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BACKGROUND Table 1:Intra-run (N=5) and inter-run (N=3) repeatability (N=5) of the
. Regulatory bodies recommend assessing the impact of commercial reference plasma and the 3 quality controls. Results are
_ _ _ expressed as mean inhibition % + SD
steroid contraceptives on ETP-based APC resistance assay
during their development. Tested plasma Intra-run repeatability Inter-run repeatability
« This assay was recently validated and standardized. unit 1 unit 2 unit 1 unit 2
RZ‘;:;‘:;E 78.8% +0.4% | 753%+1.2% | 80.9%+01.9% | 78.5%+1.2%
AIMS
To assess the inter-laboratory transferability of the ETP-based QC low 100.0% +0.0% | 100.0%+0.0% | 100.0%+0.0% | 97.9%+1.9%
APC resistance assay.
QC intermediate | 40.2% + 0.7% 37.7% +0.9% 42.8% + 2.6% 39.6% +2.3%
METHODS 1 (0) o) (0) (0) (o) 0, (0) (0)
The StUdy scheme iS described in figure 1 QC high 2.8% *0.7% 4.0% +1.5% 5.0% *+ 2.3% 6.0% £2.1%
Figure 1: Oriqinati : Receiving unit 1: Receiving unit 2: 6005
ginating unit
StUdy SCheme for the [ Gudlibiood Pharmaﬁzﬁlfgﬁfrtment Hemaécli:aggSLiti)r?;atory . .
transferability of the | | - Figure 2:
ETP-based APC g —_—11 ;eca:zg:n Correlation between
resistance assay Step 1: g, ' Slope 95% IC- 1.108 to 1.201 normalized APC
AP concentration 3 £098  remioncepoce| | SENSitiVity ratio
g =60 - (nNAPCsr) obtained at
Step 2. § 2.00— —o— Receiving unit 2 the reCeiVing units
R o L y=0.9213x + 0.08939 and nAPCsr
fepeatlab"'ty) rSZIopeQS% IC:0.8898100.9528|  obtained at  the
SbgégrrSnan correlation (rs): 0.99 orig inati Ng un it
Step 3: 0.00— i
Assessment of the interlaboratory variability
(60 plasma samples analyzed at each site) | I I |
0.00 2.00 4.00 6.00
R E S U LT S nAPCsr [Originating unit]
 APC concentration was defined at 1.21 ug/mL and 1.14
ug/mL in receiving unit 1 and receiving unit 2 respectively. | : - 3 N o APC
. agn dkkok re : Orma e
 Intra- and inter-run (Table 1) repeatability showed SD below — ] e 'gure mallz
o/ : . : o sensitivity ratio (nAPCsr)
3% in both receiving units. ST T values o individuals from
« Spearman correlation showed effective pairing between the § T . g each subgroup (i.e., women
originating and the receiving units (Figure 2). 6 i R ‘(’:"(')t:t?;‘éept. Cgm(%geg) mogﬁ'
ngn om . . : : A : A IV ’ ’
« The se_nS|t|_V|ty of the te_st was mal_ntalned and subgroups a ; » | women using 2" generation
analysis still reported significant differences between ﬁé 4— i | | N2 i’% 8¢ (2G) COC and women using
healthy individuals and women using combined oral c o | ! — 38 o4 i % 3" generation (3G) COC
- . 1 l | oS0 & obtained at the different
contraceptives (Figure 3). O i v e Y Csete
Bgdi a0
SUMMARY/CONCLUSION 0— i % % |
. ' - ISI ' - COC (n=15) e 2GCOC (neib) 36 COC (mis)
Excellent intra-laboratory precision and inter-laboratory oGty g ) 3 ?
reproducibility. g

 The normalized APC sensitivity ratio obtained with this
validated methodology, provides an appropriate sensitivity
irrespective of the laboratory in which the analysis is
erformed.
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