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Clinical Trial Disclosure Community Call
11 July 2017
10 AM Eastern Time
+1 855 880 1246 (US Toll Free)

+1 877 369 0926 (US Toll Free)

Meeting ID: 480 988 328
International numbers available: 

https://diaglobal.zoom.us/zoomconference?m=pfhu-L4vYxLEHoF3f7kT8NwgQLqImEt7
MEETING MINUTES 
	1
	Note Taker for July: Fatima Hasan
Note Taker for August: Anne McClain
	

	2
	Zoom Account Numbers

Minutes: The new Zoom account is being used. The old telephone numbers are no longer active. DIA has given the Community 2 accounts. One account for the monthly meetings and one account for the Working Group calls.  There is a request for volunteers for a Communications Coordinator.  This person would be responsible for scheduling/opening all calls for the working groups. Bob is trying to get at least two additional accounts. 
	Bob Paarlberg

	3
	Community Call – 12 September/Cancelled
Minutes: 
The community call has been cancelled in view of the September Conference in Rockville, MD.
	Bob Paarlberg

	4
	DIA Global Forum  
· CTD Community – August issue
· Community Testimonials

Minutes: 
The Community will be featured in the August issue of the DIA Global Forum. Bob is preparing a brief summary on the community. Testimonials are invited from the community members preferably with a headshot (photo) which will be included in the write up. Testimonials are open till Friday 14 Jul 2017.
	Bob Paarlberg


	5
	NLM Update
· DIA Annual Meeting session on 20 June by Becky Williams
Minutes: 
Becky provided the following information covered at her session at the DIA Annual Meeting:
· The June update is that there is a switch-over from using the ClinicalTrials.gov website to the Beta site. The beta site is the main clinicaltrials.com. This is described on the main page and the NLM Technical Bulletin. This is the first in a series of updates. NLM is working with a group called 18F which is based out of the general services administration with the main role being to improve the digital products that the government makes available to the public. NLM is continuing to work with them to evaluating the current site and then moving forward with additional updates. 
· Another thing mentioned in the NLM Technical Bulletin article was related to some new features that are being worked on which are technically more challenging that most people think they are at the beginning. These are improving the way studies are being searched by location currently. Currently, now we offer basically State and Country, you can also search by location terms. NLM is working to improving the way the search works to be able to focus on zip codes and distance from a certain location. That is in the longer time for implementation.
· Another thing which was touched base on was some of the specific requirements related to expanded access within the regulation because it also in a disjointed way connects with some of the provisions within the 21st Century Cures Act. The requirements related to providing information on whether Expanded Access is available within a study record for an applicable drug clinical trial.  And explaining the fact that requirement is for a responsible party who is both the manufacturer of the product and the sponsor of the applicable clinical trial, meaning that they would have all of the information to be able to include in the registration record, to know whether there is an Expanded Access is available. As well as the requirement then if Expanded Access is available to create the separate study record that describes the Expanded Access as well as including the NCT number for the applicable clinical trial. All of this is described in the regulation. There is a lot of interest in the patient community which was well represented in the DIA Annual meeting to help them understand what types of information can be found on Expanded Access in the ClinicalTrials.gov website. 
· Another point talked about was the overall growth in submission on ClinicalTrials.gov. On the registration side, from the time period from Jan to May; comparing 2016 to 2017, there has been a 10% increase in registration volume at clincialtrials.gov. We anticipate an increase with the NIH policy going into effect as well.
· On the results side, the growth was more dramatic with a 53% increase in submission volume was experienced over the time period from 2016 to 2017. The hypothesis is a lot of that is people working to come under compliance with the results reporting requirement prior to that compliance as of April 2017. Since May 2017, the volume has gone down a little bit but it is still higher than it was last year. This creates challenges for NLM, we anticipated that we would be growing and attempted to keep our staff growing. Hence some study records are taking longer time to be processed given the increase in volume. 
· Another thing was the WHO joint statement on results disclosure. In the middle of May 2017, the WHO released a statement indicating that they have a number of signatory organizations that have committed to developing and implementing policies around prospective registration and public disclosure of the results of the clinical trials they fund or support. Many of those signatories are very large funding agencies so that would be another area to monitor in terms of how these organizations go about implementing those policies. 

