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Clinical Trial Disclosure Community Call
13 February 2018
10 AM Eastern Time
MEETING MINUTES
	1
	Note Taker for February: Fatima Hasan

Note Taker for March: Fatima Hasan

Need volunteers for June to December 2018.  To volunteer to take meeting minutes please use the following link to sign up: 2018 Note Taker Volunteers 
	

	2
	Community Chair Election
Minutes

· The Community Chair election is progressing. 
	Bob Paarlberg


	3
	NIH

· Results Data Preparation Checklists were updated to be consistent with the data elements described in the Results Data Element Definitions document and the Final Rule. The template and checklists can be accessed from the Data Element Definitions, Templates, and Checklists section of the Support Materials page

· Q&A Document #113: Submit a protocol/SAP with itemized changes and incorporated amendments as a single final document, or as multiple documents with the separate amendments/versions.
· ClinicalTrials.gov PRS – What’s New (15 February)

· Topic for discussion -- Interest in establishing Endpoints Library (Lauryn Uribe)
Minutes
· Information was put on PRS Test a week and half ago, that will be rolling out to PRS operational system on the 15 Feb 2018, the most significant change is that under the review history link from a study record, you will be able to access any version of the record that was released. In the past or currently, you could only view versions that have review comments but cannot access versions that were previously released. 
· There is a minor update to the record log function which is the place where you can include entries to track records where we automatically insert a time and date for new entries, and it will be clear when any information from www.clinicaltrial.org  is added to that record log that tends to be some of the automated notices that are sent from the PRS system.

· Because NLM made some updates to the public site and how the records site look, similar changes were made to the preview version of that record inside the PRS to make them look more similar.  
· Also, some updated material was rolled out within the last couple of months, primarily the templates and checklists related to Results Preparation Checklists. Those were updated to be consistent with the data element definitions and that reflect the Final rule requirement.

· Currently a beta version of the archive site is available. There is a link to access the beta site from the old archive site. Comments and feedback on the changes to the archive sites are welcome. The beta site makes the changes between the versions is clearer, it is more user friendly. If there is any functionality that is important to you that is not unavailable, please reach out to www.clinicaltrials.com. 
· Question from community: Would there be a possibility to download some of the archive material in the future
· NIH answer: This would be very complicated and may be possible in the future. 

Q&A Document #113: Submit a protocol/SAP with itemized changes and incorporated amendments as a single final document, or as multiple documents with the separate amendments/versions.
· Generally it is acceptable for the protocol document to include all of the amendments as a single document. The idea is to have the current version of the protocol at the time of results submission.
Interest in establishing Endpoints Library (Lauryn Uribe):

· Exploring the possibility of forming an Endpoints Working Group to establish an endpoints library that can be used by investigators and sponsors. New endpoints could be added on review and approval by NIH. It would be helpful in creating study protocols and minimize the chances of receiving NIH comments.  If you are interested in participating in an Endpoints Working Group please send an email to Bob Paarlberg (rpaarlberg@comcast.net)

· Post Meeting Note: The DIA Study Endpoints Community is also interested in participating in this Working Group.
	NLM (Becky Williams, Annice Bergeris & Nick Ide)/All



	4
	FDA Pilot to Enhance Transparency of Clinical Trial Information

· FDA 16 January press release
	All



	5
	EudraCT Update
· EMA is working with IT to include a data sharing statement on EudraCT. The ICMJE requires a data sharing statement by 1 July 2018; a data sharing plan will be required by 1 January 2019.  

· Question raised last time regarding Phase 1 trial information for protocol and results – there are three scenarios. 

· Scenario 1 is the current system for EudraCT. The Phase 1 trial protocol and results are in the EudraCT system but will not be publicly available. They will remain as they are, however, there will be a transition period between the current and new system when the sponsor can decide whether they want to transition those trials (protocol and results) into the new system or not. If the sponsor decides not to transition into the new system, the files will remain in EudraCT and will not be available publicly.

· Scenario 2 the sponsor agrees for the transition, then all information will go into the new portal and information for a Phase 1 trial will be available in the EU portal and database and will be publicly available.

· Scenario 3 is where trials that are started in the EU portal and database, information (protocol and results) about those trials will be available publicly for all Phases 1 to 4 trials.

· Question: Would Phase 1 trials in healthy volunteers be available in the EU Portal and Database? 

· EMA: Yes, all trials would be publicly available in the EU Portal and Database. 

· Question: Can you choose which Phase 1 trial which will be available?

· EMA: Sponsor can decide which trial can be transitioned and made publicly available. The sponsor can defer the publication of the results, details of the same may be present in the external website.

	EMA (Raffaella Chersoni, Agata Higgerson)/All


	6
	Clinical Trial Regulation Update

· UAT 7 is planned to be performed before the audit which is scheduled this year, 2018. UAT 7 will be confirmed at a later date which will be communicated to community.
	EMA (Raffaella Chersoni, Agata Higgerson)/All

	7
	EMA Policy 0070

· EMA has published clinical data on 73 products as of 9 February 2018

· EMA Stakeholder meeting 29 January  2018

	-


	8
	EMA Policy 0043

· EMA issued a press release 6 February stating "General Court Confirms EMA Approach to Transparency". 
· For Policy 0043, documents that can be requested by a third party include Risk Management Plans, CSR’s, non-clinical study reports, Module 2.6, Clinical Aspect documents, Committee comments, comments within EMA about the MAA etc.
	-


	9
	ICMJE Data Sharing Requirement 
· As of 1July 2018 manuscripts submitted to ICMJE journals that report the results of clinical trials must contain a data sharing statement; Clinical trials that begin enrolling participants on or after 1 January 2019 must include a data sharing plan in the trial's registration
· How are Community members approaching this requirement? 


	All



	10
	Working Group Updates 
· Policy 0070 Working Group (Shalini Dwivedi)
· Frank Rockhold (TAG member) provided an update to the Working Group. Next call is scheduled in Mar 2018.
· Policy 0043 Working Group (Laura Dodd)
· Working on general guidelines and tips for the sponsors trying to explain the Policy 0043 process.

· Plain Language Summary Working Group (Renee Entzminger)
· Next call will be scheduled for 28 Feb 2018. 

· Country Registry (Thomas Wicks)
· Identified the initial list of counties to be assessed and a list of criteria of data elements to be collected for each of those countries. Working on a preliminary assignment based on the countries where companies are running trials. 

· Final Rule Working Group (Bob Paarlberg)

· Final Rule Q&A has been updated. NIH had provided an answer to Question 113.

· Interdisciplinary Working Group (Bob Paarlberg & Eileen Girten)

· Call on 22 January 2018 -- 4 work streams identified -- One-stop shop resource toolkit; Updating the TransCelerate Common Protocol Template; Educational Competency Model;  and, Global Disclosure Plan. 

· Working with DIA to get Zoom accounts for these work streams. The next call is to be scheduled.


	

	11
	Upcoming Disclosure/Transparency Meetings

· CBI’s EU Clinical Trial Regulation Summit,  6-7 March 2018, Brussels, Belgium
· DIA EuroMeeting 17-19 April 2018, Basel, Switzerland 
	--

	
	Next Community Call scheduled for 13 March 2018 
	---


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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