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THE BUSINESS E-NEWSLETTER FOR EUROPE'S CONSUMER HEALTHCARE INDUSTRY

22 January 2010 Issue 345

Reguiatary Afairs

Europe looks into bufexamac safety

about allergic contact reactions have prompted Europe’s Com-
ittee for Medicmal Products for Human Use (CHMP) to start a safety
review of topical medicimes containing the active mgredient bufexamac.

The move comes soon after Germany s federal institute for drogs and med-
ical devices, BEArM, proposed withdrawmg haemorrhoid reatments and der-
matological medicines containing bufexamac (OTC bullefin, 18 December
2009, page 13).

Europe’s CHMP said it would assess the benefit-nsk balance of the non-
steroidal anti-inflammatory drug, and recommend whether its marketing
authorisations should be mamtained, changed, suspended or revoked. Bufexa-
mac has non-presenption status n many countries for treating dermatologi-
cal and proctological diseases.

The CHMP’s safety review was riggered by Germany under Article 107(2)
of European Directive 2001/83/EC as amended.

Germany"s BfArM gave companies until mid-January to respond to its
proposal. Several well-known OTC haemorrhoid treatments in Germany —
mcluding Nycomed's Faktu Akut, Stada’s Mastu Akut and Dr Mann’s Rec-
tosellan — contain bufexamac.

BfAM said several publications and spontaneous reports of allergic reac-
tions upon contact had led the regulatory agency to the conclusion that
bufexamac had a negative risk-benefit profile.

Moting that it had started assessing bufexamac in 2002, the agency said it
plannad to revoke licences for all medicines containing the active ingredient
that had dermatological or proctological indications, such as eczema, chronic
dermatitis and anal fissures.

In particular, BfATM pointed to 443 reports on adverse bufexamac reac-
tions detailed in its database as of 30 September 2009. The majority of
these reports, it added, concerned allergic skin reactions.

Furthermore, BfATM said a scientific review had found that “the efficacy
of medicines contaming bufexamac m the given mdications has not been ade-
guately proven”. The agency maintained that corticosteroids with better side-
effect profiles offered suitable altematives to bufexamac.
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