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When pharmaceutical expertise is challenged in the preparation of investigational medicinal products

GZRPAC .

EUROPEAN SOCIETY OF HOSPITAL
PHARMACEUTICAL TECHNOLOGIES

29émes journées européennes du GERPAC - 2026

UL UL R IO W2 Clinical trials with preparation of investigational medical product + /" protocol requirements = \ adaptability of clinical trial sites ==» A\ Recurring disagreements during site initiation visits

Issue : Protocol requirements may be difficult to reconcile with actual preparation conditions, which often lack scientific justification, leading to a perception that pharmaceutical expertise is not fully recognized.

@ ‘ Objectively assess the disagreements arising during implementation and evaluate any associated potential risks

Materials & methods
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> Selection of representative scenarios
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Identification and consensus-based assessment of risks
according to a predefined grid :
> Organizational
> Operator-related
> Patient-related
-

J

Frequent disagreements

» 35/67 SIVs with > 1 disagreement, or 52% of SIVs

» 53 disagreements in total

The nature of the disagreement

25% 45% B Unsuitable medical devices

B Preparation steps

- Preparation workflows differing from
15%\ standard commercial practices

O Other disagreements
15%

A Most pharmaceutical proposals were rejected

29 disagreements deemed significant and led to a proposed
adjustment - 17 rejections
Of the 17 rejections - 60% without scientific justification

s‘:’}i Characteristics of studies with disagreements

LR Category of preparation

Phase 1 17% Chemotherapy 64%
Phase % 6% Compounding 31%
Phase 2 33% MTI 6%
Phase 3 44%
Type of sponsor
Industrial 86%
Academic 14%
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Assessment of potential risks
& Risk of manipulation ' 39%
Clinical organizational risk . l 39%
x Patient risk - 61%
(’ Pharmacy organizational risk -_' 89%
Minor Significant M Major Critical W Catastrophic

Discussion & conclusion

This study highlights the high frequency of unresolved conflicts between pharmacists and sponsors during SIVs involving IMP preparation, with most proposed adjustments being rejected. These disagreements, beyond
organizational constraints, pose significant risks to both patients and staff. This study also demonstrates that certain protocol requirements may, paradoxically, compromise the safety and feasibility of IMP preparation. Strict
adherence to the protocol can thus lead to the identification of major to critical risks, sometimes leaving study suspension as the only recourse.
Early integration of pharmaceutical expertise is essential to ensure the safety and feasibility of clinical trials.




