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FREEDOM OF INFORMATION SUMMARY 

1. GENERAL INFORMATION: 

a. File Number: 

b. Sponsor: 

NADA 141-213 

Boehringer Ingelheim Vetmedica, Inc. 
2621 North Belt Highway 
St. Joseph, Missouri 64506 
Drug Labeller Code: 000010 

C. Established Name: 

d. Proprietary Name: 

e. Dosage Form: 

f. How Supplied: 

meloxicam 

Metacam@ Oral Suspension 

Meloxicam is an oral suspension. 

0.5 mg/mL: 15 and 30 mL bottles 
1.5 mg/mL: lo,32 and 100 mL bottles 

g. How Dispensed: Rx 

h. Amount of Active Ingredients: 0.5 and 1.5 mg/mL 

i. Route of Administration: 

i Species/Class: 

k. Recommended Dosage: 

1. Pharmacological Category: non-steroidal anti-inflammatory (NSAID) 

m. Indications: Metacarnm Oral Suspension is indicated for the control of pain 
and inflammation associated with osteoarthritis in dogs. 

This product is designed to be administered orally either 
mixed with food or placed directly into the mouth. 

Canine/dogs 

Metacam@ Oral Suspension should be administered initially at 
0.2 mg/kg body weight only on the first day of treatment. For all 
treatments after the first day, Metacam@ Oral Suspension should 
be administered once daily at 0.1 mg/kg body weight. 

2. EFFECTIVENESS: 

a. Dosage Characterization: 
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The results of two pilot studies support the use of an initial oral dose of 0.2 mg/kg followed by the 
oral daily maintenance dose of 0.1 mg/kg of meloxicam for the control of pain and inflammation 
associated with osteoarthritis (OA) in dogs. 

The first study demonstrated the analgesic and anti-inflammatory properties of meloxicam in a model 
of acute synovitis by intravenous administration. This masked, randomized, cross-over design used 
12 adult dogs to evaluate two dosages of meloxicam and a placebo, using an acute model of intra- 
articular inflammation. Meloxicam was administered intravenously as a single dose of either 0.1 or 
0.5 mg/kg. Following meloxicam or placebo administrations, sodium urate was injected 
intrasynovially into the femoropatellar joint. In this study, subjective clinical indicators of lameness, 
force plate gait analysis, and synovial fluid analysis were measures of effectiveness. Meloxicam 
reduced the subjective clinical indicators of lameness. Based on force plate analysis, meloxicam 
allowed for a greater force transfer to the affected limb. The study showed that both 0.1 and 0.5 
mg/kg meloxicam were effective in reducing signs of acute synovitis by intravenous administration. 

The second study was a multiple site field study. The results demonstrated that an initial dose of 
meloxicam at 0.2 mg/kg followed by a daily maintenance dose of 0.1 mg/kg, was clinically effective. 
The initial dose of meloxicam was administered subcutaneously or orally in this study in three 
treatment groups: 

Group A - 0.2 mgkg body weight (b.w.) once daily for 7 days (10 OA dogs), 
Group B - a single oral dose of meloxicam (0.2 mg/kg b.w.) followed by 6 days of oral dosing at 0.1 
mgkg b.w. (14 OA dogs), and 
Group C - 0.2 mgkg b.w. meloxicam administered by subcutaneous injection followed by 6 days of 
oral dosing at 0.1 mg/kg b.w. (11 OA dogs) 

A positive response was observed in all three treatment groups based on subjective evaluations of 
mobility, local inflammation and palpatory pain. One dog in Group A showed an incident of 
transient gastrointestinal adverse reactions; no gastrointestinal side effects were observed in the other 
two treatment groups (Groups B or C). 

b. Substantial Evidence: 

Studies were conducted in dogs to demonstrate the effectiveness of meloxicam in dogs for the control 
of pain and inflammation associated with osteoarthritis (OA). These field studies were conducted in 
various locations. Results of these studies demonstrate that meloxicam is effective when administered 
at an initial dose of 0.2 mgkg body weight followed by 0.1 mg/kg body weight. 

(1) Field Study #I (635-0180-98-006): 

Title: A Field Study Evaluating Meloxicam in Clinical Practice for the Management of Pain and 
Inflammation Associated with Canine Osteoarthritis 

(a) Type of Study: Field study 
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(b) Investigators: 

i Dr. Kimberly i The Animal Center 
j Collett i __-.._. _.. ..-. :- ” .----- - . ~---~-.“--- i ---- 
;Dr. Kevin Taylor /Big Hollow Companion Animal 

..--“-----“-.. 1 

1 
i~~~~ar~ Animal.Hospitai’ _... _- 

iPeona /IL 61615 / 

“_ - ._ _ 
II%-. William H. 

i --..-.-- .___ I- I -- _-_._. 
i San Antonio 

-~--~.-..~~~~~~~ 
1 TX I 

@% - -.- - + ---- .._.- ._-.. _I- ___l___ll_ll__- &. ________- I 
j Dr. Christopher !Mission Animal & Bird Hospital 

~-~.-.~-~~~-~.~~~~ 
i Oceanside jCA 92054 ; 

pL.!!?Y.COureY IAnimal Ci .-.-.- ..-. ̂-- -..- -+ .----...----. --.-- .-.---- __------ --_- _- 
Amanda Glew iHudson VeterinaryHospital -.. . .._. ----;--- ^^..___ f- .-..-.- I-. . _..--^.-_-- _..“_ -. -- 
Erin Robmson :Four Rivers Veterinary Clinic - .-._ _---..“---_ -.-..- --.: ..--_ -” ._._. -_.-.- -_” ._.. --____-- .____-_-. 
Jerry Rayburn 3 Carter Animal Hospital --_. ---.-^--^ --.. .- -“-- -- I - .-II-.-.-_ _ --. ---_ ---1-_---_--I -_-- 
Gerald Ramsdell !North East Animal Hospital ..- -_ -_-. _- -_ “̂ . .-. _-- -_____-__ l__l_ 

1 Hudson 1 Canada 
j 0nta.h ; Canada _-.- 

Haven j Winter /FL 
iNorth East iPA . ...“_ ~.^ -~-“,I _-_- _ 

.JOP IHO 1 
97914 i 1----- 
33881 1 ?------w 
16429 ^_- 

(c) General Design 

1 Purpose: The objectives of this study were: 1) clinically evaluate the safety and 
effectiveness of meloxicam for the control of pain and inflammation associated with 
canine osteoarthritis, 2) evaluate the acceptance/palatability of Metacam@ Oral 
Suspension in dogs. 

