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Clinical Trial Disclosure Teleconference

February 11, 2014
MEETING MINUTES 
	1. 
	International Dial-in Numbers
	

	2. 
	Chair for the 11 February Community Call: Erik Lakes

· Bob is attending the Clinical Trial Data Transparency Forum hosted by SAS, so Erik led meeting today.
	

	3. 
	Note Taker for February: Merete Jørgensen
Note Taker for March. Paul Ngai (thank you Paul!)
	Erik Lakes

	4. 
	NLM Update
· No updates
	Becky Williams/Annice Bergeris/Nick Ide


	5. 
	DIA Clinical Trial Disclosure Workshop  – London

· Program Committee being formed

· Workshop planned for the end of September 2014
· Over the next two weeks they should have dates confirmed along with hotel venue and location. Community members are encouraged to start planning with their leadership for permission to travel.

· Topic ideas and suggestions for sessions should be sent to Bob (RPaarlberg@comcast.net).
	Erik Lakes


	6. 
	EudraCT V9 – Update

· Official “day zero” unofficially confirmed to be around 1 July 2014

· EMA is open to reenergize harmonization and standardization efforts possibly via HL7 or CDISC; being discussed within EFPIA

· Test environment including the XML upload feature. Target date sometime this quarter.
· Detailed comparison (down to field level and pick lists) of results on EudraCT versus CT.gov -- Target date: early Q1/2014
· The EMA also posted Questions and Answers from the three workshops they held last year and are on their website.

· One question that some community members had regarding whether Art. 45 pediatric studies would require full tabular results disclosure on the EUCTR is clarified as one of the answers (Art. 45 studies can have synopsis and not tabular).

· Some uncertainty on who from the company needs to sign the Clinical Trial Assignment Request Template Letter
· As a reminder, to obtain access to your company studies within the system, you must send a letter listing the EudraCT number along with the official title of the study and the company name of the trial to the EMA, with a maximum of 50 studies per letter. So if you have more than 50 studies, you will need to parse them out over additional letters.

· Some members of the community are unsure who in their company should be signing these letters. 

· Some members of the community stated that the EMA is replying back to sponsors who submit letters—to confirm identity and that the individual signing on behalf of the company is the appropriate individual.

· One member of the community stated that the QPPV role in their company was specifically sought out by EMA for confirming identity of the individual signing on behalf of the company.

· One company expressed concern that access to the trial CTAs that were previously granted seem now to have disappeared.

· This same company has now been able to re-access their CTAs within the system.

· No other community members stated they have experienced the same issue.
	All



	7. 
	PhRMA-EFPIA Joint Principles Implementation – Update

This is the data transparency principles rolled out by these two pharma industry organizations, where member companies commit to sharing anonymized patient-level trial data on compounds approved for marketing in US and EU upon qualified research requests; and also provide summaries of trials to patients who participated in the trials, as well as provide in general summary results of studies approved for marketing in the US and EU, and, set up a process for independent review of the research requests—along with other commitments. 
· J&J data-sharing announcement on January 30, where J&J entered into an agreement with Yale School of Medicine's Open Data Access (YODA) Project.  Under the agreement, YODA will serve as an independent body to review requests from investigators and physicians seeking access to the company’s clinical trial data including clinical study reports (CSRs) and de-identified patient-level data.
· TransCelerate Clinical Data Transparency group

· TransCelerate is a non-profit company set up by members of industry. They have a few initiatives ongoing, one of which is data transparency, with a focus on assessing a standard approach for CSR redaction concerning personal data protection

· Document for public comment planned for 1Q14
	All

Hanns-Georg Leimer



	8. 
	EMA Draft data Policy 70 –This is the proposal set out by the EMA to allow access to clinical trial data by external parties (with caveats for Commercially Confidential Information (CCI) as well as Protection of Personal Data (PPD)—rolled out across three categories in relation to how much information will be published or made available in the context of CCI and PPD.  
· EMA announced postponement of 1 January 2014 effective date:
· The European Medicines Agency (EMA) has now reviewed all comments received on its draft policy on publication and access to clinical trial data. While the comments received showed that there is large support for the Agency’s plans to allow access to clinical trial data submitted as part of marketing authorization applications, they also highlighted that there is a need for further analysis and clarification of certain aspects.

