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Lachman Consultant Services, Inc. AtflG 1
Attention: Gordon R. Johnston ’
1600 Stewart Avenue

Westbury, NY 11590
Docket No. 03P-0082/CP1
Dear Mr. Johnston:

This is in response to your petition filed on March 4, 2003, requesting permission to file an
Abbreviated New Drug Application (ANDA) for the following drug product: Ursodiol Oral
Suspension, 100 mg/5 mL (i.e., 20 mg/mL). The listed drug product to which you refer in your
petition is Actigall® (Ursodlol) Capsules 300 mg, approved under NDA 19-594 held by Watson{
Pharmaceuticals, Inc..

Your request involves a change in strength (i.e., a new lower strength, from 300 mg capsules to
100 mg/5 mL (i.e., 20 mg/mL) and a change in dosage form (from capsules to suspensron) from
that of the listed drug product. The changes you request are the types of changes that are
authorized under the Federal Food, Drug, and Cosmetic Act (Act) (

We have reviewed your petition under Section 505 MHRYC) of the Act and have determined that
it is approved. This letter represents the Food and Drug Administration's (FDA) determrnatron
that an ANDA may be submitted for the above-referenced drug product.

Under Section 505(G)2)(C)(i) of the Act, the FDA must approve a petmon seekmg a strength and
dosage form that differs from the strength and dosage form of the listed drug product unless it
finds that investigations must be conducted to show the safety and effectiveness of the drfferlng '
strength and dosage form.

The FDA finds that the changes in strength and dosage form for the spec1ﬁc proposed drug
product does not pose questions of safety or effectrveness because the uses, dose, and route of
administration of the proposed drug product is the same as that of the listed drug product The
FDA concludes, therefore, that investigations are not necessary in this instance. In addition, if
shown to meet bioavailability requirements, the proposed drug product can be expected to have
the same therapeutlc effect as the hsted reference drug product ’

The approval of this petition to allow an ANDA to be submitted for the above referenced drug
product does not mean that the FDA has determined that an ANDA will be approved for the drug
product. The determination of whether an ANDA W111 be approved is not made unt11 the ANDA
itself is submitted and rev1ewed by the FDA ’
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Lachman Consultant Services Inc.

Ursodiol Oral Suspension, 20 mg/ml. =

On October 17, 2002, the United States District Court for the District of Columbia ruled that the
Food and Drug Administration (FDA) did not have the aufﬁori‘tyto issue the Pediatric Rule and
enjoined FDA from enforcmg it. (C1v11 Action 00- 02898(HHK) The government has demded
not to appeal the decision; however, intervenors in the case have appearea Because FDA is
currently enjoined from enforcing the Pediatric Rule, you are under no obhgatron 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

application (ANDA) submitted under an ANDA surtablhty petition” may be subject to the

requirements of the Pediatric Rule in the future.’ If the Pedlamc Rule is reinstated a auu Pcummb

chmcal studies are required for this product in the future, you will be nottﬁed as soon as possible.
Under those circumstances, the petrtroned product may not be eligible for approval under the
ANDA approval authorities.

To permit review of your ANDA submission, you must submit all mforma‘uon requlred “under
Sections 505()(2)(A) and (B) of the Act. To be approved, the drug product w111 among other
things, be required to meet current bioavailability requirements under Section 5 OSQ)(2)(A)(1V) of
the Act. We suggest that you submit your protocol for this drug product to the Office of Genenc

Drugs, Division of Bioequivalence, prior to the submission of your ANDA. During the rev1ew of -

your application, the FDA may require the submission of addltlonal 1nformat10n

The listed drug product to which you refer in your, ANDA must be the one upon whrch you based
this petition. In addition, you should refer in your ANDA to the approprrate petition docket
number cited above, and include a copy of this letter in the ANDA submission. Please note that
once an application is approved for a drug product that is the same drug product that is the

subject of this petition, then that drug product will be a hsted drug Thereafter the petltron may
not be utilized as the basis for submission of an ANDA

I P

1 The Pediatric Rule (rule) is codified at 21 CFR 314.55/21 CFR 601.27.

2 An ANDA suitability petition is a petition submitted pursuant to Sectlon 505(_])(2)(C) of the Federal Food Drug, N
and Cosmetic Act requesting permission to submit an ANDA for a new drug which has a different act1ve mgredlent
or whose route of administration, dosage form, or strength differ from that of the listéd drug. Also see 21 C FRS§
314.93.

3 While it was in effect, the Pediatric Rule required that all apphcatlons for new actlve mgredlents new dosage :
forms, new indications, new routes of administration, and new dosing regimens must contam an assessment of the
safety and effectiveness of the product in pediatric patients unless this requirement is waived or deferred (21 CFR
314.55).
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Ursodiol Oral Suspension, 20 mg/mL §

A copy of this letter approving your petition will be placed on public dlsplay in the Dockets
Management Branch, Room 1061, Mail Stop HFA-305, 5630 Flshers Lane, Rockvﬂle MD
20852.

Sincerely yours,

Gary J. Buehler

Director
Office of Generic Drugs , ?
Center for Drug Evaluatelevn and Research )
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