DRUP - Serious Breach reporting procedure

Definition

Article 52 of the CTR defines a serious breach as a “breach likely to affect to a significant degree the
safety and rights of a subject or the reliability and robustness of the data generated in the clinical
trial.”

What needs to be reported

Any breach of:

e The Regulation (EU) No 536/2014; or

¢ The clinical trial protocol version applicable at the time of the breach.

which is likely to affect to a significant degree:

e The safety of a trial participant; and/or

e The rights of a trial participant; and/or

¢ The reliability and robustness of the data generated in the clinical trial.

Reporting of (potential) serious breach

A (potential) serious breach that occurs during the study execution must be reported to the sponsor
using the “M15DRU_Suspected Serious Breach Reporting Form” within 24 hours of its identification.
If not all required information is available at time of the Initial report, a Follow up report must be
completed as soon as possible.

The report can be sent by e-mail to the DRUP study team at DRUP@nki.nl

This report to the sponsor can be made by all site study team members.

The sponsor study team will evaluate the reported potential serious breach. The evaluation is
recorded on the form and communicated back to the reporter.

The serious breach is reported by the sponsor in CTIS without undue delay but not later than 7 days
of becoming aware of that breach.

Please note: if the potential serious breach qualifies as SAE, it must also be reported according to the
trial’s SAE reporting procedure.
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