· To be discussed at March 2014 EMA Management  Board meeting
· New effective date?

· July publication date?
	All



	9. 
	EU Clinical Trials Regulation

· The “Provisional Agreement” approved by ENVI Committee on January 22 for repealing Directive 2001/20/EC is posted on our community website. Of note is:

· Appendix 3a (page 144) for "Content of the Summary of the Results of the Clinical Trial"; 

· and, Appendix 3b (page 146) for "Content of the Summary of the Results of the Clinical Trial for Lay Persons".

· Draft legislation will be debated and voted by the full Parliament at the April 2nd and 3rd plenary session
	All



	10. 
	Lay Summary Working Groups 
· Multi-Regional Clinical Trials (MRCT) Center Working Group

· Think tank with representatives from academia, industry and government, with the focus of improving the design, conduct, and oversight of multi-regional clinical trials.

· Several work streams, one of which is a lay summary working group.

· DIA Clinical Trial Disclosure Working Group

· The LSWG Core Content and Draft Guidance are being forwarded to serve as a foundation for a second phase of discussions through the Multi-Regional Clinical Trials (MRCT) Center Working Group at the Harvard Global Health Institute.  The MRCT working group is a broader forum and includes necessary representation for formal guidance from academia, industry, and patient advocacy, as well as access to regulators such as the FDA and EMA.  MRCT hopes to have final guidance for industry prepared by Q4 this year

· We have provided the LSWG output for inclusion in the library only as drafts pending further review by the MRCT working group, because the joint principles state that we must work with regulators to fulfill our obligations in this regard.  Alex will keep the Community apprised of progress by the MRCT working group.
	Joyce Hauze/All


	11. 
	Spanish Registry Presentation
· Erik continuing to arrange a call to discuss legal and operational aspects to disclosing on the Spanish registry. Date to be determined. 
	Erik Lakes


	12. 
	The Institute of Medicine (IOM) Committee on Strategies for Responsible Sharing of Clinical Trial Data

· Framework document published 22 January; comments due 24 March 

· They held a public workshop last week on February 3rd and 4th discussing a broad range of topics related to data sharing including security, models for access, retrospective data sharing, and the like.
	All



	13. 
	openFDA Initiative 

· This website launched January 13th this year by the US FDA's Office of Informatics and Technology Innovation (OITI):

openFDA will offer easy access to FDA public data and highlight projects using these data in both the public and private sector to further regulatory or scientific missions, educate the public, and save lives."

· It will provide access to FDA public data including Adverse Events, Recalls, Structured Product Labeling Data

· Beta access to the datasets via Application Programming Interfaces (APIs) is anticipated for summer 2014, with a larger public release in fall of this year.
	All



	14. 
	Open Discussion:
· Synopsis redaction for EMA: a question was asked whether companies have the option of redacting information from a synopsis when submitting to EMA. 

· There was community discussion around case example (Retraction Watch published an article where a six-year-old boy with a rare neurological condition was re-identified following publication).

· A question was raised on how companies are tracking potential participant queries, and whether queries originating from clinicaltrials.gov are beneficial from a potential participant recruitment perspective.

· Follow up question: how are companies handling these queries operationally (e.g., internal medical affairs department fields calls, or, outsourced to a CRO, etc.)

· One company responded that they have 40-50 queries originating from clinicaltrials.gov a month—both from phone calls and emails. Queries are fielded initially by a CRO, and more unique cases/requests originating outside of the US are handled by the disclosure function at this company.
· A question was asked regarding the hierarchy of the EU laws/regulations/directives. The source of this information can be located on the EMA website here. Generally speaking, EU Regulations are legally binding in its entirety and all Member States must comply with the regulations, while Directives—although also are legally binding—must be implemented or transposed by Member States into their own national laws. 
	All



	15. 
	Upcoming Disclosure/Data Transparency Meetings 
· SAS Clinical Trial Data Transparency Forum - 11 February, Cary, NC

· CBI Conference Publication and Clinical Trial Disclosure9-10 June Dublin, Ireland
	-----

	16. 
	Next Community meeting is scheduled for 11 March
	-----


DISCLAIMER: The views and opinions expressed during the course of this meeting are those of the individual and should not be considered a complete source of information or legal interpretation. Please consult with the appropriate person(s) within your individual organization for appropriate additional guidance. 
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