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ASSESSMENT OF SECOND AND THIRD GENERATION ORAL CONTRACTIVES APC RESISTANCE
BY A NEWLY VALIDATED ETP-BASED APC RESISTANCE ASSAY. A PILOT STUDY. .. .
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and stratified into several subgroups: o
SHOUP B. Inhibition %
= Men (n=16)

“* Mean inhibition % (+ SD) of men and women not using hormonal contraception
were 92% (+ 4%) and 75 % (+ 10%) (p-value<0.0001)

“* Mean inhibition % (£ SD) of 274 generation COC users and 3™ generation COC
users were 61% (= 20%) and 45 % (£ 7%) respectively.

*  Women not using hormonal contraception (no COC) [n=9]
*  Women using second-generation COC (2G COC) [n=7]
* Women using third-generation COC 3G COC) [n=5]
%* These subgroups have been compared based on their APC resistance values

expressed in inhibition percentage (%) of the ETP.
“* Inhibition % of the ETP represents the comparison between the ETP measured in
presence and in absence of a defined amount of exogenous APC. This ratio (%),

“* Compared to men, differences were significant (p-value < 0.0001) and compared to
women not using COC, the difference was significant only in women using 3™
generation COC (p-value = 0.001). [P Figure 3]

subtracted to 100%, gives the inhibition % :
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“* A trend towards a significant difference between 27¢ and 3¢ COC generation was
2500 ) observed but our pilot study was not sufficiently powered and was not designed for
NG this endpoint. [» Figure 3]
2000 o “* We estimated at 24 the number of women (12 using 2™ generation COC and 12 using
< \ R 3rd generation COC) needed likely to observe significant difterence between
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generation mixed).

This newly validated APC resistance test is sensitive to difterentiate men from
*** p-value<o.001; **** p-value<0.000L.

women not using hormonal contraception, and can also difterentiate different
levels of APC resistance based on the type of COC.

The availability of a universal assay for evaluating ETP-based APC resistance is
welcome and will finally allow study-to-study comparison in order to assess the
APC resistance in different populations.

The implementation of this validated assay in routine can also identify subjects
with higher absolute risk at baseline, which may help the physician regarding his
prescription choices.

“* In presence of APC
" We observed a higher resistance to APC in women not using hormonal
contraception compared to men which was even more pronounced in
women taking 274 and 3 COC.
* Graphically, the AUC below the red curves (+APC) in women taking COC
(2"d and 3™ generation) are higher compared to men and women not using
hormonal contraception. [P Figure 2]
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