	Sample MTN-003 Pregnancy Management Worksheet

	PTID
	

	First day of last menstrual period
	

	Date of positive pregnancy test
	

	Estimated week 24 and full term pregnancy dates
	Week 24:
	Full Term:

	PREGNANCY MANAGEMENT INFORMATION
	Initial and Date When Done
	Comments

	1
	Product use HELD:  participant instructed to stop using product
	
	

	2
	Study Product Request Slip marked HOLD completed and delivered to pharmacy
	
	

	3
	Product retrieved from participant 

(NA if no product left to retrieve)
	
	

	4
	Pregnancy Report and History form completed and faxed
	
	

	5
	Product Hold/Discontinuation Log form 
(items 1-3) completed and faxed
	
	

	6
	Participant referred to antenatal care
	
	

	7
	Participant referred to MTN-016
	
	

	8
	Pregnancy outcome determined, based on:

( Medical records or other written documentation from licensed practitioner (obtain whenever possible)
( Participant self-report

( Negative pregnancy test performed by study staff

( Other (specify in comments)
	
	

	9
	Pregnancy Outcome form completed and faxed
	
	

	10
	AE Log form completed and faxed 
(NA if pregnancy outcome not a reportable AE)
	
	

	11
	EAE Report completed and submitted 
(NA if pregnancy outcome not an EAE)
	
	

	12
	Contraception counseling provided 
	
	

	13
	Participant counseled to breastfeed per current WHO guidelines (NA if ppt did not give birth)
	
	

	14
	Confirmed complete cessation of breastfeeding
(NA if ppt did not give birth)
	
	

	15
	Pelvic exam done confirming absence of contraindications to gel use
(NA if ppt assigned to oral tablets)
	
	

	16
	If applicable, product use RESUMED:  participant instructed to use product
	
	

	17
	Study Product Request Slip marked RESUME completed and delivered to pharmacy 

(NA if product use not resumed)
	
	

	18
	Product Hold/Discontinuation Log form updated (item 4) and faxed
	
	

	Operational Guidance for Product Resumption:  Refer to protocol Sections 7.6.3 and 9.12 and SSP Section 6.8.  Participants may resume product use as of the date of their first negative pregnancy test performed by study staff, provided they are not breastfeeding. Additionally for participants assigned to gel, a pelvic exam must be performed prior to resumption to confirm the absence of any findings that would contraindicate resumption.  All participants who give birth must be counseled to breastfeed per current WHO guidelines.  In general, it is expected that product hold will continue for at least six months of breastfeeding; however, in many settings the recommended duration of breastfeeding will be longer than six months and product hold should continue for as long as the participant is breastfeeding.  Consult the PSRT with any questions on resumption of product use.
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