L
ANTONI igﬁ

. . LEEUW “m\\w&—u 7
Suspected Serious Breach Reporting Form U

According to article 52 of CTR, the definition of a Serious Breach is:

“Any deviation of the approved protocol version or the clinical trial regulation that is likely to affect to a
significant degree the safety, rights of a research participant and/or the reliability and robustness of the
data generated in the clinical trial.

Any study team member (site/sponsor) can report a suspected serious breach by completing and
submitting this form. The sponsor is responsible for the notification of serious breaches via CTIS.

This form should be submitted to the sponsor via email.

In case of questions and for reporting suspected serious breaches, contact the sponsor’s study
coordinators via 020-512 7848 or drup@nki.nl

Please complete this form WITHIN 24 hours after obtaining knowledge of the suspected serious breach

General information:

Date report: |
] Initial report
[] Follow up report

Study number M15DRU Study Acronym DRUP

Study Title A Dutch National Study on behalf of the Center for Personalized Cancer Treatment (CPCT)
to Facilitate Patient Access to Commercially Available, Targeted Anti-cancer Drugs to
determine the Potential Efficacy in Treatment of Advanced Cancers with a Known
Molecular Profile: The Drug Rediscovery Protocol (DRUP trial)

Reporter:

Name

E-mail

Telephone nr

Local data manager
Research coordinator/nurse
Site study coordinator/ Pl
Clinical Research Monitor
Central Data Manager
Clinical Project Manager
Sponsor study coordinator
Other:

Role in the project

I | O
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Participating site where suspected serious breach occurred

Name site

Principal Investigator (PI)

Patient number (if suspected serious breach is related to a patient): DRUP-01-

Details of the suspected serious breach

Date serious breach occurred: | |

Date of awareness of serious breach by reporter: | |

Breach category

] Regulation
Protocol

|:| Other

Area(s) impacted by the suspected serious breach
Subject rights

O Subject safety

[] Data reliability or robustness

O Regulatory

[] other:

Description of the suspected serious breach and impact(s) on trial:

Explain where, how and when the suspected serious breach occurred and how it was identified:

What is the root cause of the suspected serious breach, if known:
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Actions taken and planned (including timelines) to investigate and correct the breach and to
prevent the reoccurrence of that or a similar breach:

Supporting documentation added, if any:
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Evaluation of suspected serious breach by sponsor (not to be completed by site staff):

Il Agreed as serious breach
[] Not agreed as serious breach, add explanation below:

Date serious breach reported in CTIS:

Other supporting documentation added, if any:
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