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Analytical control of injectable preparations :
take the time to analyze your activity
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WHAT WAS DONE ?

Injectable drug production unit, University Hospital

Production: = 55,000 preparations/year (cytotoxic and monoclonal antibody/ bags and syringes)

For 15 years, implementation of analytical control (identification and dosing) as a post-process
control method

HPLC-UV and UV-Raman spectrophotometry (QCRX®)

Around one hundred assays/day (50% of preparations produced, = sixty different active substances
are analyzed)

For the past 4 years, a monthly meeting has been devoted to monitoring the compliance
of analytical assays for our preparations

WHY WAS IT DONE ? ﬂ ﬂ ﬂ

It was essential to take a step back from our control activity, to:
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* Number of assays and their nature (1st assay or 2nd assay following a 2nd sample); Example of overall analysis of activity by month on QCRX
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=> Corrective action may then be taken, e.g. early maintenance of equipment, quarantine

of analytical methods and research into the causes of drift, implementation of new dosing

methods. => Feedback is then given to the whole team. S
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TOTAL 1862 1760 95.1

Example of detailed analysis by molecule and
review of compliance rate on QCRX

WHAT AS BEEN ACHEEVED ? WHAT IS NEXT ?

Share our experience

These monthly meetings have enabled us to anticipate ~ The aim is to eventually increase the proportion of
analytical drifts and reinforce our team's compliance to analytical control to over 50% of preparations produced.
this type of control. They also enable us to limit the  This will involve the introduction of new dosing methods
downtime of dosing methods and the need for double  for preparations usually controlled by double visual
visual checks, a potential source of errors. inspection, and the acquisition of additional equipment.
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