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	Terms of Reference

	The subcommittee on Regulatory Affairs will review, comment upon and seek to influence the development of regulatory requirements, guidelines and other documents concerning the scientific aspects of data generation, collection, management, analysis, and reporting. In general, the subcommittee will seek out and handle all regulatory issues in the name of the Society with the approval of the President or in his/her absence, the Vice-President.

	Report

	· SiRA Subcommittee (Sc) membership is twelve and has remained stable since the last annual report. 
· SiRA Sc members’ meeting was held during the Birmingham ISCB Conference (2016) with 6 (50%) of members present and minutes of the meeting were sent to the ISCB ExCom. 
· Follow-up from the Birmingham ISCB poster (2016) on Statistics in Regulatory Affairs Wikipedia Project:
· Subsequent to the SiRA Sc presentation of a poster on the Wikipedia Project at last year’s ISCB conference, a manuscript about the project was submitted in December 2016 to the Biometrical Journal Proceedings of the ISCB conference. 
· The journal reviewers recommended that the paper was better suited to Pharmaceutical Statistics (PSt) journal. Hence, the manuscript has been revised and will be submitted to PSt in June 2017. 
· A six-month free open-access to the publication has been negotiated with Wiley publishers. 
· SiRA Sc commented on two regulatory guidelines and collection of ISCB comments on a third guideline is in progress: 
· Comments on the draft guideline “Evaluation of anti-cancer medicinal products in man” were submitted to the EMA on 14 September 2016 by HCB. The ISCB response was enthusiastic as many comments were received from seven members (see names and affiliations in Appendix 1). This was not strictly a statistical guidance and required at lot of effort for compiling and consolidating the comments. Hence, SiRA Sc needs to be cautious in selecting guidelines for commenting in the future, so that disease-specific guidelines can be excluded from ISCB comments according to a long-standing understanding within the Sc.
· Comments on the draft “ICH guideline E17 on general principles for planning and design of multi-regional clinical trials - Step 2b” were submitted by HCB to the EMA on 27 January 2017. Comments were received from three ISCB members (see names and affiliations in Appendix 1).
· The draft EMA “Guideline on multiplicity issues in clinical trials” was circulated to ISCB by HCB for comments that are due by 30 May 2017. The closing date for submission to the EMA is 30 June 2017. Four members have commented to date (see names and affiliations in Appendix 1).
· SiRA Sc held a Conference Call on 14 November 2016 using the Free Conference Call service: 
· The Agenda was prepared by NC and Minutes by HCB. 
· Although only a few Sc members could attend, the meeting was productive. 
· The main item for discussion was the Wikipedia project (i.e. an Outline for the Wikipedia Article, finding a Wikipedian to write the Article in Wikipedia and obtaining funding for the service). 
· Drafting a manuscript for Biometrical journal about the Wikipedia project was suggestion by CG.
· An Abstract for a poster presentation at the Vigo ISCB 2017 was discussed. 
· Implementation of SiRA Article and List in Wikipedia. 

· As no source of funding could be secured, HCB did the writing of the Article in Wikipedia using the Outline as a basis and followed the Article through to its “acceptation” in Q1-2017. 
· Three SC members have worked on the List of SiRA guidances in Wikipedia. JVT initiated the List in 2016 and it has been updated by HCB and SK in 2017. 
· Recently a User Guide for editing the Article and the List has been drafted by HCB, JVTM and SK and it is currently being tested by the SiRA Sc members.
· Dissemination of the Wikipedia project is planned after the publication of the above-mentioned paper. An updated list of links with other societies was obtained from the ISCB permanent office for this purpose.
· An Abstract for a poster presentation at the Vigo ISCB Conference was submitted and it was accepted.

· A short article about the Wikipedia Project was submitted for the mid-year ISCB Newsletter. 

Appendix 1: List of ISCB members who commented on the circulated guidelines

Guideline

ISCB Member’s name
Affiliation
EMA guideline on “Evaluation of anti-cancer medicinal products in man”
Christos Nakas

Univ. of Bern (CH) and Univ. Thessaly (GR)
Ian White

MRC Biostatistics Unit (UK)
Jonathan Siegel

Bayer Healthcare Pharma. Inc. (USA)
Milan Joshi

(Not given)
Ralf Bender

Institute for Quality and Efficiency in Health Care (IQWiG) (DE)
Sorana D. Bolboacăr

Iuliu Haţieganu University of Medicine and Pharmacy Cluj-Napoca (RO)
SPS

Swedish Pharmaceutical Society-Section for Clinical Trials (SWE)
ICH guideline E17 on “General principles for planning and design of multi-regional clinical trials - Step 2b”
Christos Nakas

Univ. of Bern (CH) and Univ. Thessaly (GR)
Juan V. Torres
Syntax for Science (ES)
Ralf Bender

Institute for Quality and Efficiency in Health Care (IQWiG) (DE)
EMA guideline on “Multiplicity issues in clinical trials”
Christoffer I. Oslen 
Oslo University Hospital (NOR)
Jorgen Hilden

University of Copenhagen (DK)

Nicolas Meyer 

CHU (University Hospital Centre) of Strasbourg (FR)

Ralf Bender

Institute for Quality and Efficiency in Health Care (IQWiG) (DE)
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