2 Test Animals: Two hundred twenty-four client owned dogs participated in the study. Of 
the 224 cases, 109 received meloxicam and 115 received a placebo. The dogs ranged in 
age from 11 months to 14 years of age and ranged in weight from 8 to 169 pounds. 

3 Controls: Placebo (similar to meloxicam suspension, except meloxicam active ingredient 
was omitted). 
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Diagnosis: Dogs with a unilateral or bilateral lameness were eligible for enrollment. ‘l’he 
diagnosis of osteoarthritis was based upon demonstration of at least two of the following 
clinical signs: a) Pain on palpation of affected joint, b) Unwillingness to use affected 
joint, c) Swelling of affected joint, d) Perceptible heat over affected joint, e) Crepitus of 
affected joint, or f) Stiffness of affected joint when rising. Radiographic evidence of 
osteoarthritis must also have been present; 1 = Radiographic evidence of instability 
(swollen joint, thickened capsule; no degenerative change), 2 = Mild degenerative change 
(occasional osteophytes), 3 = Moderate degenerative change (osteophytes, subchondral 
sclerosis) or 4 = Severe degenerative change (osteophytes, subchondral sclerosis, 
remodeling of bone). 

Dosage Form: meloxicam injectable solution (5 mg/mL) and Metacam@ Oral Suspension 
(0.5 and 1.5 mg/mL). 

Route of Administration: Subcutaneous and Oral. 

Dosages Used: Initial subcutaneous dose at 0.2 mg/kg on day one, followed by 0.1 mg/kg 
orally once daily. 

Treatment Duration: The treatment was administered once daily for a total of 14 days. 

Parameters Measured: The dogs were examined on day 1 (enrollment), day 8 (interim) 
and day 15 (final). The primary parameters consisted of three components: lameness, 
weight bearing, and pain upon palpation. The range for each of the three components was 
1 to 5, with one being normal. 

Lameness: 

The dog was observed both standing and walking. An assessment of both the lame 
leg and the contralateral limb was made using the following scoring system: 

1 = stands and walks normally 
2 = stands normally with slight lameness when walking 
3 = stands normally with obvious lameness when walking 
4 = abnormal stance with slight lameness when walking 
5 = abnormal stance with obvious lameness when walking 

Weight Bearing: 

The dog was observed both standing and walking. An assessment of both the lame 
leg and the contralateral limb was made using the following scoring system: 

1 = normal weight bearing on all limbs at rest and when walking 
2 = normal weight bearing at rest. Partial weight bearing when walking 
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3 = partial weight bearing at rest and when walking 
4 = partial weight bearing at rest and non-weight bearing when walking 
5 = non-weight bearing at rest and when walking 

Pain on Palpation: 

The investigator palpated and manipulated the affected area and scored the dog’s 
response according to the following list of responses. An assessment of both the 
lame leg and the contralateral limb were made: 

1 = no response detectable to manipulation of the limb 
2 = mild response to manipulation, turns head toward limb 
3 = moderate response to manipulation, withdraws limb 
4 = severe pain response to manipulation, vocalizes or becomes aggressive 

At the 8 and 15 day rechecks, the Investigators and Owners each evaluated the dog’s 
overall condition. Investigators categorized each dog’s clinical condition as Excellent, 
Good, Fair, or Poor Improvement. Owners categorized their dog’s overall condition as 
Greatly, Moderately, Slightly, or Not Improved. The Owners also evaluated their dog’s 
ability to rise, mobility, and lameness prior to enrollment and at days 8 and 15. Owners 
observed their dogs daily for signs of limping, vomiting, diarrhea, or adverse reactions. The 
palatability of meloxicam was determined by its acceptance on the food. Hematology and 
serum chemistry values were evaluated prior to enrollment, and at days 8 and 15. 

(d) Results: Investigators evaluated lameness, weight bearing, and palpation pain. The results 
show that in the affected limb, the meloxicam treated group resulted in statistically 
significant improvement in lameness score at days 8 and 15 (p=O.OOSO, p=O.O153 for day 8 
and day 15, respectively), palpation pain score at days 8 and 15 (p=O.O048, p=O.O271 for 
day 8 and day 15, respectively) and weight bearing score at day 15 (p=O.O257). 

Percentage of Improvement in Affected Limb Scores 
Variable 

Lameness 

Weight 
bearing 
Palpation 
pain i 

Day 8 
Meloxicam Placebo P-Value 
(56/99) (391104) 0.0080 
56.6% 37.5% 
(39/99) (321104) 0.2325 
39.4% 30.8% 
(54/99) (361104) 0.0048 
54.6% 34.6% 

Day 15 
Meloxicam Placebo 
(66/98) (51002) 
67.4% 50.0% 
(50198) (36/102) 
51.0% 35.3% 
(57/98) (43/l 02) 
58.2% 42.2% 

Both investigators and owners assessed overall clinical improvement. The results show that 
the meloxicam treated group resulted in statistically significant improvement in both 
investigator and owner clinical evaluations at days 8 and 15 (p~O.05). 
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Percentage of Improvement 
Day 8 Day 15 

Meloxicam Placebo P-Value Meloxicam Placebo P-Value 

Investigator (44199) (31/104) 0.0457 (59198) (38/102) 0.0027 
Evaluation 44.4% 29.8% 60.2% 37.3% 
Owner (52/99) (30/104) 0.0010 (60/98) (33/102) 0.0001 
Evaluation 52.5% 28.9% 61.2% 32.4% 

In addition to assessing an overall clinical improvement of dogs, owners also evaluated their 
dog’s ability to rise, mobility, and lameness. The results show that compared to the placebo 
group, the meloxicam treated group resulted in statistically significant improvement in ability 
to rise score at day 15, mobility score and limping score at both days 8 and 15 (PI 0.05). 

