Ref: MedDRA 62 Annex 4

MSSO Written Comments to the FDA’s Proposed SADR Rule

The MedDRA Maintenance and Support Services Organization (MSSO) supports the FDA’s proposal to use MedDRA® (Medical Dictionary for Regulatory Activities) as a single terminology internationally for coding post-marketing safety reports as discussed in the “Safety Reporting Requirements for Human Drug and Biological Products: Proposed Rule”.  The MSSO has worked to continue to develop and maintain MedDRA in coordination with the ICH regulators and the pharmaceutical industry.  We believe that MedDRA has made a significant step forward for harmonization of safety reporting and for improving the quality of data available for safety analysis.  MedDRA is a mature terminology and has been adopted by the pharmaceutical industry as a standard for post-marketing reporting as well as for clinical trial reporting.  

The MSSO also recognizes that the FDA has a requirement to harmonize reporting within the US Government, and specifically, within the agencies encompassed by the Department of Health and Human Services.  The Systemized Nomenclature of Medicine (SNOMED( CT) has been proposed as the terminology for encoding the electronic patient record as a part of a federal initiative to improve the electronic communication of patient data, especially in the context of the electronic patient record.  

However, SNOMED and MedDRA have two distinct roles as terminologies.  MedDRA was developed in a cooperative effort between the pharmaceutical industry and regulators from the US, Europe and Japan as a terminology for regulatory activities.  The medical content, structure and characteristics were developed specifically for this purpose.  MedDRA has been in use by the pharmaceutical industry and regulatory agencies in these three regions for the past six years and reflects the changes requested by the users for their own regulatory needs. 

We believe it is important to support the US government initiative to harmonize terminologies in order to both support the electronic patient record and to continue with the international harmonization of adverse event reporting.  Therefore, the MSSO supports the development of mapping between SNOMED and MedDRA, which would allow both terminologies to continue serving their distinct important functions and, when necessary, facilitate the conversion of data from one terminology to the other.  
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