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	 tmax	 Cmax	 AUC12h	 C0h 
	 (h)	 (ng/mL)	 (ng•h/mL)	 (ng/mL)

Case 1	 3	 896	 4,277*	 387
Case 2	 6	 1,210	 6,448*	 521
Case 3	 3	 474	 4,788	 149
Case 4	 3	 1,150	 8,870	 898
Case 5	 3	 445	 3,041	 434
Mean	 –	 835	 5,485	 478
SD	 –	 363	 2,253	 272

Historical control (DUET population PK, n=575)	
  Mean	 –	 –	 5,506	 393 
  SD	 –	 –	 4,710	 391

*AUC6h; tmax = time-to-reach the maximum plasma concentration; cmax = maximum plasma concentration;  
AUC12h = area under the plasma concentration-time curve from time of administration to 12 hours after dosing;  
C0h = predose plasma concentration; SD = standard deviation

Objectives
Etravirine (ETR; TMC125) is a next-generation NNRTI with demonstrated 
activity in treatment-experienced, HIV-1-infected adults. As pregnancy 
data with ETR is limited, an assessment of available pharmacokinetic (PK) 
and safety data in pregnant women was undertaken. 

Methods
ETR was available via compassionate use to pregnant women in need; 
PK assessments during the third trimester were requested. Blood samples 
were collected predose, 1, 3, 6 and 12 hours post-dose. Plasma ETR 
concentrations were determined using a validated high performance 
liquid chromatography-mass spectrometry/mass spectrometry  
(LC-MS/MS) assay. PK parameters were obtained by non-compartmental 
analysis and compared to historical control. Women were followed until 
delivery and whenever possible, cord blood samples were obtained. 

Results
Five women participated in the PK evaluation. Three women were 
exposed to ETR throughout their pregnancy and two during the third 
trimester only. Individual PK parameters are as follows:

Among the five pregnancies, three Caesarean sections were performed, 
one pre-term due to twin pregnancy, the remaining two were normal 
deliveries. All babies were healthy, one baby was born with an accessory 
auricle, but otherwise normal. There were no other malformations or 
other abnormal findings. Post-partum ETR cord blood concentration in 
Case 5 was 112ng/mL, whereas the corresponding plasma concentration 
was 339ng/mL. Three mothers had undetectable HIV-RNA at delivery; 
no data was available for the remaining two mothers. Two babies were 
HIV-DNA negative (two twins) and one baby had undetectable HIV-RNA 
at delivery, no data is available for the remaining three babies.

Conclusions
ETR pharmacokinetics in five pregnant women were comparable to those 
of non-pregnant adults suggesting no ETR dose adjustment is needed 
during the third trimester. Although data on exposure to ETR during 
pregnancy is limited, this data suggests that ETR may not have an effect 
on foetal or neonatal toxicity. Further evaluation of ETR pharmacokinetics 
in pregnant women is ongoing (TMC114-HIV3015: clinicaltrials.gov 
NCT00855335).

Conclusions
•	ETR PK parameters in five pregnant women were 

comparable with those of non-pregnant adults, 
suggesting no ETR dose adjustment is needed during 
the third trimester

•	Although clinical data on exposure to ETR during 
pregnancy is limited, ETR did not have an effect on 
foetal or neonatal toxicity in this case series

•	Further evaluation of ETR PK in pregnant women is 
ongoing (trial NCT00855335)

	 – � this study will investigate the PK parameters of ETR 
and/or DRV/r during the second and third trimesters 
of pregnancy and up to 12 weeks post-partum

	 – � changes in ARV activity, safety and tolerability during 
pregnancy and post-partum will be examined
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