EMWA Professional Development Programme

Public Clinical Trial Registries:
Results Reporting Requirements and Practical Demonstration

Foundation, workshop duration 3.5 hours

Holly Hanson 
Eisai Europe Ltd.
AND
Kathy Thomas-Urban 
Medical & Scientific Writing & Publication Services

Pre-workshop assignment

Objective
The aim of this pre-workshop assignment is to familiarise the workshop participants with the US and EU laws and legally binding requirements regarding clinical trial disclosure. There will be limited time to cover the laws and regulations in detail during the workshop, so this is important background information.

Content and instructions 
Using the materials and sources listed below, answer the following questions.

US relevant tasks
1. When were the FDAAA 110-85 Statute and the Final Rule to that statute passed by the US congress?
2. Which Title (section) of the US law deals with Clinical trial databases?
3. Which database is used for the registration of new clinical trials and for disclosure of results of completed clinical trials in the USA?
4. What is an Applicable Clinical Trial, according to the Final Rule of the FDAAA 110-85 Statute?
5. Identify three clinical studies from your company or three clinical studies of interest which contain results in ClinicalTrials.gov. Do you have any questions or comments about the summary results that are disclosed?

EU relevant tasks
6. When was the Regulation (EU) 536/2014 passed by the European Parliament and the Council of the European Union?
7. What is the full title of this Regulation (EU) 536/2014?
8. Which section(s) of the law contain(s) the text ‘summary of the results of the clinical trial’?
9. Which countries are part of the European Economic Area (EEA) and how does Regulation (EU) 536/2014 apply for them?
10. Which databases are currently used for the registration of new clinical trials and for disclosure of results of completed clinical trials in the EU?
11. Is disclosure of all clinical trials required in the EU?
12. Identify three clinical studies from your company or three clinical studies of interest which contain results in EudraCT. Do you have any questions or comments about the summary results that are disclosed?

Assessment criteria
To receive credit, please provide your answers to the above questions to both workshop leaders prior to attending the workshop. Please remember not to send any confidential information, however examples that are already publically available can be shared. In addition to responding to questions directly via email, we plan to answer questions from the pre-workshop assignment during the first part of the workshop.

Resources and materials
Suggested websites and references for the pre-workshop assignment:

US FDAAA 110-85 Statute
https://www.gpo.gov/fdsys/pkg/PLAW-110publ85/pdf/PLAW-110publ85.pdf

Final Rule 42 CFR Part 11
https://www.gpo.gov/fdsys/pkg/FR-2016-09-21/pdf/2016-22129.pdf

Zarin DA. et al. N Engl J Med. 2016 Nov 17;375(20):1998-2004. Epub 2016 Sep 16.
Trial Reporting in ClinicalTrials.gov - The Final Rule.

US Database
www.clinicaltrials.gov

Regulation (EU) 536/2014
https://ec.europa.eu/health/sites/health/files/files/eudralex/vol-1/reg_2014_536/reg_2014_536_en.pdf

Appendix, on disclosure rules, to the “Functional specifications for the EU portal and EU database to be audited - EMA/42176/2014”
https://www.ema.europa.eu/en/documents/other/appendix-disclosure-rules-functional-specifications-eu-portal-eu-database-be-audited_en.pdf

EU Databases
www.clinicaltrialsregister.eu

https://www.ema.europa.eu/en/human-regulatory/research-development/clinical-trials/clinical-trials-information-system

Time required
Estimated time to complete (1.5 to 2 hours)

Deadline or other information about bringing the assignment to the workshop
To receive credit, please provide your answers to the above questions to both workshop leaders by Friday 22nd April 2022 via email:
MedicalWriter-KTU@t-online.de
holly_hanson@eisai.net

You will receive acknowledgement of receipt from one of the workshop leaders, reminders will not be sent.
