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April 26, 2007

Dockets Management Branch, HFA-305
Food and Drug Administration
5600 Fishers Lane
Rockville, MD 20857

Re: ANADA Suitab ility Petition

Dear Sir or Madam :

Enclosed please find, in triplicate, a Suitability Petition submitted in accordance with section 512
(n)(3) of the Federal Food, Drug and Cosmetic Act on behalf of the Sponsor, Norbrook Laboratories
Limited, Newry BT35 6PU, Northern Ireland .

The Sponsor requests through this Suitability Petition permission to file an Abbreviated New Animal
Drug Application (ANADA) for a generic new animal drug meloxicam which differs from the pioneer
product, Metaeam" 1 .5 mg/mL Oral Suspension (meloxicam) approved under NADA 141-21 3
(Boehringer Ingelheim), by the following characteristics : The generic product will have a different
dosage form (chewable tablet) and different strength from the pioneer .

is The requested dosage form change is for Norbrook's product to be a chewable tablet, whereas the
pioneer's product is an oral suspension . The requested dosage strength change is for Norbrook's
chewable tablet to be manufactured at 2 strengths to accommodate dogs of differing weights, whereas
the pioneer's oral suspension is approved at 1 .5 mg/mL and differing amounts of oral suspension are
administered depending upon weight of the dog .

If you have any questions concerning this petition, please contact me at 913-424-4714 .

Sincerely,

~a ,d-,~

Bill Zoll ers, Ph.D.
Director of Regulatory Affairs - USA & Canada

•

Norbrook, Inc . 9733 Loiret Boulevard • Lenexa, KS 66219
P~.1j

o1
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SUITABILITY PETITION

•
Identification of Petitioner :

Norbrook Laboratories , Ltd
Station Works , Camlough Road
Newry
County Down
Northern Ireland
BT35 6JP

Citation :

Norbrook Laboratories , Ltd submits this petition under section 512 (n) (3) of the Federal Food, Drug ,
and Cosmetic Act .

Action Requested :

Norbrook Laboratories , Ltd requests permission from the Commissioner to file an Abbreviated New
Animal Drug Application (ANADA) for a different dosage form th an the pioneer product .

• Pioneer Product : Meta .cam t Oral Suspension
Company : Boehringer Ingelheim
NADA # : 141-21 3
Active Ingredients : meloxicam
Species : canine

The pioneer product is an oral suspension formulation (1 .5 mg/mL meloxicam) . The proposed generic
product will be a chewable tablet . The amount of active ingredient will be different for the generic
chewable tablets than is found in the oral suspension (1 .5 mg/mL meloxicam) . However, the dosage of
active per pound of body weight will be the same . The methods of administration will be the same
(oral) for the pioneer and generic products . However , they will differ slightly in that for the generic
chewable tablet the dog will need to be encouraged to chew the tablet . The generic product will be
effective if it is chewed or swallowed whole , due to the dissolution characteristics . A copy of pioneer
labeling is enclosed. The generic product labeling will indicate that the tablet can be offered by hand or
offered in a small amount of dog food .

Statement of Grounds :

The active ingredient of Metacam ' 1 .5 mg/mL Oral Suspension is meloxicam formulated as an oral
suspension. The pioneer product is administered orally for the control of pain and inflammation
associated with osteoarth ritis in dogs .

• The proposed generic product will have the same indications and dosage , be administered orally , have
the same therapeutic effect and contain the same cautions and warnings as the pioneer product . It



differs only in the formulation of an oraly suspension for the pioneer as compared to a chewable tablet
for the generic product . The label will differ as it relates to different dosage form, different dosage
strength, the need for chewing action for the tablet and the different companies manufactu ring the two
products .

Environmental Impact :

The action of submission and review of this Suitability Petition should not have an impact on the
environment . Therefore, Norbrook Laborato ries, Ltd requests a categorical exclusion from the
requirement to file an environmental assessment as provided under 21 CFR 25 .24(a)(8) .

Economic Impact :

Norbrook Laboratories, Ltd will provide an economic impact analysis if requested by the
Commissioner .

Certification :

Attached is a statement that Norbrook Laboratories, Ltd has included all known unfavorable
information regarding this Suitability Petition .

~

Sincerely,

Dr . Lillian Cromie
Head of Research & Development

'~.
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CERTIFICATION

The undersigned certifies that no unfavorable information related to this petition has been withheld
from the attached Suitability Petition .

Name Date

Address

Ieo n

-7-3 S



LABELING

•

Attached are the pioneer labeling for Metacam® Oral Suspension and the sections of the label for the
Norbrook product, which will require revisions .

•

•
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REVISED LABELING FOR THE NORBROOK PRODUCT

• On the container label, carton and package insert :

Appropriate changes will be made to the name of the product (reflecting a different dosage form), the
manufacturer of the product, net contents to reflect tablets and a different dosage strength and contact
information for technical assistance or reporting adverse experiences . Reference to a calibrated syringe
will be removed.

