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RECAP: What Is CORE Reference?
1. CORE Reference (PDF)
• Preface (21 pages, references + assumpJons)
• Main body text (103 pages)

• ICH (E3 and 2012 Q&A) guidance text 
• EU and US regional guidances
• CORE Reference text 

• DisJnguished via shading and
• Includes explanaJons                      of CORE Reference clarificaJons

2. Mapping document (PDF)
• ICH E3 CORE Reference secJonal structure
3. ExplanaJon and elaboraJon paper published in a peer-reviewed journal

Hamilton S, et al. Research Integrity and Peer Review, 2016
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boxing

mapping



4 Years On: Project Evolu.on
www.core-reference.org acJve and resource-rich website:

ESTABLISHED RESOURCES
• Downloadable PDFs of CORE Reference + Mapping Tool (counters) 
• MulJple publicaJons with direct links

CONTINUING PROFESSIONAL DEVELOPMENT
• In ‘real Jme’ clinical trial disclosure-related news direct to your inbox

o h@ps://www.core-reference.org/subscribe
• Periodic ‘News Summaries’ dedicated page
• Links to EMA, FDA, Health Canada disclosure regulaJons and portals

GLOBAL VOICE: COMMENTARY IN WIDER RPD ARENA ⬅
• TransCelerate CSR Template 
• CommenJng on open FDA Docket

CPD

http://www.core-reference.org/
https://www.core-reference.org/subscribe


External Resource Development
h@p://www.transceleratebiopharmainc.com - an alliance among “some 
of the world’s prominent biopharmaceuJcal organizaJons” 
…“acceleraJng the development of new medicines”. TransCelerate 
provide soluJons that “…are developed collaboraJvely and can be 
voluntarily adopted by stakeholders in the clinical research ecosystem” 

TransCelerate CSR template first released November 2018

• TransCelerate CSR template is independent from CORE Reference 
BUT… serves similar aims

http://www.transceleratebiopharmainc.com


Chronology

• NOV 2018: TransCelerate release CSR template

• AUG 2019: BWG publish paper detailing review findings:
• h@p://dx.doi.org/10.1186/s41073-019-0075-5

• DEC 2019: TransCelerate update CSR & SAP templates; relocate 
resources: 

• h@ps://transceleratebiopharmainc.com/assets/clinical-content-reuse-assets/

http://dx.doi.org/10.1186/s41073-019-0075-5
https://transceleratebiopharmainc.com/assets/clinical-content-reuse-assets/




BWG’s ‘Addi.onal File’

• 44-page ‘Additional file’ published alongside BWG manuscript
• 69 detailed consolidated BWG comments on TransCelerate NOV 2018 

CSR template
• Additional file served as reference used by TransCelerate to update 

their DEC 2019 CSR template release

Intended outcome achieved!



TransCelerate CSR Template Dec 2019



CSR Template

Summary of Changes

40 slide deck :

• Includes a raJonale for each change. From Slide 25 
or thereabouts, the raJonale for change frequently 
includes 'Feedback from CORE review' or 'CORE 
feedback'. 

• Other documents refer to ‘public comment’



Quality Standard

• Does the TransCelerate CSR template DEC 2019 accurately reflect ICH 
E3 guidance and CORE Reference recommendations? Unconfirmed

• Do the TransCelerate CSR template DEC 2019 and CORE Reference 
complement each other as tools to facilitate compliance with ICH E3? 
Yes - both offer different value; however they are symbiotic

• What next for CORE Reference? Version 2.0 is no longer foreseen. 
www.core-reference.org is a resource for CPD

http://www.core-reference.org

