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[bookmark: _Hlk534297302]An Introduction to Clinical Trial Disclosure – the Regulatory Requirements, Industry Commitments, and Protection of Data Privacy and Company Confidential Information

Drug Development, Foundation workshop, 3.5 hours

Dr Christopher Marshallsay, Head Scientific/Medical Writing, BioNTech SE, Mainz, Germany

Tracy Farrow, Executive Director, Medical Writing and Healthcare Communications, Evidera by PPD, Cambridge, UK

Pre-workshop assignment

Objective
The clinical trial disclosure regulatory requirements are rapidly changing, regionally diverse, and dependent on the type of clinical trial and/or investigation product being investigated.  
The objective of the workshop DDF36 is to introduce clinical trial disclosure regulatory requirements and industry commitments to newcomers to the topic with little or no background in this area who are interested in learning the basics.  
Upon completion of this introductory workshop, the attendees will:
· Understand the regulatory requirements (e.g., EMA Policies 043 and 070) and industry commitments for clinical trial disclosure.
· Understand how patients and investigational sites may benefit from this disclosure.
· Be introduced to the new documents required due to the disclosure (EMA Policy 070 anonymisation report, lay summaries, etc.).
· Be aware of the challenges created by clinical trial disclosure for when drafting clinical documents (e.g., protocols, clinical study reports).
[bookmark: _Hlk534297474]Attending this workshop will help participants to understand: 
· What regulatory requirements and industry commitments apply to what trials.
· What documents/information will be disclosed, when they will be disclosed, and how will they be disclosed.
· How clinical trial disclosure impacts document content.
· How smart authoring can avoid/reduce later work.
· [bookmark: _Hlk534296540][bookmark: _Hlk534297363]What is company confidential information, personal protected information, and data privacy.
· What is anonymization, e.g., via masking (redaction), grouping, aggregation.    
Aspects of clinical trial disclosure introduced in this workshop can be trained in more detail in other EMWA workshops, e.g.:
· DDF37  Protecting Patient Privacy in the Disclosure Era 
· DDF38a  CORE reference – Clarity and openness in Reporting: E3 based 
· DDF49  Trial Registration and Results Reporting in Public Clinical Trial Registries: Requirements and Practical Demonstration
· MCA07  Writing lay summaries of study results according to the EU CT Reg 
[bookmark: _Hlk534297028]Attending this basic workshop before attending one of the above specialist workshops will enable participants to gain the most benefit from the advanced workshops.
Content
The pre-workshop exercise comprises the reading of two policies prior to the workshop.
Assessment criteria
The objective of this pre-workshop exercise is to introduce two European disclosure policies before introducing the complex and diverse regulatory requirements and industry commitments applicable in the US and the European Union/European Economic Area in the workshop itself.
The pre-reading of these policies will also facilitate the workshop participants understanding of detailed aspects of the pre-read policies that will be presented during the workshop.  
Instructions
Attendees should read the provided policies prior to the workshop and should return the needs analysis and questionnaires to christopher.marshallsay@biontech.de and tracy.farrow@ppdi.com no later than April 20th.
Resources and materials
· European Medicines Agency policy on access to documents (related to medicinal products for human and veterinary use; Policy/0043 (October 31, 2018; European Medicines Agency).
https://www.ema.europa.eu/en/documents/other/policy/0043-european-medicines-agency-policy-access-documents_en.pdf

· European Medicines Agency policy on publication of clinical data for medicinal products for human use; Policy/0070 (March 21, 2019; European Medicines Agency).
https://www.ema.europa.eu/en/documents/other/european-medicines-agency-policy-publication-clinical-data-medicinal-products-human-use_en.pdf

Time required
1 hour.

Needs analysis questionnaire

To ensure that the workshop corresponds to your needs, please complete this questionnaire.

Name: 

Current job: 

Please circle which of the following applies to you:  

	Employed by a pharmaceutical company
	Employed 
by a CRO
	Freelance
	Other (please specify)



Please describe your level of experience in the following (1-5 where 1=none, 5=experienced):

a) Clinical trial registration in clinical trial registries

b) Reporting clinical trial results in clinical trial registries

c) Reporting clinical trial results in ICH E3 Clinical Study Reports 

d) Reporting clinical trial results by other means, e.g., lay summaries, publications

Do you have any other relevant experience?

Which three questions would you most like to see answered during the workshop?  (Questions must be within the scope of the workshop as described in the Abstract.)

Please rate each topic in terms of its importance to you.  As far as possible, time during the workshop will be allocated to the items with the highest scores.
1 = I do not want much time on this    
2 = I need some time on this    
3 = I need lots of time on this

	Topic
	Score 
(tick appropriate box)

	
	1
	2
	3

	Regulatory requirements and industry commitments apply to what trials
	
	
	

	What documents/information will be disclosed, when they will be disclosed, and how they will be disclosed
	
	
	

	How smart authoring can avoid/reduce later work during disclosure (the impact of disclosure on document content and structure)
	
	
	

	What is company confidential information, personal protected information, and data privacy
	
	
	

	What is anonymization, e.g., via masking (redaction), grouping, aggregation
	
	
	



Please return no later than April 20th to: 
Dr Christopher Marshallsay (e-mail: christopher.marshallsay@biontech.de))
Tracy Farrow (e-mail: tracy.farrow@ppd.com)
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