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INTERNATIONAL CONFERENCE ON HARMONISATION OF TECHNICAL
REQUIREMENTS FOR REGISTRATION OF PHARMACEUTICALS FOR HUMAN USE
F

Ref: MedDRA 104
sent by e-mail and mail

Mr. Cornelis Brekelmans

Current Chair of Global Harmonization Task Force (GHTF)
Head of Unit

Pressure Equipment, Medical Devices, Metrology
Directorate-General Enterprise

European Commission

Rue de la Science 15

SC 153/156

1049 Brussels

Belgium

E-mail: entr-chair-ghtf@cec.eu.int

18 February 2005

Dear Mr. Brekelmans,

The Medical Dictionary for Regulatory Activities (MedDRA) terminology is used by
the biopharmaceutical industry and regulators of the European Union, Japan and the
United States for reporting drug adverse events and related product safety information.
Currently, MedDRA has a limited number of medical device-related terms. Within the
past year, many of the users of MedDRA have asked for additional device-related
terms to be added to MedDRA. This appears to be attributable primarily to the
increasing development of drug-device combination products.

As MedDRA is now the standard for regulatory reporting for biopharmaceuticals and
given the increase of combination products, the MedDRA. Management Board (which
oversees the maintenance and development of MedDRA) considers that further
development of MedDRA to meet the needs of the industry will be a benefit to public
health. The MedDRA Management Board is aware that the GHTF is reviewing
current adverse event reporting, post-market surveillance and other forms of vigilance
for medical devices. The MedDRA MSSO (the organization that maintains MedDRA
and reports to the MedDRA Management Board) has had some informal contact with a
member of the GHTF Study Group 2 regarding the efforts with ISO/TC210 to develop
a standardized list of medical device adverse events.

ICH Secretariat, /o IFPMA, 30 rue de St.-Jean, P.O. Box 758, 1211 Geneva 13, Switzerland
Telephone: +41 (22) 338 32 06 Telefax: +41(22) 3383230
E-mail ; admin@ich.org Web site : hitp:/fwww.ich.org



We would like to ensure that our efforts to develop MedDRA to support medical
device reporting are not in conflict with any efforts of the GHTF. To this end, we
would like to propose to meet with the appropriate GHTF personnel to discuss our
medical device development plans for MedDRA. . We would be most grateful if you
could indicate the most appropriate contact within the GHTF.

Please contact me at your convenience to answer any questions you may have and to
identify potential dates and times for a meeting.

Sincerely,

Dr. Odette Morin
Director, Regulatory & Scientific Affairs
The ICH Secretariat

Cc: Dr. Ronda Balham, Permanent Secretary of GHTF, Fax: 301 443 8818,

email: ghtfi@cdrh.fda.gov
Kim Dix , Chair of GHTF Study Group 2, Fax: 613-954-0941,

email: kim_dix@hc-sc.gc.ca
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