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Introduction

Since the beginning of the vaccination campaign in our hospital, cases of anaphylaxis are
reported. Articles published in February 2021 indicate a prevalence of around 1 issue per million
doses!. Subsequently, our production unit was then asked to evaluate the effectiveness of prick
tests or aliquots as a screening tool for patients at risk.

Objectives
Implementing a standardized manufacturing process for excipient aliquots for COVID-19
vaccines and integrating these new demands into routine activity.

Material and method

The aliquots were manufactured under horizontal laminar airflow hood (BPF Class A), in a
controlled atmosphere zone of GMP Class C piloted by a gravimetric software (BD CATO®)
1) Weighing of raw materials (PhEur quality) with an analytical balance

2) Dilution in 0.9% NacCl

3) Mixing under magnetic stirring

4) Sterilization of the preparation by filtration at 0.22 um

5) Packaging in microtubes and labeling in accordance with current GMP standards

Results and discussion Distribution of produced aliquots
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Conclusions

Thanks to the development of a production method, the quality (raw materials) and the safety
(dose and microbiology) of the aliguots could be guaranteed and the demands were
successfully integrated into the routine activity of our pharmacy. These new requests have
Introduced a new field of expertise and specialization to the production unit.

Number of aliguots produced after implementation of standardized manufacturing process

172

20 78 72
o 50 57 56 54
40 38

40 20 19
20 0 0 0 0 0 0 0 0

0

N N N, N N N N N N N N \ \ "\ "\ \ "\ \V \V
Qv v Qv Qv Qv Qv Qv Qv Qv Qv Qv Qv Qv Qv Qv Qv Qv Qv Qv
v % ,\’1/ % % % Vv Vv Vv Vv Vv % Vv % .\’\/ % % % Vv
S & & & & S & & « & « S S & & & & S 5
O Q° v \ S 2 <9 Q S N O Q° v \\ w R
@ v ¢ & & & i
¥ Ay Q

Inteqgration of aliguots into routine activity

Release and

Production : _
dispensation

Batch production

planning
e Medical prescription from the h
allergology department e According to the standardized protocol e Pharmaceutical
production release
* Integration into the batch e Average production time: 182 min per batch
production routine « Dispensing to the
¢ Quality, safety and time savings allergology department
e Time between receipt of the
order and production< 1
week
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