· The other thing was the 21st Century Cures Act. There are provisions in the 21st Century Cures Act related to the expanded access. The Reagan-Udall foundation has been a player in supporting companies and others with making some of the information about expanded access available in one place on their website which they recently soft launched. It is not certain whether they have had an official launch. 
· The other important thing available within the 21st Century Cures Act is that there is a section dedicated to compliance activities for CDER and the Final Rule. We are required to report back to Congress on activities that the agency has taken to encourage compliance.  ClinicalTrials.gov is required to report on what is happening with respect to compliance. How many trials are being registered, submitted and again reinforcing what activities are being taken to support education on the requirement?  There is also requirement to report on actions to enforce compliance. These reports will be submitted both to the senate committee, the health committee and the house committee on energy and commerce. The takeaway is that the Congress continues to be interested in this area and overseeing the implementation and ensuring that activities are happening as they had intended based on the law that was passed. That will be other areas to monitor and report. The first report is not due until 2 years of the 21st Century Cures Act being passed. 
· The final thing was the ICMJE statement on data sharing that was issued in the beginning of June 2017. In that statement, ICMJE did not go so far as requiring that data sharing of Individual Participant Data (IPD) happen as part of a requirement for publications but what they will be requiring is a data sharing statement in manuscripts as well as data sharing plan as part of clinical trial registration information starting with those studies that are initiated in Jan 2019. They did also indicate that they may take into consideration data sharing statements when making editorial decisions about publications. Alongside that ICMJE statement, we did update and modify the clinicaltrials.gov data element that support the data sharing statement to better able to capture each of the components that the ICMJE is going to be requiring as part of that data sharing statement. Those things were included in 29 June 2017 PRS release that we put out. 

· Also, in the same release was the mechanism to be able to submit documents alongside of registration or with results information submission. The Final Rule does require the protocol and SAP plan to be submitted as part of results information for those clinical trials with the primary completion date on or after 18 Jan 2017. That has been up and running for a couple of weeks now.

Questions from those on the call:
1. A question in the Final Rule Q&A that the Final Rule Working Group has provided to ClinicalTrials.gov is how do you register a trial if the final primary completion date occurs before the trial completes recruitment? Potentially this could be an issue because the validation tries to align the dates with the overall recruitment status and anticipated vs. actual enrollment. Has anyone on the call experienced that particular issue? 
Response:
Becky and her team are trying to get answers in the scenario that primary completion date is based on the certain number of participants being treated for something and this may not be the total number of participants in the study. Theoretically it would conflict with the overall recruiting status being active, no longer recruiting or active, not recruiting or recruiting. At the moment, there is no hard data to do any deeper analysis to see if there is truly a challenge with registering studies like these, so for the time being, the answer for this question is to reach out to register clinicaltrials.gov to let them help you register the particular study if there are challenges. NLM would be very interested to see if there are any real world cases if this is happening to do an analysis to find out if there needs to be any changes to the system and how the validation works. 
Someone from the Community noted that Oncology trials can have this issue.  Becky requested the caller to share the specific trials where there are challenges registering. It would be helpful.
2. Recently, more and more Ethical Review Committees and IRBs are requesting the NCT number ahead of time and sometimes we are not ready to make the study public.  Is it possible to submit the study and generate the NCT number generated but not make the study public?
Response
NLM: We will not be able to accommodate a mechanism to issue NCT numbers and not make the information public.

	Becky Williams/All

	6
	EudraCT Update 
Minutes: 

· EMA is planning the next release in the last week of Aug 2017. There will be a release note published on the external website on EudraCT. This list will display all the changes the team is doing. At the moment, the team is doing testing of the system. The initial decision was to release in end of July but due to availability of staff, it was decided to release in the end of Aug 2017. 
· Additionally, EMA is working on a Q&A document. There is a Q&A on the EudraCT however due to the amount of the calls EMA is receiving, they are going to expand the Q&A and create a proper document which would be updated on a regular basis. This will be an ongoing activity. The release of this new Q&A will be publicly available on the external website as well.
Questions from those on the call:

1. The new Q&A that will be posted on the external website; will this be posted in the end of August 2017 as well?

Raffaella: We are working on it. There is no specific date. How it works at the moment is that there are questions and answers on the screen. It is not a proper document, To maintain this is pretty difficult because the resources involved are working on many other projects at the same time at the agency. It is easier and more manageable to have a document in pdf published on the external website which would be published as version 2 or 3. We finalized the protocol area and are now working on the pediatric area and on the results. It is quite a big document since there are a lot of questions and some of questions are very frequent and hence it will be better to have these within a document. We hope to finalize this by end of October 2017. We have been receiving a lot of calls on the same questions so it will help the sponsors to find a link on the website where they can find the information.

	Raffaella Chersoni/All

	7
	Clinical Trials Regulation Update

Minutes:

· The last meeting of the Management Board was in June 2017 where the topic of EU Clinical Trials Regulation was discussed and in particular the ongoing development of the system. It was announced 4 July that the go live date would be postponed due to technical difficulties with the development of the system itself. The EMA will provide an update to the next Management Board in October 2017 on the EU Portal and Database.  
· The EU Clinical Trial Regulation will now come into effect in 2019 as opposed to October 2018 as previously scheduled.

