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Background

To secure and ensure the traceability of the drug circuit, the acquisition of automated machines for producing single doses and
doses to be administered has enabled the implementation of the Automated Single-Dose Dispensing (ASDD) process.
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Objective : Verify the control level reported during the development of the RM

Material & Methods
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Proportion of risks updated during the OQ

v/ 0Q led to systematic improvement in risk control levels

Conclusion & Perspectives

This process of updating the level of control of the RM should not be necessary during the OQ. It
highlights the importance of the supplier providing detailed technical documentation on the behavior

of the software and equipment. Close collaboration between the supplier and customer is essential in

order to have a complete risk analysis prior to the 0Q phase.



