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Clinical Trial Disclosure Community Call
13 June 2017
10 AM Eastern Time 
US – 866-668-0721
ExUS dial-in: Please refer to the RING2 International Country-Specific Number 
Participant Pass Code: 7830236610#
MEETING AGENDA 
	1
	International Dial-in Numbers
Participant code

7830236610#
	

	2
	Note Taker for June: Fatima Hasan
Note Taker for July: Fatima Hasan
	

	3
	DIA ‘Zoom’ platform for audio/video conferencing available in June  
	Bob Paarlberg

	4
	NLM Update
· NLM Technical Bulletin article that beginning 19 June ClinicalTrials.gov will undergo a series of changes improving usability for stakeholders

· Questions concerning uploading protocol and SAP

· Are we talking about one document only? Thus are we going to append the pdfs together in one long document if they originally are separate?

· Which version of the protocol should be submitted, the consolidated one which has been updated with the approved amendments, or the original protocol (as originally submitted to authorities) with the approved amendments appended?

· The cover page is to carry a ‘date of document’. Which date are we talking about here? The date of the original protocol, the last one containing the latest update according to an amendment, or the date we have prepared the consolidated document for disclosure?

· Modification of the PRS to accommodate protocol and SAP documents still planned for June?

	NLM/All
(15 minutes)

	5
	EudraCT Update
· Trial Results: Modalities and Timing of Posting (Version 2, 18 April 2017) – clarified wording on page 4 regarding "What is in scope of EudraCT" to stipulate "Paediatric or non-paediatric trials…"  

· Next release of EudraCT - status 

	EMA/All
(5 minutes)

	6
	Clinical Trials Regulation Update
· UAT 6/7 Update

· EMA Management Board meeting scheduled 14-15 June

	EMA/All

(10 minutes)

	7
	EMA Policy 0070 
· Policy 0070 Quarterly Stakeholder meeting – 29 June
· Call for experts to join a technical anonymisation group (TAG) – status
· Backlog
· Phase 2 Update

	EMA/All
(10 minutes)

	8
	National Country Registries Working Group
	Kristi Whiteside

(5 minutes)

	9
	Lay Summary Working Group
	Renee Entzminger

(5 minutes)

	10
	Policy 0070 Working Group
	Shalini Dwivedi

(5 minutes)

	11
	Member Topics/Questions

· Sending out a Survey Monkey to Community to solicit input for monthly topics/questions
	Bob Paarlberg

(5 minutes)

	12
	Recent News:

· Health Canada
· Call for experts for public release of clinical information – nominations due 16 June 

· ICMJE 

· June editorial announcing data sharing requirement 

	

	13
	Upcoming Disclosure/Transparency Meetings

· DIA 2017 Annual Meeting, 19-22 June, Chicago, IL

· Tuesday, June 20th from 10:30 AM - 11:30 AM - Session #218: ClinicalTrials.gov: Complying with Requirements in the Final Rule (42 CFR Part 11) and Impacts of 21st Century Cures Act, Room S404bc. Speaker: Becky Williams

· Wednesday, June 21st 2:00 PM - 3:15 PM– Session #341: EMA Policy 0070: A Game Changer for Industry, Room 227B.  Moderator: Robert Paarlberg/Speakers: Marie-Helene Pinheiro (EMA), Julie Holtzople (AstraZeneca) and Dairine Dempsey (ICON). 

· Wednesday, June 21st 4:00 PM – 5:00 PM – Round Table Discussion on EMA Policy 0070, Location - Community Corner.  Moderator: Robert Paarlberg
· CBI Publication and Clinical Trial Transparency Congress, 27-28 June 2017, Barcelona, Spain
· Anonymization of Clinical Trial Data: Methodology Course, 29-30 June 2017, London, UK
· ExL Pharma Disclosure and Transparency for Clinical Data Summit, 7-8 August 2017, Philadelphia, PA
· DIA 2017 Clinical Trial Disclosure & Transparency Conference, 14-15 September 2017, Rockville, MD
Call for Abstracts due 30 June
· CBI Lay Summaries Summit, 26-27 September 2017, Philadelphia, PA

· DIA Clinical Trial Regulation Conference, 5-6 December 2017, London, UK
· DIA Meeting on Disclosure and Data Transparency, 7 December 2017, London, UK

· DIA EuroMeeting, 17-19 April, 2018, Basel, Switzerland 
Call for Abstracts due 26 June. 
	

	
	Next Community Call is scheduled for 11 July 
	---


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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