 years old

B. Not pregnant

C. Not HIV infected

D. Complicated pregnancy

E. Serious infection other than HIV

F. Does not intend to breastfeed

G. Does not intend to deliver at study site
	Infants

H.  HIV positive

I.   Birth weight  less than 2000 gm

J.   Unable to breastfeed

K.  ALT Grade 2 or higher
L.  Hemoglobin, absolute neutrophil count or platelet count Grade 3 or higher

M. Grade 2b skin rash or skin rash Grade 3 or higher

N. Confirmed or suspected clinical hepatitis

O. Serious illness or condition that prohibits participation
	Miscellaneous
P.  Stillbirth/death

Q. Mother did not deliver at site and did not return within 7 days

R. Mother/infant did not return for enrollment/randomization

S. Mother refused

T. Infant on rifampin or oral ketaconazole

U. Sibling ineligible
V. Other, specify
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