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 Randomized controlled trial began in 2010

* To determine optimal antiretroviral strategy to
prevent vertical transmission of HIV and
maintain maternal and infant health

* Across diverse care settings:

— 1077HS where ART and formula feeding standard

— 1077FF/BF where other antiretroviral strategies

were standard plus formula feeding (FF) or
breastfeeding (BF)
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Study Design

* Healthy HIV-infected women
* Did not meet local criteria for ART
 Randomly assigned to different antiretroviral

strategies to assess:

— prevention of vertical transmission during
pregnancy and post-delivery

— infant safety
— maternal health




1077 HS research question

Among women who did

not meet local criteria for Screen
ART initiation and were -
past the period of risk for Enroll

transmission:

* |s long term health
better served by
continuing or stopping
ART?

— HIV disease progression
— ART complications




PROMISE 1077BF/FF Research Questions

1077BF + 1077FF
mother-infant pairs

Single ARV
prophylaxis

Triple ARV
prophylaxis
during during
pregnancy pregnancy

1077BF
mother-infant pairs

Maternal Infant
prophylaxis prophylaxis

during during

breastfeeding breastfeeding

1077BF + 1077FF
women

Discontinue
triple ARV
regimen

Continue
triple ARV
regimen

ANTEPARTUM: Among women who do not meet criteria for initiation of
ART for their own health, what is the optimal intervention to prevent in
utero and intrapartum transmission of HIV to infants? Specifically, what is
the relative safety and effectiveness of a single ARV prophylaxis regimen
compared to triple ARV prophylaxis regimen for reducing the risk of
transmission?

POSTPARTUM: Among HIV-infected women who do not meet criteria for
initiation of ART for their own health, what is the optimal intervention to
prevent transmission of HIV to infants during breastfeeding? Specifically,
what is the relative safety and effectiveness of maternal ARV prophylaxis
compared to infant ARV prophylaxis for reducing the risk of transmission?

MATERNAL HEALTH: What is the optimal intervention to preserve maternal
health after the period of risk for MTCT? Specifically, among women who do
not meet criteria for initiation of ART for their own health, are survival and
other health outcomes improved by stopping or continuing a triple ARV
regimen after the infant is no longer at risk?



START* study results announced

ART in those with CD4 count >500 cells/mm?3
reduces risk of HIV disease progression

— Inform active participants from June 2015

— Strongly recommend women not receiving ART at
that time to immediately initiate ART to optimise
their own health

e Treatment initiation carried no financial cost

Decision did not determine continued
participation in the PROMISE studies

* The INSIGHT START Study Group. Initiation of Antiretroviral Therapy in Early Asymptomatic HIV Infection.
27 August 2015 N Engl J Med 2015;373:795-807



Information giving

* Mixed methods approach
* Qualitative/quantitative responses
* Actively contacted participants

* START information giving session:
— Structured script
— Language chosen by the participant
— Assessed comprehension

* Talking points included information about the
START trial aims, study location and results



Talking Points provided in PROMISE

“These results are important for women in
PROMISE. One reason why PROMISE is being
done is to look at whether it is better for women
with higher CD4 counts who took ART during
pregnancy or breastfeeding to keep taking ART
or to stop taking ART after they are no longer
pregnant or breastfeeding. Now that the START
study has shown that it is better to start ART
earlier, we recommend that all women in
PROMISE take ART.




Counselling

* Client-centered counselling session
— Implications of START for the individual woman

— Those not on ART discussed the offer of early ART
with study staff and decided whether or not to
accept early ART at that session

e Sessions documented in real time
— Closed and open-ended questions on a data form

* Primary reasons for accepting or rejecting the
offer of ART were recorded and categorized
into a list of pre-set options



Early ART Uptake

5398 women enrolled
* 4,513 in active follow-up at that time
— median 2.8yrs (8mos-6yrs)
e 4192 (93%) women traced and underwent
information giving and counselling session
e 1,483 (35%) women not on ART
— 984 (66%) accepted ART
— 499 (34%) declined ART



Early ART uptake by country
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Reasons given for accepting ART

Reason 1077BF/FF 1077HS

Concerned about health 46% 43%

Understands treatment is

35% 36%
now recommended
Concerned about CD4 count 16% 13%
Other reason 2% 7%



Reasons given for declining ART at first

Wants more time to consider 44% 33%
F_eels well/knows CD4 count is 13% 589
high

Qoncerned about HIV 9% 30
disclosure

Concerned about commitment o o
to life-long ART 9% %
C_oncerned about potential 80/ 80,
side effects

Other reason 7% 14%
Knows treatment ngt |n_d|cated 6% 0%
per current local guidelines

Too busy with child care or 50, 50,

other responsibilities
Concerned about adherence 1% 5%
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e Substantial number did not initiate early ART
after an initial counselling session

* Despite prior exposure to intense ART
education and HIV monitoring within a highly-
resourced clinical trial setting

e More time needed to consider the offer to
start early ART for their own health

* Continued to counsel through study exit, the proportion
women who remain off ART decreases with each visit

 Of importance for the “Treat All” strategy
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