	Raffaella Chersoni/All

	8
	EMA Policy 0070 Update

· DIA Annual Meeting session & Round Table 

· Policy 0070 Quarterly Stakeholder meeting – 29 June
· ICH M2 EWG Work Plan 27 March 2017
· 20 May 2017 - Finalized Information Paper on Redaction
Minutes:

· Five questions regarding Policy 0070 were previously forwarded to Raffaella prior to the Community call. Below are the responses (blue text) from EMA:
1) What is the current status of the backlog?  When does EMA anticipate that the backlog will be completed?
EMA: Please refer to the webinar from 29 June, where the Agency presented the most up to date numbers. As of June 2017 there is 231 procedures falling under Policy 0070 out of which the Agency has published 27. 

We are currently processing procedures which received CHMP opinion in 2016 June and have contacted companies who have received CHMP opinion in July 2016. All together we are currently processing 46 procedures.

2) When is phase 2 of Policy 0070 envisioned to begin?

The publication of Individual Patient Data will be the second phase of the policy. As mentioned in our Multiannual work programme to 2020 (see p14), we are planning to take forward discussion on making available individual patient data from clinical trials, with as a first step the drafting of a reflection paper on the topic. We will communicate further when appropriate.

3) Following the 29 June stakeholder meeting, will there be a Revision 3.0 of the external guidance? 

Yes, as mentioned at the webinar the updated Guidance is not foreseen to be published earlier than the end of July 2017.

4) If so, when is Revision 3.0 anticipated to be published and will the effective date for submission packages have a similar lead time as there was for Revision 2.0 or will there be a longer lead time for implementing the Revision 3.0 changes?
For the change regarding duplicate submissions, foreign languages and node extensions the Agency will apply the change for the submission of the redaction proposal packages due after the publication of Revision 3.0 of the Guidance.  

Regarding the submission of packages relating to paediatric indication, as these changes mean the submission of potentially less clinical reports, once the new proposal is published in Revision 3.0 of the Guidance. While we invite pharmaceutical companies to implement as soon as the updated guidance has been published, the Agency expects companies to follow this new proposal for redaction proposal document packages submitted after September 2017.

5) What is the current status of the Technical Anonymisation Group (TAG)?

During the 29 June webinar the current status of the technical anonymization group (TAG) was presented. In summary:

The aim of the TAG is to help the Agency further develop best practises for the anonymisation of clinical reports, my means of setting up a Multidisciplinary team with a broad range of expertise. 

In response to the public call which was launched in March and was open until end of April, over 40 applications were received out of which 2/3 came from Industry and the remaining 1/3was received from academia/patients and national competent authorities.

 

As a result, 12-14 individuals (including industry/academia/patients plus 2 data protection officers) have been selected and will be contacted to get a confirmation about their intention of participation in the TAG.  Once confirmed the list of TAG members will be published together with the declaration of interests. 

Applicants, who were not selected, will also be contacted shorty to confirm the outcome of the selection procedure. 

 
	Raffaella Chersoni/All

	9
	Plain Language Summary Working Group 

Minutes: 

· EU Commission guideline and template for lay summaries and which was due mid-2017. (Post Meeting Note:  Raffaella Chersoni informed the Community that the EU Commission guideline “Summary Results for Layperson” will be published the week of July 31st on the Eudralex Vol 10 website)
· Analysis of gaps in the current guidance that has been given from TransCelerate and MRCT.
· Also looking at emerging requirements for Plain Language Summaries. 
· Still meeting with some of the individualized work streams
 
	Renee Entzminger

	10
	Policy 0070 Working Group

Minutes: 

· July call is scheduled for 20 July 2017. 
· The following work streams have been proposed: 1) EMA Policy 0070 and external guidance interpretation and redaction of PPI and PPTs; 2) Anonymizations techniques: benefits and disadvantages of methodology; 3) Risk assessment: qualitative and quantitative; 4) Other policies, guidance on privacy protection, EMA Policy 0043 and Article 29 guidance; 5) EMA Policy 0070 Phase 2.

	Shalini Dwivedi

	11
	Member Topics/Survey
Minutes: 
· A survey was sent out to the community to increase engagement from the community.

· There are 3 questions on what are the topics or questions that you would like to follow up. 
	Erik Lakes

	12
	Upcoming Disclosure/Transparency Meetings

· 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
· DIA Clinical Trial Regulation Conference, 5-6 December 2017, London, UK
· DIA Clinical Data Publication: Evolving from Policy 0070, 6-7 December 2017, London, UK
· DIA EuroMeeting 17-19 April, 2018, Basel, Switzerland 
	

	
	Next Community Call is scheduled for 8 August 
	---


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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