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C DEPARTMENT OF HEALTH & HUMAN SERVICES " Public Health Service

Food and Drug Admmlstratlon
. Rockvnlfe MD 20857 o

URE Mutual
Attention: Robert Dettery
1100 Orthodox Street
Philadelphia, PA 19124

Dear Mr. Dettel’y: - v C b e E 7“ Ly i’,:;:ir:‘ «*:*\ N \ ‘ *k e

This is in response to your petition filed on June 3, 2003, fequesting permission to filéan =~~~
Abbreviated New Drug Apphcatmn (ANDA,) for the followmg drug products: Propranolol
Hydrochloride Extended-Release Tablets, 60 mg, 80 mg, 120 mg, and 160 mg. The listed drug
products to which you refer in your petition are Inderal® LA (Propranolol Hydrochlorde)
Extended-Release (Long-Acting) Capsules, 60 mg, 80 mg, 120 mg and 160 m approved under
NDA 18-553 held by Wyeth Pharmaceuticals, Inc. \ R
Your request involves a change in dosage form from that of the hsted drug products (i.e., from
extended-release capsules to extended-release tablets). The change you request is the type of
change that is authorized under the Federal Food Drug, and Cosmet1c Act (Act)

We have reviewed your petition under Sectton 5 05 ())(2)(C) of the Act and have determmed that
it is approved. This letter represents the Food and Drug Administration's (FDA) determ1nat10n
that an ANDA may be submltted for the above referenced drug products

Under Section 505(G)(2)(C)(1) of the Act, the FDA must approve a pet1t10n seekmg a dosage form/: ‘
that differs from the dosage form of the listed drug product unless it finds that 1nvest1gat10ns /
must be conducted to show the safety and effectrveness of the dlffermg dosage form.

The FDA finds that the change in dosage form for the spe01ﬁc propos d drug produc does not
pose questions of safety or effectiveness because the. uses, dose, and route of administration of

the proposed drug products are the same as that of the hsted drug products.. ‘The FDA concludes o
therefore, that investigations are not necessary in this instance. In addition, if shown to meet.
bioavailability requirements, the proposed drug products can be expected to have the same B
therapeutic effect as the hsted reference drug products T promEREE R

The approval of this pet1t10n to allow an ANDA 'to be submltted for the above-referenced drug B
products does not mean that the FDA has determined that an ANDA w111 be approved forthe

drug products. The determination of whether an ANDA W111 be approved is not made untll the
ANDA 1tse1f is submrtted and rev1ewed by the FDA
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Food and Drug Admlmstratron (FDA) did not have the authorlty to issue the Pedratnc Rule and
enjoined FDA from enforcing it. (Civil Action 00- 02898(HHK) The government has decided
not to appeal the decision; however, intervenors in the case have appeaTed Because FDA is
currently enjoined from enforcing the Pediatric Rule, you are under 1o obligation to conduct
pediatric studies on your petitioned drug product at this time. Please be aware that if the decision
to invalidate the Pediatric Rule is not upheld on appeal, an Abbreviated New Drug Apphoauon
(ANDA), submitted under an ANDA su1tab1hty petition®, may be subject to the requirements of
the Pediatric Rule in the future If the Pediatric Rule is remstated andypedlatnc clinical studies
are required for this produot in the future you will be notified as soon as possible. Under those
circumstances, the petitioned product may not be ehglble for approval under the ANDA approval
authorities. : s ETT e T T

To permit review of your ANDA submission, you must submit all information required under
Sections 505(j)(2)(A) and (B) of the Act. To be approved, the drug products will, among other
things, be required to meet current bioavailability requirements under Section 505()(2)(A)(iv) of
the Act. We suggest that you submit your protocol for the drug products to the Office of Generic
Drugs, Division of Broequrvalenoe prror to the submission of your ANDA. During the review of -
your application, the FDA may requlre the submrssron of add1t10na1 1nformatron

The listed drug products to which you refer in your ANDA must be the ones upon which’ you
based this petition. In addition, you should refer in your ANDA to the appropriate petition

docket number cited above, and include a copy of this letter in the ANDA subm1ss1on Please
note that once an application is approved for a drug product that is the same as the subj ect of this
petition, that drug product will be a listed drug Thereafter the petltlon may not be utrhzed as the
basis for submlssron ofan ANDA S e o

1 The Pediatric Rule (rule) is codified at 21 CFR 314. 55/21 CFR 601 27 y
2 An ANDA suitability petition is 2 petition submitted pursuant Section 505(_))(2)(C) of the Federal Food, Drug,
and Cosmetic Act requesting permission to submit an y ANDA for anew drug “which has a different active ingredient,
or whose route of admlmstratlon dosage form, or strength differ from that of the. hsted drug Also see 21 CFR. §

. 314.93. et e T AR Lt bl et
3 While it was in effect, the Pediatric Rule requlred that all apphcatlons for new actlve mgredlents new dosage
forms, new indications, new routes of administration, and new dosing regimens must contain an assessment of the
safety and effectiveness of the product in ped:ratrlc patrents unless this requlrement 1s walved or deferred (21 CFR
314. 55) :
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A copy of this letter approving your petition will be placed on ﬁpubhc d1splay in the Dockets” o
Management Branch, Room 1061, Mail Stop HFA-305, 5630 Fishers Lane Rockville, MD

120852, . T ‘;f:f\ffilfi;\ﬁ.’ Gy B L e "f‘:‘:iﬁ BRI
N - . - a, ) Slncerely yours M CUV TR e n D e G R e AN V :,’: . ?,_‘« 1: :m ol <\» e e ‘ . "
~~ Gary]J. Buchler a o S -

.. Director : , A ;
, T -~ Office of Generlc Drugs /
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