Percentage of Improvement in Owner’s Additional Evaluation 

rvanablc Day 8 Day 15 
Meloxicam Placebo P-Value Meloxicam Placebo P-Value 

(49/99) (41/104) 0.1620 (53/98) (38002) 0.0301 
49.5% 39.4% 54.1% 37.3% 
(44/99) (28/104) 0.0124 (5 l/98) (31/102) 0.0026 
44.4% 26.9% 52.0% 30.4% 
(46/99) (34/104) 0.0515 (54/98) (38/102) 0.0147 
46.5% 32.7% 55.1% 37.3% 

Hematology and serum chemistry parameters were not negatively affected following 
meloxicam administration. 

(2,) Palatability: Owner-evaluated palatability of the Metacam@ Oral Suspension when it was 
administered on food was 92% (88 of 96 dogs). There was no statistically significant 
difference (p=O.1935) in acceptance of the drug between the groups. 
When meloxicam was not accepted on food, it was administered directly into the dogs’ 
mouths. Information on salivation and swallowing using this route of administration was 
available in 46 of 224 dogs. Of these, three meloxicam and four placebo dogs were less 
willing to swallow the suspension, one meloxicam and two placebo-treated dogs salivated, 
and one dog in each group expelled the suspension. 

@,I Statistical A Zy na sis: Only sites with at least 6 cases were used in the statistical analysis. 

A Co&ran-Mantel-Haenszel (CMH) test was used for the analyses of the clinical score 
variables, investigator and owner evaluations, and owner response variables. These score 
variables were dichotomized and analyzed. A binary variable was created from the individual 
score variable based on the criterion that at least one unit decrease from the initial score is 
considered improved. For overall investigator and owner evaluation scores, a binary variable 
(improved/not improved) was created by combining original scores of 1 and 2 as improved 
and 3 and 4 as not improved. A non-parametric method (Kruskal-Wallis test) and a log-rank 
test were used for palatability data analysis. 
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All statistically significant findings resulted in a p value of less than or equal to 0.05, unless 
otherwise stated. 

(g) Conclusions: This clinical study demonstrated that a single subcutaneous administration of 
meloxicam at 0.2 mgkg, followed by once daily oral administration at 0.1 mgkg, was 
effective in controlling the signs of pain and inflammation associated with osteoarthritis in 
dogs. Improvement was noted by Investigators and Owners by day 7, with continuing 
improvement through 14 days of meloxicam administration. Meloxicam administration on 
the food or directly into the mouth was well accepted. 

(h) Adverse Reactions 
Adverse reactions reported during study 

Adverse reaction Meloxicam Placebo 
no. of dogs no. of dogs 
(total=1 09) (total=1 15) 

Vomiting 32 15 
Diarrhea/Soft 15 11 
Stool 
Inappetance 3 0 
Bloody Stool 1 0 

(2) Field Study #2(61 SO-01 80-OOC-02 7): 

Title: A Field Study Evaluating Metacam@ Oral Suspension in Clinical Practice for the Control of 
Pain and Inflammation Associated with Canine Osteoarthritis. 

(a) Type ofstudy: Clinical Study 

(3) Investigators: 

’ Cli Dr. Thomas Liebl 
&rzm 
_Dr, Erin Robinson 
Dr. Jerry Rayburn -~ -- 
Dr. Laurie Culbert 

‘Dr. Zmderman Gary : Juno Beach Animal Hospital 
:Dr. Edward Je_zbera -? I Riverside Animal Hospital ~_“, 

(c) General Design 

1. Purpose: The primary objective of this study was to clinically evaluate the safety and 
effectiveness of Metacam@ Oral Suspension in the control of pain and inflammation 
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associated with canine osteoarthritis (OA). This study further evaluated the palatability 
of Metacam@ Oral Suspension administered directly into the mouth or onto the food. 

Test Animals : Eighty-two client owned dogs, ranging in age from 6 months to 16 years, 
and 8 to 140 pounds body weight, were enrolled into this study. 

Controls: Placebo (similar to meloxicam suspension, except meloxicam active ingredient 
was omitted). 

Diagnosis: Dogs with a unilateral or bilateral lameness were eligible for enrollment. The 
diagnosis of OA was based upon demonstration of at least two of the following clinical 
signs; a) Pain on palpation of affected joint, b) Unwillingness to use affected joint, c) 
Swelling of affected joint, d) Perceptible heat over affected joint, e) Crepitus of affected 
joint, or f) Stiffness of affected joint when rising. Radiographic evidence of osteoarthritis 
must also have been present; 1 = Radiographic evidence of instability (swollen joint, 
thickened capsule; no degenerative change), 2 = Mild degenerative change (occasional 
osteophytes), 3 = Moderate degenerative change (osteophytes, subchondral sclerosis) or 4 
= Severe degenerative change (osteophytes, subchondral sclerosis, remodeling of bone). 

Dosage Form: Final formulation of Metacam@ Oral Suspension (1.5 mg/ml) 

Route of Administration: Oral 

Dosages Used: Initial oral dose of 0.2 mg/kg body weight on day one, followed by 0.1 
mgkg orally once daily. 

Treatment Duration: The treatment was administered once daily for a total of 14 days. 

Parameters Measured: The dogs were examined on day 1 (enrollment), day 8 (interim) 
and day 15 (final). The primary parameters consisted of three components: lameness, 
weight bearing, and pain upon palpation. The range for each of the three components was 
1 to 5, with one being normal. 

Lameness: 

The dog was observed both standing and walking. An assessment of both the lame 
leg and the contralateral limb was made using the following scoring system: 

1 = stands and walks normally 
2 = stands normally with slight lameness when walking 
3 = stands normally with obvious lameness when walking 
4 = abnormal stance with slight lameness when walking 
5 = abnormal stance with obvious lameness when walking 

Weight Bearing: 
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The dog was observed both standing and walking. An assessment of both the lame 
leg and the contralateral limb was made using the following scoring system: 

1 = normal weight bearing on all limbs at rest and when walking 
2 = normal weight bearing at rest. Partial weight bearing when walking 
3 = partial weight bearing at rest and when walking 
4 = partial weight bearing at rest and non-weight bearing when walking 
5 = non-weight bearing at rest and when walking 

Pain on Palpation: 

The investigator palpated and manipulated the affected area and scored the dog’s 
response according to the following list of responses. An assessment of both the 
lame leg and the contralateral limb were made: 

1 = no response detectable to manipulation of the limb 
2 = mild response to manipulation, turns head toward limb 
3 = moderate response to manipulation, withdraws limb 
4 = severe pain response to manipulation, vocalizes or becomes aggressive 

At the 8 and 15 day rechecks, the Investigators and Owners each evaluated the dog’s 
overall condition. Investigators categorized each dog’s clinical condition as Excellent, 
Good, Fair, or Poor Improvement. Owners categorized their dog’s overall condition as 
Greatly, Moderately, Slightly or Not Improved. The Owners also evaluated their dog’s 
ability to rise, mobility and limping prior to enrollment and at days 8 and 15. Owner’s 
observed their dogs daily for signs of lameness, vomiting, diarrhea, or adverse reactions. 
The palatability of Meloxicam Oral Suspension was determined by its acceptance on the 
food. Hematology and serum chemistry values were evaluated prior to enrollment, and at 
days 8 and 15. 

