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Pre-workshop assignment

Objective
The EU Clinical Trial Regulation (CTR) and the EMA Policy 0070 require public disclosure of clinical trial (CT) documents. The EU General Data Protection Regulations (GDPR) requires that personal data in these documents be protected. Though divergent at first glance, these new requirements are actually aligned to benefit patients. As medical writers, we need to find the right balance between disclosure and data protection while maintaining the scientific utility of the documents we write. 
The objective of this workshop is to help medical writers deal with different CT documents impacted by requirements for transparency and public disclosure. The participant will gain knowledge in identifying critical patient data and the “risk areas” of a CT document or project, and in mitigating risks to confidentiality and of non-compliance.

Content
The workshop will cover: 
· a short introduction to CT transparency and disclosure, the key regulations (i.e., EU CTR, EMA Policy 0070, GDPR), and definitions of key terms
· benefits, challenges, and risks of disclosure
· CT documents impacted, with focus on the study protocol and the clinical study report
· personal data pseudonymisation ("redaction-friendly") techniques at the document level
· working with other functional groups to ensure patient data protection in CT documents
· real life examples and hands on exercises

Assessment criteria
This workshop is for credit. Completion of the pre-workshop assignment is required to gain credit for this workshop.

Instructions
1. Prepare a list of CT documents that a medical writer routinely writes which are impacted by CT disclosure
2. In order to assess the needs of the participants, kindly please complete the questionnaire below (optional):
	What is your current position?
	

	How many years have you been working as a medical writer?
	

	Have you had experience in anonymisation and / or redaction of clinical study reports?
	




Please submit the list and the questionnaire by 30 October 2021 to: medical.writing@billiones.biz

Reading assignment: Familiarize yourself with the following: 
a. External guidance on the implementation of the European Medicines Agency policy on the publication of clinical data for medicinal products for human use http://www.ema.europa.eu/ema
b. EU General Data Protection Regulation https://gdpr.eu/
c. EU Clinical Trial Regulation Q&A https://ec.europa.eu/health/sites/default/files/files/eudralex/vol-10/regulation5362014_qa_en.pdf 


Time required: 2.5 h
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