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C DEPARTMENT OF HEALTH & HUMAN SERVICES _

Fautding Pharmaceutical Company o l ) T 0CT o 142[]03
Attention: Aroon D. Mankad S S
Mack-Cali Centre II ‘ T S
650 From Road, 2" Floor ’ eno L 1 i

Parasmus, NJ 07652

i Docket No 03P 0 *Q“O/CPr R
Dear Mr. Mankad: , ;
This is in response to your pet1t10n ﬁled on May 15 2003 and your amendment dated J une 27

2003, requesting permission to file an Abbrevrated New Drug Apphcatlon (ANDA) for the

following drug product: Carboplatin Inj ectron 10 mg/rnL 60 mL vials (total drug content 600

mg). The listed drug product to which you  refer in your petltlon is Paraplat1n® (Carboplatm) for

Injection, 450 mg/vial. Paraplatin® (Carboplatln) for InJectlon when 1n1ta11y diluted as

recommended in the labeling, has the same concentration of 10 mg/mL. Paraplatin®

(Carboplatin) for Injection is approved under NDA 19-880 held by Bristol-Myers Squibb and i is

available as 50 mg/vial, 150 mg/vial, and 450 mg/vral Please note that the regulatlons requlre o

that you identify a listed drug. We note that you reference the ava11ab111ty of the three v1a1 srzes R

in your petition.

Your request involves a change in strength (1 €., frorn 450 mg total drug conten to anew hrgher
strength of 600 mg total drug content) and a change in dosage form (frorn a lyophrhzed powder “
for injection to ready-to-use solution) from that of the listed drug product. The changes you \
request are the types of changes that are authonzed under the Federal Food Drug, and Cosmetrc

Act (Act). . AT o

R TR E ST R

We have reviewed your petition under Sectron 505 (])(2)(C) of the Act and have deterrmned that -

it is approved. This letter represents the Food and Drug Administration's (F DA) determrnatron T

that an ANDA may be submltted for the above-referenced drug product o o
o e St

Under Secnon 5 05(])(2)(C)(1) of the Act the FDA must approve a petrtlon seekrng a strength and o

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 effectweness of the drffermg

“strength and dosage form. S : :

; ‘;iw*—‘\ [
The FDA finds that the changes in strength and dosage form for the spec1ﬁc proposed drug
product do not pose questions of safety or effectrveness because the uses, dose, and route of =
administration of the proposed drug product are the same as that of hsted drug product The ‘
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shown to meet bloava1lab111ty requrrements the proposed dmg product can be expected to have
the same therapeutic effect as the hsted reference drug product

B l”

The approval of this petrtlon to allow an ANDA to be submrtted for the above—referenced drug
product does not mean that the FDA has determined that an ANDA' Wlll be approved for the drug

product. The determination of whether an ANDA w1ll be approved 1s not made untll the ANDA o
itself is submrtted and revrewed by the FDA : * o

For your information the listed drug product to whrch you refer is coverl d by a penod of patent

protection that appears in the Approved Drug Products Wrth Therapeu ic Equrvalence

Evaluations, 23" Edition, published by the Agency The existence of such a patent will 1 requ1re a o
certification upon submission of an ANDA for your proposed drug product and may : also affect N

the approval date of any ANDA ) 0

On October 17, 2002, the United States D1strrct Court for District o Colum" a ruled that the f

Food and Drug Administration (FDA) did not have the authorlty to issue the Pediatric Rule and”

enjoined FDA from enforcing it. (Civil Action 00- 02898(HHK) The government has decided

not to appeal the decision; however, 1ntervenors in the case have appealed Because FDA I

currently enjoined from enforcing the Pediatric’ Rule, you are under no ‘obli; gatron to conduct o

pediatric studies on your petitioned drug product at this trme Please ‘be aware that, if the

decision to invalidate the Pediatric Rule is not upheld on a peal an Abbrev1ated New Drug

Application (ANDA) submitted under an ANDA suitability petition® may be subject to the

requirements of the Pediatric Rule in the future If the Pedra ic Rule is remstated and pedratnc
~clinical studies are required for this product in the future you will'be n 1f'1ed as soon as poss1ble
Under those circumstances, the petltroned product may not be ellglble A or‘ approval under the
ANDA approval author1t1es : f ‘

1 The Pediatric Rule (rule) is codified at 21 CFR 314 55/21 CFR 601.27. R
2 An ANDA Ssuitability petition is a petition submltted pursuant to Sectlon 505(])(2)(C) of the Federal iFood Drug, T
and Cosmetic Act requesting permission to subrmt ‘an ANDA fora new clrug which hasa d1fferent act1ve ingredient, ‘

or whose route of administration, dosage form, or strengtll dlffer from fhat of the 11sted drug “Also. see 211 C FR. § ’
314.93. ' . s e
3 While it was in effect, the Pediatric Rulé required that all apphcatlons for new actxve mgredrents neW dosage
forms, new indications, new routes of adrnnnstratlon ancf new dosmg r’egunens smt& contam an assessment of the e
safety and effectiveness of the product in ped1atr1c patxents unless this 1 requu‘ement is walved or deferred (21 Cli‘f[R“ S
314, 55) R . o R ‘
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‘To permit review of your ANDA submission, you mus

t submt all information required under

Sections 505()(2)(A) and (B) of the Act. To be approved, the drug product will, amone other
t ¢ g

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 product to the Office of Generic

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

your application, the FDA may require the submission of additional information. s o o e e e e
. , R S R T e B e e S e 1 »L’;‘ ‘ q“;” bty : ) J’ o :‘;‘w B

The listed drug product to which you refer in your ANDA must be the drug product 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 submission. Please
note that once an application is approved for a drug product that is the same as the subject of this
petition, that drug product will be a listed drug. Thereafter, the petition may not be utilized as the
basis for submission of an ANDA. e e b

3
4

A copy of this letter approving your *petitigna Wlllbe placedimrl pubhcdlsplay iqv the Dockets
Management Branch, Room 1061, Mail StopHFA—305,5630 Fishers Lane, Rockville, MD
20852. 0T R RO AT E N s
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GaryJ. Buehler .
Director = Lt ms ’
» Office of Generic Drugs . v -

_Center for Drug Evaluation and Research
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Concurrence: SRR

/ Gary Budhler
Director y ‘
Office of Generic Drugs

cc: Petition File
HFA-305/Dockets Management Br anc
HFD-1/CDER/Chron. File ~ o
HFD-600/G. Buehler/C: Panse/lﬁéﬁﬁon Fﬂe
HFD-613/Labeling Review Branch
HFD-615/Regulatory Support Staff/M. ghlmer
HFD-650/Division of B1oequ1valence
GCF-1/K. Dettelbach/L. Whlpkey o
'RD by M.Shimer 7/14/03 -
Edited by C.Parise 9/30/03 o
v:\petition\letters\2003\03P-0220.doc~
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