(d) Results: Investigators evaluated lameness, weight bearing and palpation pain. The results 
show that in the affected limb, the meloxicam treated group showed clinical improvement, 
but not statistically significant improvement in lameness score (p>O.O5), weight bearing 
score (p>O.OS), or palpation pain score (p>O.O5) at either day 8 or day 15. 
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pain 1 42.9% 1 37.5% 1 52.4% ) 40.6% 1 

Both investigators and owners assessed overall clinical improvement. The results show the 
meloxicam treated group resulted in statistically significant improvement only in investigator 
clinical evaluations at day 8 (p<O.O5), and owner evaluation at day 15 (p~O.05). 

Percentage of Improvement 
Day 8 

Meloxicam Placebo 

Investigator (20/42) (7/32) 
Evaluation 47.6% 21.9% 
Owner (22/42) (1 l/32) 
Evaluation 52.4% 34.4% 

1 

Day 15 
P-Value Meloxicam Placebo P-Value 
0.0245 (25/42) (13/32) 0.1082 

59.5% 40.6% 
0.1116 (29142) (13/31) 0.0280 

69.1% 42.0% 

In addition to assessing an overall clinical improvement of dogs, owners evaluated their dog’s 
ability to rise, mobility and lameness. The results show that compared to the placebo group, 
the meloxicam treated group resulted in statistically significant improvement only in ability to 
rise score at days 8 and 15 (p<O.O5), but not in mobility or lameness score at either day 8 or 15 
(jCO.05). 

Percentage of Improvement in Owner’s Additional Evaluation 
Variable Day 8 Day 15 

Meloxicam Placebo P-Value Meloxicam Placebo P-Value 
Rise (25/42) (1 l/32) 0.0302 (27/42) (1 l/31) 0.0116 

59.5% 34.4% 64.3% 35.5% 
Mobility (17142) (7/32) 0.1097 (2 l/42) (9/3 1) 0.1005 

40.5% 21.9% 50.0% 29.0% 
Limping (22/42) (14/32) 0.7193 (24/42) (12/31) 0.1836 

47.6% 43.8% 57.1% 38.7% 

Hematology parameters were not affected following meloxicam administration. Four 
meloxicam and two placebo dogs had a serum ALT greater than two times the reference range 
upper limit at the end of the study. 

(e) Palatability: Owner-evaluated meloxicam palatability when it was administered on food was 
87% (35 of 40 dogs). Palatability results for the second day of the study show that there was 
no statistically significant difference (p=O.5707) between the meloxicam and placebo-treated 
groups. When meloxicam was not accepted on the food, it was administered directly into the 
dogs’ mouths. Of these dogs, two meloxicam and three placebo-treated dogs were reluctant to 
swallow the suspension, two other meloxicam dogs drooled after the suspension was given, 
and another meloxicam dog expelled the suspension. 

When meloxicam was given by the investigators, all dogs swallowed the initial dose, although 
one meloxicam dog and three placebo-treated dogs salivated post-dosing. Owner 
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administration in this manner showed no differences between meloxicam and placebo groups 
with regard to drooling (p >0.05), swallowing (p>O.O5) or spitting out (p >0.05) meloxicam. 

@I StatisticaZ Analysis: Only sites with at least 6 cases were used in the analysis. A Cochran- 
Mantel-Haenszel (CMH) test stratified by site was used for the analyses of clinical score 
variables, investigator and owner evaluations, and owner response variables. These score 
variables were dichotomized and analyzed. A binary variable was created from the individual 
score variable based on the criterion that at least one unit decrease from the initial score was 
considered improved. For investigator’s clinical score and overall owner evaluation score, a 
binary variable (improved/not improved) was created by combining original scores of 1 and 2 
as improved and 3 and 4 as not improved. A non-parametric method (Kruskal-Wallis test) and 
a log-rank test were used for palatability data analysis. 
All statistically significant results resulted in a p value of less than or equal to 0.05, unless 
otherwise stated. 

(g) Conclusions: This clinical study demonstrated that oral administration of meloxicam at 0.2 
mg/kg initially, followed by once daily administration at 0.1 mg/kg, was clinically effective in 
controlling the signs of pain and inflammation associated with osteoarthritis in dogs. 
Administration of meloxicam on the food or directly into the mouth was well accepted by the 
dogs. The study also provided safety information for meloxicam when administered once daily 
for 14 days. 

(h) Adverse Reactions.. 

Diarrhea/Soft Stool ) 3 12 I I 
lnappetance 2 1 
Bleeding gums after 1 0 
dental procedure 
Lethargy/Swollen 1 0 
carpus 
Epiphora 1 0 

3. TARGETANIMAL SAFETY 

a Safety Study #1 (OtVV83): 

(I) Title: Study Of The Parenteral Tolerance Of Substance UH-AC 62 XX In Dogs. 

(2) Type ofStudy: Acute Toxicity (report dated December 22, 1983) 
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(3) Investigator: Dr. R. Serbedija 
Karl Thomae GmbH 
Experimental Pathology Department 
Biberach, Germany 

(4) General Design.. 

(a) Purpose: To determine the toxicological effects of increasing dosages of meloxicam 
administered to dogs. 

(b) Test Animals: Four purebred beagle dogs, 2 males and 2 females, were used in this study. 
At commencement of treatment the animals were between 9 and 13 months of age and 
weighed between 11.3 and 14.0 kg. 

