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Reasons for not Randomizing Infants

	A.  HIV positive

B.  No longer breastfeeding

C.  Infant required permanent discontinuation of open-label NVP during the first 42 days of life for toxicity.
D.  Current Grade 3 hematologic abnormalities deemed to be related or probably related to open-label NVP

E.  Any Grade 4 hemotologic abnormality


	F.  Current Grade 2 or higher ALT 
G.  Current skin rash grade 2B (urticaria)

H.  Current grade 3 or 4 skin rash

I.   Confirmed or suspected clinical hepatitis

J.  Concomitant use of rifampin or oral ketoconazole
K. Other, specify
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