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The Coundil for International Organizations of Medical
Sciences announces the publication of Developmentand
Rational Use of Standardised MedDRA Queries (SMQs):
Retrieving Adverse Drug Reactions with MedDRA.

The Medical Dictionary for Requlatory Activities (MedDRA)
has been developed by the International Conference on
Harmonisation (ICH) and is being implemented worldwide
by drug regulatory authorities, the pharmaceutical and
biotechnology industry, and academia for coding, reporting,
analysing, and communicating regulatory and drug safety
information.
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The size and complexity of MedDRA terminology carried the
risk that different users may select differing sets of terms
while trying to retrieve cases relative to the same drug
safety problem, Ithas also been stressed that the active
participation of drug regulatory authorities in the
preparation of search queries is essential for their
subsequent acceptance of search results and thatthereisa
need to agree upon how the search results should be
presented using a spedially designed template.

This book has been prepared by the CIOMS Working Group
on Standardised MedDRA Queries (SMQs). The process for
the preparation of the book involved all key stakeholders.
Its aim is to brief drug requlatory authorities, scientific
institutions, and pharmaceutical companies worldwide
about the development, purpose, and appropriate use of
SMQs in drug surveillance,
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