Version 2.0_13-Mar-25
EDC Maternal Off-Study Form
FLOURISH Study

1. Caregiver Visit 
2. Date of completion of this form ______________; Time of completion _________________

3. Please code the primary reason the participant is being taken off the study: 
a. Multiple (2 or more) viable gestations seen on ultrasound 
b. Unable to confirm GA by ultrasound
c. Miscarriage or abortion 
d. Fetal Death at >20 weeks GA (IUFD) or stillborn 
e. Biological Mother took ART for less than 4 weeks during pregnancy 
f. Unable to confirm GA by ultrasound
g. Caregiver death (complete the Death Report Form AF005) 
h. Participant stated they will be moving out of the study area or unable to stay in study area 
i. Participant lost to follow-up/ unable to locate
j. Participant lost to follow-up, contacted but did not come to study clinic 
k. Caregiver changed mind and withdrew consent 
l. Father of the infant/child/adolescent refused to participate and therefore participant withdrew consent 
m. Other family member refused the study and therefore participant withdrew consent 
n. Caregiver was found to be HIV-infected and the date of infection cannot be determined prior to the birth of their child
o. Infant/Child/Adolescent found to be HIV-infected 
p. Infant/Child/Adolescent death (complete Infant Death Report Form)
q. Completion of protocol required period of time for observation (see Study Protocol for definition of “Completion”) (skip to end of form)	Comment by Powis, Kathleen M.,MD: Skip logic should go to end of form if previously indicated that they did not want to hear about other studies.  Otherwise, directions for Q should point to here instead of end of form if they have previously indicated that they were willing to be contacted.

Can Ame figure this out and only offer this question if last recorded willingness to be contacted is “yes”?
r. Enrolled erroneously – did not meet eligibility criteria prior to consent
s. Did not meet eligibility criteria, after consent obtained
t. Participant is incarcerated 
u. Other
Please specify __________________________________________

For pregnant women enrolled for Cohort A, please answer the following question (Qu):
v. At what point did the mother go off study:  Prior to Delivery   Post Delivery

Note to DMC: Please only populate Q4 if on the most recent consent form, the caregiver indicated they would be interested in future studies (response option = YES)
When taking the participant off-study (response q): 
1. We recognize you stated you are interested in future studies. Is that still the case?  Yes   No  Not Applicable, previously stated no interest
2. 
Note to DMC: If the participant most recent consent form indicates they did not have interest, please pre-populate the above response to be “Not Applicable”


As of IRB amendment approved Nov 2017 (submitted Sep 2017): if a, b, c, d, e, v, w, x are chosen this does not count against accrual. 

45. Comment ______________________________________________________________________