(c) Dosage Form: Injectable (not final formulation) 

(d) Placebo Control: none 

(e) Doses Used: 
Dose Relative to 

Gwkddv) Label Dose 
2 10-20x 
6 30 - 60X 
12 60 - 120X 

(f) Route of Administration: Intravenous 

(g) Treatment Duration: Meloxicam was injected 5 times in each dog, with a 2 week interval 
between each injection (injections occurred during weeks 1,3,5,7 and 9). The 
meloxicam dosage was increased as the study progressed. The first and second dosages 
were 2 mg/kg; the third and fourth injections were 6 mg/kg and the final dosage was 12 
Wm. 

(h) Parameters Measured: 
General behavior 
Body weight 
Food consumption 
Rectal temperature 
Heart rate 
Electrocardiogram 
Blood pressure 
Respiratory rate 
Fecal occult blood 
Hematology 
Plasma histamine levels 
Gross pathology 
Histopathology 
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(5) Results: None of the animals died before the end of the study. The general condition of the 
dogs deteriorated during the course of the study. The frequency of vomiting increased during 
the course of the study. During the final week of the study, vomiting occurred frequently and 
the animals were lethargic and recumbent. The occurrence of fecal occult blood was highest 
during the weeks in which the treatments were administered, and increased in frequency and 
severity during the course of the study corresponding with increases in dosages. Decreases in 
blood pressure were attributed to the presence of kollidon in this formulation. Kollidon is 
known to cause histamine release, leading to vasodilation and hypotension. Food 
consumption and body weight decreased over the period of the study. There were no treatment 
related effects on heart rate or rhythm. Hematology parameters were stable over the period of 
the study. On necropsy, gastric ulceration was observed in the pyloric region of all four 
animals, and was confirmed on histopathology. One of these 4 animals had a perforated 
pyloric ulcer. 

(6) Conclusions: The acute administration of meloxicam to dogs at dosages 60 to 120 times the 
initial and maintenance dosages (0.2 and 0.1 mg/kg) resulted in signs typical of non-steroidal 
anti-inflammatory compounds. Gastrointestinal toxicity was the primary effect observed in 
this study. 

b. Safety Study #2 (P98-BZF7015): 

(I) Title: Metacam@ Oral Suspension (Meloxicam) Target Animal Safety Study by Oral 
Administration to Beagle Dogs for 42 Days. 

(2) Type of Study: Six Week Oral Toxicity 

(3) Investigator: Thomas G. Smith 
Huntingdon Life Sciences Ltd. 
Wooley Road, Alconbury 
Huntingdon, Cambridgeshire, PE28 4HS, England 

(4) General Design: 

(a) Purpose: To determine the toxicological effects of oral doses of Metacam@ Oral Suspension 
administered once daily for six weeks. 

(b) Test Animals: Twenty four purebred beagle dogs were divided into four groups each of 3 
males and 3 females. At commencement of treatment, the animals were between 11 and 12 
months of age and weighed between 9.3 and 14.8 kg. 

(c) Dosage Form: Oral Suspension 

(d) Placebo Control: Physiological saline 
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(e) Doses Used: 

Dose Relative to Label 
OwWdv) Maintenance Dose 

0 ox 
0.1 1x 
0.3 3x 
0.5 5X 

(t) Route of Administration: Oral 

(g) Treatment Duration : 6 weeks 

(h) Parameters Measured: 

l General health observations 
l Body weight 
l Food consumption 
0 Water consumption 
l Rectal temperature 
l Hematology 
l Blood chemistry 
0 Urinalysis 
l Fecal occult blood 
l Gross pathology 
l Histopathology 

Results: Mild, sporadic vomiting or diarrhea were observed in the control and two treatment 
groups. Two dogs in the control group exhibited one episode of vomiting or diarrhea during 
the 42 day study. In the 1X group, one dog had three episodes of diarrhea, one had one 
episode of vomiting and diarrhea, and one dog had two episodes of vomiting while receiving 
meloxicam. In the 5X group, one dog had one occurrence of diarrhea, one had two 
occurrences of vomiting, and one had one occurrence of diarrhea while receiving meloxicam. 
There were no occurrences of vomiting or diarrhea in the 3X dogs. Occult fecal blood was not 
detected in any dogs at any time during the study. 

Macroscopic changes noted following the administration of meloxicam were areas of 
congestion or depression on the mucosa of the jejunum or ileum in three individual dogs 
receiving 1X and two dogs receiving 5X. Similar changes were also seen in two dogs in the 
control group. No changes were observed in the 3X group. Microscopic evaluation of these 
changes consisted of necrosis and some inflammatory cell infiltration affecting adjacent villi. 
Microscopic examination of the kidneys detected necrosis of the tip of the papilla in one 5X 
dog, and degeneration in’two 5X dogs. No renal lesions were found in the 1X or 3X groups. 
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Changes in other parameters were not clinically significant. 

(6) Conclusions: The oral administration of meloxicam to dogs for 42 days at 0.1,0.3 and 0.5 
mg/kg/day was well tolerated. Clinical signs consistent with non-steroidal anti-inflammatory 
administration, vomiting and diarrhea, were observed. Grossly, mucosal petechiae were 
observed in one control, two 3X dogs and one 5X dog. On histology, only one dog in the 5X 
group demonstrated renal changes characterized as minimal to slight papillary necrosis, while 
two dogs in this group demonstrated minimal degeneration of the tip of the papilla. These 
changes are consistent with non-steroidal anti-inflammatory drug toxicity. Gastrointestinal 
macroscopic lesions were limited to congestion and depression of the jejunal and ileal mucosa 
in two dogs in the control group, in three dogs in the 1X group, and two dogs in the 5X group. 
Histology of these lesions showed no evidence of ulceration. 

Meloxicam administered for a period of 42 days was well tolerated by these dogs. Clinically 
relevant signs included vomiting and diarrhea in the 1X and 3X groups, with mucosal 
congestion and depressions present in the 1X and 5X group on necropsy. 

c. Safety Study #3 ( 6150-0987-OOC-06): 

(I) Title: 26-Week Oral (Liquid) Toxicity Study in the Beagle Dog on Metacam@ Oral 
Suspension. 

(2) Type of Study: Six-Month Oral Toxicity 

(3) Study Director: Donald C. Emmerling 
Battelle Pharmaceutical Product Development 
505 King Avenue 
Columbus, Ohio 43201-2693 

(4) General Design: 

(4 

04 

w 
(4 

Purpose: To determine the safety of Metacam@ Oral Suspension in dogs following 26- 
weeks of oral administration. 

