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: approved unless the Agency finds that i mvestlgatrons must be COn

effectiveness of the proposed drug products or of any of the

_administration, the dosage form, or str,ngth Whrch differ fr

" any drug with a different active ingredie
: apphcatlon

‘The Pedlatnc Research Eqmty Aot (PREA) provrdes that a pe =

safety and effectiveness of the drug or biological
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Thrs isin response to your petr‘uon ﬁled on Aprrl 13 2005 :re_ uef : ng ,enmssron to ﬁle an
Abbreviated New Drug AppllCdtlQIl (ANDA) for the followmg drug product ‘Oxycodone

 The listed drug products to which you refer in your :
] 't‘ochlonde) Tablets 15 mg and 30 mg, NDA 21 011 "

held by AAl Pharma Inc.

Smg and 30 mg tablets e
1e changes that you request
: of the Act. :

Your request involves changes n strength and dosage form (1 e, fros
to 20 mg/mL oral solution) from that of the listed drug products
are the type of changes that are author zed u:nder Sectlon 505 G

' Federal Food Drug, and e
uc:h a petition will be
to show the safety and
ngredtents the route of-

e listed drug products; or-that
lient may not be adequately evaluat d for approval as safe
and effective on the basis of the 1nform~ati” reqmred to be. submttted in an abbrevxated "

Th1s petltlon ‘was rev1ewed pursuant 0 Sectton 505 (])(2}((3)"
Cosmetic Act (Act) Under Section 505(])(2)(C)(1) and (11) of th

supplement under sectlon 505 fora new actwe 1ngred1ent n
dosing regimen, or new route of admm

relevant pediatric subpopulatzons and to support dosmg and "

waived. 21 U.S.C. 355c. Ifa change proposed in a suttabtl" on nggers the need for
pedlatne clinical studies under PREA and those studies are ed he proposed product will
not be ehglble to be approved in an ANDA and the sultablhty pen‘_/ n 2 ust be demed ‘

Because you are s_eekmg a .change n dosaoe;form thxs proposed drug pr oduct trlggers PREA.

The Agency has determined that under PRE. pedlatne clinical trials are requn'ed The Agency
- disagrees with your contention that t;, e dro

uld not replesent a meaningful therapeutrc benefit
over ex1st1ng theraptes or that it is unhkely to be used n substantlal numbers in the pedtatrtc




o listed below Ifthere is additional inforr

he PREA_;reqmrement for pedxatrxc studles should be

algesic 1 roducts with appropriate labeling be made
: 'there is mcreasmg evidence that 111adequately
treated pain in ch11dren can have 31g1 ficant long~term sequelae Although pedlatnc patients may
be more susceptxble to the effects of vopwxds than adults and respi depressmn may be :
partlculaﬂy clinically important in this
population. In arguing that the ~p,,ed§f dc'stuches reqmrement

- be waived, you list five theraples as eV1dence that. multlple alt
pediatric patients. However, not all of the erapies listed h
not all therap1es are equally tolerated and rotatlon among se
the. course of paln management : :

patient population arid that therefore t
'wa;wed It is xmportant that effe ivi

Th1s pe’atmn 1S bemg denied because cli
 the requested changes to the dmg pred
- requirement under PREA has been der

- Anesthetics, and Rheumatology Pm, Ct
' product under Sectlon 505(b) of the Af Y

If you d1sagree with our detenmnauong cone:
~ submitted, you may seek a reconsidera « du
CFR 10. 33. Requests for reconmderat onnatlon contamed in
your ongmal petition and must be submltted m accordance Wil Sectlen 10 20 m the
format outlined in Section 10.33 and no la of the
Petitions for recon31derat1on should be fi

that you would like the Agency to cons 1der‘ you shouIdfsubmi
necessary mformatwn to the Dockets _Manavement Branch

E Management Branch, Room 1061
20852. : e

Director
 Office of Gen 3 ’
e 'Ceﬂt@f fOr Drug Evalum ion vand Research