On the package insert :

The "Directions for Administration" section will be changed to allow for a chewable tablet rather than
an oral suspension that is either mixed with food or placed directly in the mouth . The language used to
describe this section on the insert will be agreed upon with CVM during the approval process . The
"Directions for Administration" section will include offering the pill to the dog, adding the pill to a
small amount of food or the dog can be "pilled" . The "Directions for Administration" section will
indicate that care should be taken that the dog consumes the complete dose, and treated animals should
be observed for a few minutes after administration to ensure that part of the dose is not lost or rejected .
If it is suspected that any of the dose has been lost, redosing is recommended .

The "Palatability" section will be deleted, because palatability will not be claimed . If the dog refuses
the tablet, the owner can force swallowing of the whole tablet .

• The "How Supplied" section will be altered to reflect container sizes of pills as to be determined .

On the Client Information Sheet :

Appropriate changes will be made to the name of the product (reflecting a different dosage form), the
manufacturer of the product and contact information for technical assistance or reporting adverse
experiences.

The "Directions for Administration" section will be changed to allow for a chewable tablet rather than
an oral suspension that is either mixed with food or placed directly in the mouth . The language used to
describe this section on the insert will be agreed upon with CVM during the approval process . The
"Directions for Administration" section will include offering the pill to the dog, adding the pill to a
small amount of food or the dog can be "pilled" . The "Directions for Administration" section will
indicate that care should be taken that the dog consumes the complete dose, and treated animals should
be observed for a few minutes after administration to ensure that part of the dose is not lost or rejected .
If it is suspected that any of the dose has been lost, redosing is recommended .

•
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Metacam'
(meloxicam)
1 .5 mg/mL Oral Su spension
Caution : Federal law restricts this drug
to use by or on the order of a licensed
veterinarian .
Non-steroidal anti-inflammatory drug for
oral use in dogs only
Net Contents : 100 m L
NADA 141-213, Approved by FDA
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Warnings : N ot fo r use in h uman s .

Keep this an d al l medic a tio ns out

of reach of c h i ld re n . Consult a

physician in c a se o f a cci denta

l inge stio n by h u m a ns . For oral use

in dogs only. As with any NSAID,

a ll dogs should undergo a .

tho ro u gh hi story and physical

examinatio n before t he i n iti a tio n

of NSAID the ra py. Approp riate

lab orato ry testing to estab lish

hematol ogica l a n d se ru m

biochemical baseline data is

reco mmended pri orto a n d

pe ri odic all y d uri ng a dmini str ation . ~

Fo r tech nica l a ssistance o r to

repo rt sus pe cted adve rse

r ea cti on s, c a ll 1 -866-METACAM

(1-866 -638-2226) .

US Pate n t 6 ,1 84, 2 20

Meta c am° i s a reg iste red

~ trademark o f Boeh ri nger

Ingelhe i m Vetmed ic a GmbH ,

licen s ed to Boeh ri nger
In gelhe im Vetm edi ca , In c .

Manufactu red by :
BoehringerIngelheim
Vetmedica , Inc.
St. Jos eph , MO 64506 U.S . A.

•
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Indications: Metacam* Oral
S u spen sio n is i ndi ca t ed for th e
co ntrol of pain and inflamma-
tion associ ated wit h osteoar-
thritis in dogs .

Dosage and Administration:
Al ways prov i de cli en t
i nfo rmation sh eet with
p rescri pti on . Metacam' O ra l
S uspe nsi on s ho u ld be
administe r ed ini ti a ll y
a t 0.09 mg/lb (0 . 2 mg/kg) b ody
weight o nly on t h e fi r st day of
tre at me nt . For a l l treatments
after da y 1, Meta ca m° Ora l
Susp ensio n sh ou l d b e
adm ini ste red onc e daily a t a
do sage of 0 . 045 mg/ l b
(0 .1 mg/kg) . Th e syri nge is
ca l ib rated to deliver the d a i ly

• main te na nc e dose i n pounds .

Refe r to the package i n s e rt
for co mp l ete dosage and
adm i n istratio n i nform ation .

St ore a t controll e d roo m
tempe r a tur e , 59- 86 ° F (1 5-30° C) .

60 1 5 1 69 D -02-0 501
Code 60 153 1

~
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Metacam'
(meloxicam)
1.5 mg/mL Oral Suspension
Caution : Federal law restricts this drug
to use by or on the order of a licensed
veterinarian .
Non-steroidal anti-inflammatory drug for
oral use in dogs onl y
Net Contents: 100 m L
NADA 141-213, Approved by FDA
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Metacam '
(meloxicam)
1.5 mg/m L Oral Suspension
Cauti on : Federal l aw restricts this drug
to us e by or on th e ord e r of a lic e nse d
veterinarian .

• N on-steroidal anti-infl a mma tory dru g for
oral use in do g s onl y
Net Contents : 100 mL
NADA 141-213, A pproved by FDA
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