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Woman
                               


	PTID:
	Visit Date:

	Screening Attempt:
	Visit Code:   

	
	

	Initials
	Inclusion Criteria:

	
	1. Able and willing to provide written informed consent to take part in the study.

	
	2.  Coenrollment status: Participant eligible for participation in MTN-016 through:

· MTN-003

· MTN-008  [note that this is only for US sites participating in -008]
· MTN-020
· Other MTN protocol: MTN-_________

	
	3. During participation in a parent protocol, has/had a known confirmed pregnancy, meeting at least one of the following sets of criteria in A or B, in the absence of signs or symptoms of miscarriage, or participant report of TOP within the previous 60 days:

· A:  Two consecutive monthly study visits with positive pregnancy tests at least 14 calendar days a part.
· B:  One or more of the following assessments:  

· Auscultation of fetal heart tones

· Positive pregnancy test confirmed by clinic staff in the presence of clinically confirmed enlarged uterus

· Positive pregnancy test confirmed by clinic staff in the presence of missed menses by participant report (start of last menses at least 60 days prior)

· Clinical assessment of fetal movement

· Demonstration of pregnancy by ultrasound

	
	4.  Able to provide adequate locator information per site SOPs.

	Initial

	Exclusion Criteria:
1. Has any condition that in the opinion of the investigator or designee, would complicate interpretation of study outcome data, make participation in the study unsafe,or otherwise interfere with achieving the study objectives.  If marked yes, explain in comment section.

	
	2.  Pregnancy outcome was diagnosed greater than one year ago


Note: The mother may enroll without enrolling her infant, however no infants may enroll without the mother’s participation.

*Participants do not have to be currently enrolled or engaged in follow-up in a parent protocol to participate in EMBRACE.

* Follow site-specific Source Documentation SOP regarding certified copies from the parent protocol serving as source.

Comments: _____________________________________________________________

Confirmation of Eligibility

I have reviewed all of the information for this participant against source documentation and accept that it is an accurate record of this participant.

The participant is eligible to enroll in MTN-016.             (YES   (NO                                
Signature of Study Coordinator: ______________________________ Date: ________

Signature of IoR/Medical Officer/Designee: ____________________  Date: ________
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