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Background Sampling techniques Statistical analyses

Our unit prepares around 25.000 preparations a year whose
less than 10.000 under a subcontract. Analytical control (AC)
represents approximately 80% of the exhaustive control of
our production. One of the main causes of nonconformities
(NC) of AC results is the quality of sample and its
representativeness of the controlled preparation.

The objective was to compare two sampling techniques in
order to keep the most efficient method to guarantee a
representative sample of the content of the final preparation.
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» Two comparative sub-studies:
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= Available volume (V) for
QcPrep+® (n=100)
= Time (T) it took to sample (n=50)

Prospective observational study Results
» Samples taken from the same preparation 500 400 1.20 - 0.0002 30
> Analytical control: UV absorption and RAMAN 205 413 ::; 332 344 5 z; ° 100 gy ::; o p <0.0001
spectroscopies (QcPrep+®) 400 Removing 300 § 080 S
» Inclusion criteria: 300 =0.011 = 0.004 ;’—E" ' £2
= Active ingredient (Al) can be controlled analytically 200 p =0 200 p="0. g= o £
= Final volume is = 100 mL 100 «oxaliplatin » 109 g 040 @10
= Active ingredient which there is the most NC, based on a oy 18 representing 67% of 153 0.20
2018 NC review (absolute value of relative error > 15%) O Correct » Incorrect allNe O orect b Incorrect 0.00 0
» No sting injuries were reported
Conclusion
From 8% to 4% of NC (and from 4% to <1% removing « o  xaliplatin »)
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