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Background: Integrase inhibitors (INSTI) are highly
recommended for the treatment of HIV-posi<ve adults
including women of reproduc<ve age. However there are
concerns about the use of INSTI in pregnant women.
Decreased drug levels of elvitegravir/cobicistat in late
pregnancy can poten<ally result in virologic failure and
increase the risk of HIV-mother-to-child-transmission
(MTCT). For dolutegravir (DTG) a so called „Red Hand
LeKer“ has just been sent out in June 2018. Neural tube
defects occured in a small number of neonates whose
mothers had been treated with DTG in early pregnancy. In
this retrospec<ve study we analysed the maternal and
infant outcome of INSTI versus non-INSTI containing ART
during pregnancy in the Frankfurt HIV Cohort.
Method: All women of the Frankfurt HIV Cohort who gave
birth between January 2008 and June 2018 were included
in this retrospec<ve analysis. Primary objec<ve: virologic
response deﬁned as viral load (VL) <50 copies/mL at the
<me of delivery. Secondary objec<ves: rate of HIV-motherto-child-transmissions and the rate of malforma<ons in
the ART exposed children. For all parameters we
performed a subanalysis of INSTI- and non-INSTI
containing regimen. Table 1 shows characteris<cs of the
INSTI and the non-INSTI group.

The three most common maternal adverse events in the
INSTI group were nausea/vomi<ng (7,7%), eleva<on of
liver enzymes (5,8%) and cys<<s (1,9%). In the non-INSTI
group nausea/vomi<ng (8,1%), cys<<s (4,5%) and
gesta<onal diabetes (2,7%). In the non-INSTI arm 81,1% of
pa<ents had a viral load <50 cop./mL at the <me of
delivery, in the INSTI arm 82,7%. The predominant mode
of delivery was a cesarean sec<on in 63% of all pregnant
women and there was no diﬀerence between the INSTI
and non-INSTI arm. In utero ART exposure was 226 days in
the non-INSTI and 155 days in the INSTI group (p= 0.002).
There was one malforma<on in the INSTI exposed
neonates, a laryngomalacia. Malforma<ons in the nonINSTI group were: One defect of the abdominal wall, one
dextrocardia, one epicanthus, one case of syndac<le of
ﬁngers/toes and one ventricular septal defect. The
ver<cal transmission in the non-INSTI group was caused
by maternal non-adherence. Chart 1 shows the overall
rate of late presenters (ART start > 24th week of
pregnancy) and the rate of INSTI vs. non-INSTI containing
ART.

Chart 1: Start of ART (week of pregnancy) and late presenters (>pregnancy week 24)

Table 3: CD4-cell count and VL close to delivery and vertical transmissions

Conclusions: We observed 274 pregnancies of HIV
posi<ve women, resul<ng in 281 children. 52 (19%) of the
pregnant women received INSTI based ART; 48 raltegravir
and 4 dolutegravir. Despite the signiﬁcant shorter inutero-exposure to ART in the INSTI arm - due to a higher
rate of late presenters in this group - there were no
diﬀerences between the INSTI and non-INSTI group in
terms of virologic response, ver<cal HIV transmission and
the rate of congen<tal malforma<ons in the exposed
neonates.
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Table 1: Baseline characteris<cs

Results: We observed 274 pregnancies resul<ng in 281
children (5 twins + 1 triplet). INSTI based regimen were
used in 52 pregnancies (19%), predominantly raltegravir
(n=48); DTG (n=4). 3 of the 4 DTG-based regimen were
switched to RAL during pregnancy (pregnancy week 4, 15
and 18). There were 21 concep<ons (40%) on INSTI
containing ART. Table 2 shows the last lab results before
delivery and the number of mother-to-child transmissions.

