DEPARTMENT OF HEALTH AND HUMAN SERVI CES

Food and Drug Adni nistration

[ Docket No. 2003N-0384]

Hof f mann- La Roche, Inc.; Wthdrawal of Approval of a New Drug
Appl i cation

AGENCY: Food and Drug Adm nistration, HHS.

ACTI ON:  Noti ce.

SUMVARY: The Food and Drug Adm nistration (FDA) is

wi t hdrawi ng approval of a new drug application (NDA) for

TEG SON (etretinate) Capsul es held by Hof fmann-La Roche, Inc.,
340 Kingsland St., Nutley, NJ 07110. Hoffmann-La Roche has
requested that approval of this application be wthdrawn
because the product is no |onger marketed, thereby waiving its
opportunity for a hearing.

DATES: Effective [Insert date of publication in the FEDERAL

REG STER] .
FOR FURTHER | NFORMATI ON CONTACT:

Fl orine P. Purdie,

Center for Drug Evaluation and Research (HFD- 7),
Food and Drug Admi nistration,

5600 Fi shers Lane,

Rockville, NMD 20857,

301- 594-2041.



SUPPLEMENTARY | NFORMATION: In a letter dated Septenber 23,
1999, Hof f mann-La Roche requested that FDA wi t hdraw approval

of NDA
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19-369 for TEGQ SON (etretinate) Capsules, stating that it had
di sconti nued nmarketing the product. The letter also stated
t hat TEG SON had been replaced by NDA 19-821 for SORI ATANE
(acitetrin) and that TEG SON was not w thdrawn for safety
reasons. In FDA's acknow edgnent |etter of Decenmber 30, 2002,
t he agency informed Hof fmann-La Roche that TEGQ SON
(etretinate) Capsules, a treatnment for psoriasis, was renoved
fromthe market, under § 314.150(d) (21 CFR 314.150(d)),
because it poses a greater risk of birth defects than
SORI ATANE (acitretin), the product that replaced TEG SON.
Acitretin, the active nmetabolite of etretinate, has a nuch
shorter half-life than etretinate. Thus, acitretin poses a
ri sk of serious birth defects for a shorter period of tine
than etretinate after a woman stops taking the drug product.
Hof f mann- La Roche wai ved its opportunity for a hearing,
provi ded under 8§ 314.150(a) and (b).

Therefore, under section 505(e) of the Federal Food,
Drug, and Cosnetic Act (the act) (21 U . S.C. 355(e)) and under
authority delegated to the Director, Center for Drug
Eval uati on and Research (21 CFR 5.105(a)), approval of NDA 19-
369, and all anmendnents and suppl enments thereto, is hereby

wi thdrawn, effective [insert date of publication in the

FEDERAL REG STER] .
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Distribution of this product in interstate commerce w thout an



approved application is illegal and subject to regulatory
action (see sections 505(a) and 301(d) of the act (21 U S.C

355(a) and 331(d)).

Dat ed:






