ICH MedDRA Management Board

The ICH MedDRA Management Board is appointed by the ICH Steering Committee to oversee all activities related to MedDRA, including the operations of the MSSO. The Board reflects the membership of the ICH Steering Committee, and includes representatives of the regulatory authorities and research-based industry of Europe, Japan, and the United States, as well as Health Canada, the UK Medicines and Healthcare products Regulatory Agency (MHRA), and the World Health Organisation (WHO). The International Federation of Pharmaceutical Manufacturers and Associations (IFPMA) chairs the Board and owns MedDRA in its capacity as trustee of the ICH Steering Committee.

ICH MedDRA Advisory Panel on Standardised MedDRA Queries (SMQs)
The ICH MedDRA Advisory Panel on Standardised MedDRA Queries (SMQs) was established by the International Conference on Harmonisation (ICH) in collaboration with CIOMS (Council for International Organizations of Medical Sciences). Along with CIOMS, the Panel advises the ICH MedDRA Management Board (Board) on matters related to the development and maintenance of SMQs. The Panel also provides its recommendation to the Board to authorize the MSSO to release each new SMQ to MedDRA subscribers. Members of the Panel are appointed by the Board and include representatives from the regulatory authorities and research-based industry of Europe, Japan, and the United States, as well as Health Canada, the UK Medicines and Healthcare products Regulatory Agency (MHRA), and the World Health Organization (WHO).

CIOMS Working Group on SMQs

SMQs arose out of a recognized need of the MedDRA user community for standard tools to assist in the identification and retrieval of safety data. The original MedDRA Special Search Categories (SSCs) were intended for a similar purpose, but after several years of MedDRA use, the biopharmaceutical community (regulators and industry) concluded that these tools did not adequately address the need. 

In response, the MedDRA Maintenance and Support Services Organization (MSSO), in early 2002, began to develop MedDRA Analytical Groupings (MAGs). MAGs were defined as collections of terms from any level of the MedDRA hierarchy (except, in general, LLTs) and from any, several, or all MedDRA SOCs that relate to a specific medical condition or area of interest defined by the name of the MAG. These term collections were to include signs, symptoms, physical findings, laboratory and other physiologic test data, and associated social circumstances that relate to the medical condition or area of interest. 

At the same time that MAGs were being developed at the MSSO, an independent initiative by the Council for International Organizations of Medical Sciences (CIOMS) was started to address the need for special queries/groupings using MedDRA-coded data; their groupings were called Standardised Search Queries (SSQs). It was clear that the concepts of MAGs and SSQs were quite similar to one another and were both intended to fulfill the perceived need for a retrieval tool to accompany MedDRA. Thus, CIOMS and the MSSO agreed that it was in the user community’s best interest for the CIOMS Working Group and the MSSO to combine their efforts in developing a single tool. To recognize the joint effort, the former “MAG” and “SSQ” designations were dropped and, beginning in 2003, the consolidated effort to develop Standardised MedDRA Queries (SMQ) was continued by CIOMS under a Memorandum of Understanding with the International Federation of Pharmaceutical Manufacturers and Associations (IFPMA) in its capacity as trustee of the ICH Steering Committee and MedDRA Management Board (Board). 
CIOMS established a Working Group (WG) on development and application of SMQs, which is composed of senior scientists from several drug regulatory authorities, the biopharmaceutical industry, the MSSO, the Japanese Maintenance Organisation, the World Health Organisation, and other stakeholders. The CIOMS WG designed and adopted a process for facilitating a consistent and uniform approach to SMQ development, documentation, and subsequent testing by the CIOMS WG. The process, which was endorsed by the Board, is described in the report of the CIOMS WG, “SMQs Development and Rational Use of Standardised MedDRA Queries (SMQs) – Retrieving Adverse Drug Reactions with MedDRA,” which was published in 2004. 

The CIOMS WG is accountable to the Board through the ICH MedDRA Advisory Panel.
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