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Pre-workshop assignment

Objective

To ensure that the participant is familiar with all the guidance documents and legislation that are relevant to this topic. This will mean that the time during the workshop can be used optimally to discuss CORE Reference http://www.core-reference.org/ rather than reviewing the published regulatory documents.

Content

The pre-workshop assignment involves background reading to familiarise the participant with the current ICH E3 guidance and the E3/2012 Question & Answer update documents for writing Clinical Study Reports (CSRs), as well as background reading to inform on main points and key concepts of the evolving transparency and clinical-regulatory public disclosure environment. 

In addition, the participant should be familiar with the concept of CORE Reference http://www.core-reference.org/ itself, and the CORE Reference publications:

Hamilton S, Seiler W, Gertel A. The EMWA Budapest Working Group: A 2-year collaboration to make recommendations for aligning the ICH E3 guideline with current practice and developing clinical study protocol guidance. Medical Writing. 2014: http://dx.doi.org/10.1179/2047480614Z.000000000254
Hamilton S, Bernstein AB, Blakey G, Fagan V, Farrow T, Jordan D, Seiler W, Shannon A, Gertel A. Developing the Clarity and Openness in Reporting: E3-based [CORE] Reference user manual for creation of clinical study reports in the era of clinical trials transparency. Research Integrity and Peer Review. 2016: http://dx.doi.org/10.1186/s41073-016-0009-4
Hamilton S, Bernstein AB, Blakey G, Fagan V, Farrow T, Jordan D, Seiler W, Gertel A, (the Budapest Working Group [BWG]). Critical Review of the TransCelerate Template for Clinical Study Reports (CSRs) and Publication of Version 2 of the CORE Reference (Clarity and Openness in Reporting: E3-based) Terminology Table. Research Integrity and Peer Review. 2019: http://dx.doi.org/10.1186/s41073-019-0075-5
Assessment criteria

The pre-workshop assignment will not be formally assessed.  However, please complete the questions below and return this form to the workshop leader by the required deadline (see end of the document) to qualify for credit for this workshop. In addition, you are likely to gain more from the workshop if you have completed the background reading for this pre-workshop assignment since the documents will not be reviewed in depth during the workshop.

Instructions

Before attending this workshop please read all of the documents listed in the “Resource and Materials” section. Please also complete the following information:

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)


How much experience do you have of writing or reviewing CSRs? Please indicate:

Written 1-5 CSRs

Written 5-10 CSRs

Written 10+ CSRs

Reviewed CSRs

How much experience do you have of creating redacted CSRs?
Having read the ICH E3 guidance document (first bullet resource on the list below) and the ICH E3 2012 Q & A document (second bullet resource on the list below), what are the three biggest problems or areas of confusion that you think exist with these current guidelines?

1.

2.

3.

Resources and materials

Please read the following documents in full:

· ICH E3 Guidelines: Structure and content of clinical study reports http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E3/E3_Guideline.pdf
· E3 Implementation Working Group - ICH E3 Guideline: Structure and Content of Clinical Study Reports: Questions & Answers (R1) http://www.ich.org/fileadmin/Public_Web_Site/ICH_Products/Guidelines/Efficacy/E3/E3_QAs_R1_Step4.pdf
Please be familiar with the concept behind:

· CORE Reference website and the complete CORE Reference resource: http://www.core-reference.org/
· CORE Reference project plan publication: Hamilton S, Seiler W, Gertel A. The EMWA Budapest Working Group: A 2-year collaboration to make recommendations for aligning the ICH E3 guideline with current practice and developing clinical study protocol guidance. Medical Writing. 2014: http://dx.doi.org/10.1179/2047480614Z.000000000254
· CORE Reference launch publication: Hamilton S, Bernstein AB, Blakey G, Fagan V, Farrow T, Jordan D, Seiler W, Shannon A, Gertel A, Budapest Working Group: Developing the Clarity and Openness in Reporting: E3-based (CORE) Reference user manual for creation of clinical study reports in the era of clinical trials transparency. Research Integrity and Peer Review. 2016. http://dx.doi.org/10.1186/s41073-016-0009-4
· CORE Reference team’s review of TransCelerate’s CSR template created using CORE Reference and ICH E3: Hamilton S, Bernstein AB, Blakey G, Fagan V, Farrow T, Jordan D, Seiler W, Gertel A, (the Budapest Working Group [BWG]). Critical Review of the TransCelerate Template for Clinical Study Reports (CSRs) and Publication of Version 2 of the CORE Reference (Clarity and Openness in Reporting: E3-based) Terminology Table. Research Integrity and Peer Review. 2019: http://dx.doi.org/10.1186/s41073-019-0075-5
Please review the following documents with the aim of understanding the main points and the key concepts. This will optimise your participation in discussions during the workshop.

· European Medicines Agency policy 0070 on publication of clinical data for medicinal products for human use http://www.ema.europa.eu/docs/en_GB/document_library/Other/2014/10/WC500174796.pdf
· External guidance on the implementation of the European Medicines Agency policy on the publication of clinical data for medicinal products for human use 
https://www.ema.europa.eu/en/human-regulatory/marketing-authorisation/clinical-data-publication/support-industry/external-guidance-implementation-european-medicines-agency-policy-publication-clinical-data
Access the page via the link and read the ‘Current effective version’

· Public Release of Clinical Information: Health Canada Guidance https://www.canada.ca/en/health-canada/services/drug-health-product-review-approval/profile-public-release-clinical-information-guidance/document.html
If you have trouble locating or downloading any of the documents, copy and paste each link into your web browser window and search directly. Only if you still have problems locating the documents, please contact the workshop leader who can email you a copy instead.

Time required

3 hours.

Please return to sam@samhamiltonmwservices.co.uk and Vivien.Fagan@iqvia.com
by Friday 05 November 2021 at the latest.
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