Test Animals: Twenty-four purebred beagle dogs were divided into four groups, each 
with 3 males and 3 females. At commencement of treatment, the animals were between 8 
and 10 months of age and weighed between 6.8 and 12.0 kg. 

Dosage Form: Oral Suspension 

Vehicle Control: Identical to test material without active ingredient, 
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(e) Doses Used: 

0.6 0.3 3x 
1.0 0.5 5x 

(f) Route of Administration: Oral 

(g) Treatment Duration : 26 weeks 

th) Parameters Measured: Clinical observations were made on all dogs twice daily. 
l body weight 
l food consumption 
l clinical pathology (hematology and serum chemistry parameters) 
l urinalysis 
l physical examinations 
l ophthalmic examinations 
l endoscopic examinations 
l clotting time 
l buccal mucosal bleeding time 
l Plasma meloxicam levels (on Day 1 and during Weeks 7, 14 and 26) 
l Gross pathology 
l histopathology 

(5) Results: The most common clinical abnormalities seen in this study were interdigital cysts, 
gastrointestinal distress (diarrhea and vomiting), and clear ocular discharge. The occurrences 
of these findings were similar among meloxicam-treated and control-treated dogs. Reddened 
feces was observed in one control, one 1X and two 3X dogs. No other abnormalities were 
found during physical examinations. 

There were treatment-related changes observed in hematology and clinical chemistry. 
Decreased red blood cell counts were seen in four 3X and three 5X dogs. On Day 22, the 
values for one dog in each group fell outside the reference range. Overall, the red blood cell 
counts were statistically significantly lower in the 5X group when compared to those of the 
control group (p=O.O43). Low hematocrit values (34%) were seen only in one 3X dog. 
Overall, the hematocrit was statistically significantly lower (p=O.O52) on days 22, 79 and 176 
in the 3X dose group, and over the study time period (except day 121) in the 5X dose group 
when compared to the control group. There was evidence of regenerative anemia (decreased 
red blood cell count, hematocrit and hemoglobin with increased mean corpuscular volume) in 
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two 3X and one 5X dogs. A dose-related neutrophilia over time was seen in one 1X, two 3X 
and three 5X dogs. Also noted were increasing (but still within reference range) BUN values 
in two 5X dogs. Decreased albumin values were also observed in one 5X dog (3.2 to 2.7 
g/dL). Albumin was noted to be statistically significantly lower (p=O.O15) on day 176 in the 
3X dose group, and on days 22,51 and 176 in the 5X dose group. 

There were no clinically or statistically significant changes in coagulation parameters (PT, 
APTT, Lee-White Clotting Time or Buccal Mucosal Bleeding Times) identified during the 
study. 

Endoscopic examinations were performed pre-study and at 2,8, 18, and 26 weeks. Redness 
covering less than 25% of the surface area of the gastric mucosa was seen in two controls, 
three 1X, three 3X, and two 5X dogs. Two dogs receiving placebo showed redness covering 
less than 25% of the surface area in conjunction with areas of ulceration of the gastric 
mucosa. Of the dogs with endoscopic changes, only one dog in the 5X group exhibited red 
foci of the fundic mucosa at necropsy. However, no histologic changes were observed. 

In the urinalyses, bilirubin was present in the urine of one 5X dog during all treatment 
timepoints. Bilirubin was present sporadically in the urine of two control dogs, three 1X 
dogs, two 3X dogs and one 5X dog. 

Macroscopic changes were observed in four dogs administered meloxicam. One dog in the 1X 
group had multifocal pinpoint red foci in the stomach. One dog in the 3X group had 
discoloration of the gastric mucosa and hepatic capsular fibrosis. Two dogs in the 5X group 
had minimal red foci in the stomach and mild red discoloration of the duodenum near the 
pylorus, respectively. For one dog in the 3X group, there were correlating microscopic 
changes observed, which were characterized as mild focal congestion in the fundus. 

(6) Statistics: Quantitative variables measured at several times (feed consumption, body weight, 
hematology, serum chemistry and urinalysis parameters) during treatment period were 
analyzed using analysis of covariance for repeated measures with main effects of treatment, 
gender and time, along with all interaction effects of these main effects. The mean of the 
pretreatment values was included as a covariate in the analysis. 

The appropriate structure (CS, or AR(l), or ARH( 1)) for the covariance matrix was assessed 
in the analysis of the representative parameter from each type of the variable. 

Least-square treatment means were computed for each dose level, each gender, and at each 
time point for the post-treatment period. 

If overall treatment effect or the time by treatment interaction effect was statistically 
significant (p<=O. lo), then the variation in the treatment means was further evaluated using 
application of Fisher’s least-significant-difference (LSD) method to compare the means 
among dose groups or the means among dose groups at each time point. If the gender by 
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(7) 

treatment interaction effect was statistically significant (p<=O.O5), the means among dose 
groups were compared within gender. 

Additionally, if the interaction “dose by time” was statistically significant, the least-squares 
means for each dose group at each measurement time were plotted. 

Conclusions: The oral administration of meloxicam to dogs for 26 weeks at the 0.1 mg/kg/day 
dose was found to be safe. Typical non-steroidal anti-inflammatory drug-related effects were 
seen at the 0.3 and 0.5 mg/kg/day doses. These effects included abnormalities in red blood 
cell counts, hematocrit, and neutrophil counts. There was also evidence of regenerative 
anemia, increasing BUN, and decreased albumin. Despite the presence of bilirubin in the 
urine of several dogs, there was no associated liver pathology or evidence of clinical disease; 
therefore, the relevance of this finding is unknown. Clinical observations consistent with 
non-steroidal anti-inflammatory drug administration were seen in this study and included 
diarrhea and vomiting. 

4. HUMAN SAFETY: 

Human Safety Relative to Food Consumption: 

This drug is intended for use in dogs, which are non-food animals. Because this new animal drug is 
not intended for use in food producing animals, data on human safety pertaining to drug residues in 
food were not required for approval of this NADA. 

Human Safety Relative to Possession, Handling and Administration: 

Labeling contains the following adequate warnings: “Not for use in humans. Keep this and all 
medications out of reach of children. Consult a physician in case of accidental ingestion by humans. 
For oral use in dogs only.” 

