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| SUITABILITY PETITION R -_:f}f T Tl
-L-‘fPursuant to 21 CFR 10.20 and 10. 30, Vlntage Pharmaceuticals is subm|ttmg this. petltlon -

under Section-505()(2)(C) of the Federal Food Drug and Cosmetic Act to request that . .. 7= 7+ s
--the Commlssmner of the Food and Drug Admml _;en make a determlna_tron and S

':_";_'"Oxycodone Hydrochlertde Caps

%Qf's 5mg
o A Actlon Requested

The Petitioner requests that the Qomm.ls-sloner of the Food :and::'Dru_g Admi:ntstrat'ro_n o
declare that Oxycodone Hydrochloride Capsules, 5 mg be determined suitable for -
- -submission under an ANDA. The marketéd drug prodtict upon-which this petitiondis™ - .. ..~
- based is Oxycodone Hydrochlonde Tablets USP 5 mgapproved under ANDA: 77-290 R R P
*(KVPhannaceutrcaJs) ) . B

~ - Séction 505()(2}(C) of the Federal Food; Drug and Cosmetic Act provides forthe. - =i & 7
_. submission-of an Abbreviated New: Drug Application for-a drug productthathasa ... =~
- different - dosage form than the reference listed product provided that the FDA has N
approved a suztablhty petrt:on propemng euch an apphcat:on e L

S 0 otic ne l-tyﬁtrechlonde Tablets USP 5 mg are marketed by KVPharmaceutlealsf
' '_'i'under ANDA 77-290 for oral administration as a narcotic analgesic for the treatment of
};moderate to severe pain.. In support of this, a copy is provided of the. applicable page .
- “fromthe FDA’s electronic Approved Drug Products with Therapeutic:Equivalence
. -Evaluations, glso known as the Orange Book (Attachment 1). The drug.product -
s _';.prepesed in thls petttlon is: Oxycedone Hydrochl ezCapsuI -; 5 mg Oxycodene has

= 'tablet dosage form. Oxycodone has also been marketed m the oral capsule desage

form in combination With acetammephen Thus an-oral capsule dosage form containing

- oxycodone hydrochioride has already Been approved by the Agency. -The single active
17" “ingredient capsule drug product proposed in this petition: would be bleequwaient to the
R 3RLD product Oxycodone Hydrochloride Tablets USP 5 mg : 3
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Oxycodone hydrochloride active drug substance and oxycodone hydrochloride single
active ingredient tablets are currently listed in the USP, having official drug monographs
(Attachment 2). The 5 mg tablet and 5 mg capsule products will have the same active
ingredient, and will only differ in their dosage form, tablet versus capsule. Both drug
products are immediate release oral dosage forms. Oxycodone hydrochloride after oral
administration has high oral bioavailability when compared to other orally administered
narcotic drug products. (Attachment 3).

The active ingredient, oxycodone hydrochloride, is a semi-synthetic narcotic with -
multiple actions qualitatively similar to those of morphine for the treatment of moderate
to severe pain. The capsule will provide the prescribing physician with an alternate
dosage form for those patients having difficulty swallowing tablets. In addition, the low
strength capsule, like the tablet, will provide for individual low dose titration when needed
to adjust treatment of moderate to severe pain symptoms.

The proposed drug product will meet the current bioequivalence requirements under
Section 505()(2)(A)iv) of the Act, and will have the same therapeutic effect as the listed
drug products when administered for use as indicated in the approved product labeling.
The labeling of the proposed drug product will be identical to the reference listed drug
product with the exception of company name, product description and how supplied
information. A package insert for the reference listed product is attached (Attachment
3).

Therefore, the petitioner requests that the Commissioner find that a change in dosage
form of Oxycodone Hydrochloride Tablets, 5 mg to Oxycodone Hydrochloride Capsules,
5myg, with no change in route of administration, should raise no questions with regard to
safety or efficacy and the FDA should approve this Suitability Petition.

C. Pediatric Use Information
We request a waiver from the Pediatric Research Equity Act of 2003 (PREA) for this new
capsule dosage form of Oxycodone Hydrochloride 5 mg because it does not change the
assessment of safety or effectiveness of the drug for the claimed indications. The drug
product does not represent a meaningful therapeutic benefit over existing therapies for
pediatric patients.
D. Environmental Impact

This action is categorically excluded from the requirement to submit an environmental
assessment report under 21 CFR 25.31.

E. Economic iImpact

The petitioner does not believe this is applicable, but will provide such an analysis if
requested by the Agency.
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F. Certification

The undersigned certifies that to the best of its knowledge and belief, this petition
includes all the information and views upon which the petition relies, and that it includes
representative data and information available to the petitioner which are unfavorable to
the petition.

Sincerely,

Aﬁm X

Diane Servello,
Sr. Director, Regulatory Affairs

Attachments: 1. Page from Electronic Orange Book

2. USP monographs for Drug Substance and Drug Product
3. Package insert for marketed product
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After printing this label:
1. Use the 'Print’ button on this page to print your label to your taser or inkjet printer.

2. Fold the printed page along the horizontal line.

3. Place label in shipping pouch and affix it to your shipment so that the barcode portion of the label can be read and scanned.

Warning: Use only the printed criginal label for shipping. Using a photocopy of this label for shipping purposes is fraudulent and could
result in additional billing charges, along with the cancellation of your FedEx account number,

Use of this system constitutes your agreement to the service conditions in the current FedEx Service Guide, available on fedex.com.FedEx will not be
responsible for any claim in excess of $100 per package, whether the result of loss, damage, delay, non-delivery, misdelivery,or misinfermation, unless
you declare a higher value, pay an additional charge, document your actual foss and file a timely claim Limitations found in the current FedEx Service
Guide apply. Your right to recover from FedEx for any loss, including intrinsic valueof the package, loss of sales, income interest, profit, attorney's fees,
costs, and other forms of damage whether direct, incidental,consequential, or special is limited to the greater of $100 or the authorized declared valus.
Recovery cannot exceed actual documented foss.Maximum for items of extraordinary value is $500, e.g. jeweiry, precious metals, negoettable
instruments and other items listed in our ServiceGuide. Written claims must be filed within strict time limits, see current FedEx Service Guide.

https://www.fedex.com/shipping/html/en//PrintIFrame.html 11/14/2008