5. AGENCY CONCLUSIONS: 

Data in support of this NADA comply with the requirements of Section 5 12 of the Federal Food, 
Drug, and Cosmetic Act and Section 5 14.1 of the implementing regulations. The data demonstrate 
that Metacam@ Oral Suspension (meloxicam), when administered according to labeled conditions of 
use, is safe and effective for the control of pain and inflammation associated with osteoarthritis in 
dogs. 

Metacam@ Oral Suspension (meloxicam) is restricted to use by or on the order of a licensed 
veterinarian because professional veterinary expertise is required to determine when a dog has a 
condition such as osteoarthritis, and to monitor the dog for signs of adverse reactions. 

Under section 5 12(c)(2)(F)(i) of the Federal Food, Drug, and Cosmetic Act, this approval qualifies 
for FIVE years of marketing exclusivity beginning on the date of the approval because no active 
ingredient of the new animal drug has previously been approved. 
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Meloxicam is under the following U.S. patent number: 

U.S. Patent Number Date of Expiration 
6,184,220 February 6,202 1 

6. ATTACHMENTS: 

Facsimile Labeling is attached as indicated below: 

a. package insert for 0.5 mg/mL concentration 
b. client information sheet for 0.5 mg/mL concentration 
c. bottle Iabelfor 15 mL container of 0.5 mg/mL concentration 
d. bottle labelfor 30 mL container of 0.5 mg/mL concentration 
e. carton label for 1.5 mL container of 0.5 mg/mL concentration 
f: carton label for 30 mL container of 0.5 mg/mL concentration 
g. shipping label for 15 mL container of 0.5 mg/mL concentration 
h. shipping labelfor 30 mL container of 0.5 mg/mL concentration 

i. package insert for 1.5 mg/mL concentration 
j. client information sheetfor 1.5 mg/mL concentration 
k. bottle labelfor 10 mL container of 1.5 mg/mL concentration 
1. bottle label for 32 mL container of 1.5 mg/mL concentration 
m. bottle labelfor 100 mL container of 1.5 mg/mL concentration 
n. carton labelfor 10 mL container of I.5 mg/mL concentration 
o. carton labelfor 32 mL container of 1.5 mg/mL concentration 
p. carton label for 100 mL container of 1.5 mg/mL concentration 
q. shipping labelfor 10 mL container of 1.5 mg/mL concentration 
r. shipping labelfor 32 mL container of 1.5 mg/mL concentration 
s. shipping labelfor 100 mL container of 1.5 mg/mL concentration 
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Metacam. 
(meloxlwm) 0.5 mg/mL Dml Suspmslon 
(qulvalent to 0.02 mg per drop) 
Non-steroklrl mU+dlamm&ory drug for oral use In dogs onfy 
CIUHON Federal bw restrids MS drug to IIF by or on the or& of a lkmed vetetinadan. 
Descrlptkn: MeWwm is a Non-Sleroidrl AnU-fnfl8mnulofy OKAID) drug of the oxlwm class. Each mWler of 
Melawm’ Dral Suspendon conblns nnk&am quivalenl to 1.5 mlllignms md sodium benzoab (1.5 mlulgramr) n 
I preservalh’e.lhe chemlwl name for Mekudwm Is 4-Hyd~2~~n-(5~2~~~~~-1,2-~- 
la&e-3-cerboxamlde-l, l-dkcdde.lhe fomudatbn fs I y&wish viscous suspenW with the odor of hong 

ellmlnallon half IL a&r a single dose Is esU&ed lo be appmdm&y 24 hrs (+/-30%) reg&less of route of rdmln- 
lstraUon.lhere Is no evldenw of slaUsUwNy slgnlliwnt gender differenws In drug pharmscoklnelks. Drug bbavail- 
rbllltx volume of dlstrlbullon. and lotd smtendc cle~rmw remain constant UD to 5 times the recommended dose for 

Iongallon-when dogs.sre dosed for 45 days or longer. - 
fhk drug concentrations wn be expected to occur wlthln about 7.5 hn after ore1 ;Idmlnlstmtlon. Corresponding 
peak wncmtntlon Is ~pproxlnublyO.464 mcgIm1 folk&g I 0.2 mg/kg onl dose.The drug Is 97% bound to 
wnlne pksme protefnr 

lndlwtlons: Metacam’ Oral Suspension Is lndiwted for the conlrol of paln and Infl~mmatlon ruodated with 
orbosrthrRls In dogs, 

Dosage and Admlnlstration: Melawm’ Oral Suspension should be admlnlstered lnltially al 0.2 mgIkg bodywdght 
only on the RnI day of lnalment. For JU lrealmmls after day 1, Matrum Oral Suspendon should be rdmlnlstered 
once dally al a dose of 0.1 mg/kg. 

pound of body weight for the 0.5 mg/mL conwnt~Uon Uive dmps for each kIlogram of body weight), dropped dkecUy 
~to the food. 
For dogs bstween I-10 pounds, Metawm’ Oml Suspensfon can be given by dmps 01 by using the meesurlng sydnge 
pmvidcdln~pt~(~~um~).TlIb, 
designed to deUwr the dagy mafntenance dose (0.05 mgIlb or 0.1 mg/kg). Then using the sydnge, Le dog’s weight 
shwldkmu~dorm(oHnnw~l~poundinawnmt.llrpkermdU~wprftrrur 

Shake~Ubeforeuselhennmo wp M&cam~OmlSuspensfonmaybeeithumixadWithfoodor pbwd dlrecUy 
lntot~mwth.RrtkulrrwnIhwldbr~wlUI~rd~~~cumyddorlnl.Maoclm~OnlSuspanJon wn 
be given using the meesurlng syringe provided In lha padage (see doslng pmwdure below).The sydnge flls on lo the 
bottb and has a scale In pounds deslgned to deliver lhe delly malntenenw dose (0.05 mgiib OT 0.1 mJks). When 
using the sydnge, the dog’s welghl should be rounded down to the nearest 1 pound I ncrement. AHernItiv~h4eb- 
wm* Oral Suspension an be Ghan udry lhe dmppef boltlez two drops for each pound of body mlghl for the 0.5 
mg/mL conwnlrallon (live dmps for each klbgmm of bodywdght). Replaw and Ughten wp after use. 

Warnings: Not lot use In humans. Keep lhls and all &lwUons out of reach of chlldren. Consult a physIcI& In case 
of rcddental Ingestion by humans. For oral use ln dogs only. 
As with any NSAID all dogs should undergo e thorough hlslory and physlwl examlnrllon befon the lnlllrtlon of 
NSAlDthera~ Approprlale laboratory testing lo eslabllsh hematologfwl and serum bbchemkal basdne data Is 
recommended pdor to and perWwlly during 8dmlnlstnUon. 
Foe bchnlwl &stance or to report suspected adverse readions, wll l-888-637-4251. 
Prewdndhe safe use of Metawm* ORI Suspmslon In dogs younger lhsn 6 months of age, dogs used for breed- 
Ins. or In pregnenl or lad&g dogs has not been evaluated. 
As a c&y cycle-oxygenwe lnhlbilory NSAlDs may be euodrted with pstrolnlesUnrl and renal toxldt)r SmslUvily lo 
drug-rssodated adverse wants vades with the IndMdual patlent. PaUents at greatrst risk for renal toxldly are lhose 
lhal are dehydmled, on conwmilanl dlurelk lherapy, or lhosevdth exlsllng renal, cerdlovasculrr, and/or hepalk dys- 
function. Concurmnt rdmlnlstratlon of potmtlally nephmbxlc drugs should be wrefully approached. NS4lDs may 

dkdwlly slgnlflwnt disease In patients with undedylng or pm-exlstlng disease that has not been prevbudy dlag- 
nosed. Since many NSAlDs possess the polentlal to produw pstrdntestlnal ulwntlon, conumltant use of Melawm* 
Oml Suspendon wllh other mtl-lnllammatory drugs, such es NSAIDs or cc&.ostnroldr, should br avdded or closely 
monRored.lhe use of wncomllmUy protdn-bound dmgs rvllh Metawm’ Dml Suspensk@n h8s nol been studled In 
dogs. Commonly used pmldn-bound drugs Include wrdkc, anUwnvulsent and behevlonl medlwllons.The Inllu- 



ence of concomltent LINUS thet meylnhlbft metebollsm of Meteurn* Ore1 Suspension her not been evrdueld. DN~ 
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MWM RwIlonr: Field sefely wes evelueted In 306 dogs. Wed on the results of IWO studies, GI ebnormelhles 
fvomhlng, soft stools, dlarrhee, end Ineppetence) were the mosl common edverse reectlons essodekd wUh the 
edmlnlslreUon of meloxlcem.The foflowlng We Hsts edverse mecUons end the numbers of dogs Ihet eeperlenced 
them during the studies. Dogs mey hew expeAmA more then one Incidence of the edverse reectlon during the 
studv. 

Cllnlcel DbserveUon 
Vomhlng 
Dlerrhee/sofl Stool 
Blomhf sti 

AdverulMbnsollurwd~gluroAJdstudkr 
Woekern (n=lWI Plecebo M49) 
40 23 
19 11 
I n 

Ineppetence 5 1 
Bleeding gums efter dentel procedure 
LeUlergy/Swollen Cerpus : : 
Eolahan I n 
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for the overall hwestlgelor eveluetlon on day 7, end for the owner ewlueUon on dey 14. 
Pektebllltyr Metesem* Orel Suspension wes eccepted by 100% of the dogs when veterlnerfens edmlnlslemd lhe 
lnltlel dose Into the mouth. Metecem*OreI Suspension wes ecrepted by Sow of the does W3M6~ when 
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Client Information 
For 

Metacam’ (meloxicam) 0.5 mg/mL Oral Suspension 

This summary contains important information about Meta&rm.You should read this lnformatlon before you 
start giving your dog Metacam and revlew it each tlme the prescription Is refRled.Thls sheet Is provfded only as 
a summary and does not take the place of instructfons from your vetednarian.Talk to your veterlnarfan if you 
do not understand any of thls informatlon or if you want to know more about Metacam. 

What Is Ye&am? 

Metacam Is a prescription non-steroidal anti-fnflammatory drug (NSAfD) that Is used tocontrol paln and 
inflammation (soreness) due to osteoarthrftis in dogs. Osteoarthrills (OAI is a painful condition caused by 
‘wear and tear” of cartflage and other parts of the joints that may result in the following changes or signs in 
your dog: Umplng or lameness, decreased actMty or axerclse 6eluctance to stand, cltmb stairs, jump or run, 
or difficulty In performing these actlvftfes) stiffness or decreased movement of joints. Metacam Is gfven to dogs 
by mouth. 

What Kind Of Results Can I Expect When My Dog Is On Me&am For OA? 

While Metacam Is not a cum for osteoerthritls, it can control the pain and lnftammation of OA and Improve 
your dog’s moblllty. 
l Response varies from dog to dog but can be quite dramatfc. 
l In most dogs, Improvement can be seen in a matter of days. 
l If Metacam Is dlscontlnued or not given as directed, your dog’s pain and Inflammation may come back. 

What Dogs Should NotTake Metacam? 

Your dog should not be given Metacam if he/she: 
l Has had an allergic reaction to metoxicam, the acttve ingredtent of Metacam. 
l Has had an allergic reactlon (such as hives, factal swellhtg, or red or Itchy skin) to asplrln or other NSAIDs 
l Is presently taking aspirin, other NSAlDs, of corttcostemids (unless directad by your veterlnarlan). 

M&cam Should Onfy Be Glwn To Dogs 

People should not take Me&am. Keep Metacam and all medication out of reach of chlldnn. Call your physf- 
clan Immediately If you accktentally take Metacam. 

HowToGfve MetacamToYour Dog. 

The actual dose to be given should be prescribed by the veterfnarian. 

Mrectfons for Mmlnlstratfom 

j Dogs under 10 pounds (4.5 kgl 

Shake well before use, then remove cap. Particular cam should be given with regard to the accuracy of dodng. 

To prevent accfdental overdoslng of small dogs, admlnlster dropson food only, never directly lnto the mouth. 
Carefully measure suspension onto food to assure that the correct dose Is given before presentanon of the food to 
the dog.The syrfnge pmvfded with the mekxdcam concentration of 0.5 mg/mL cannot be used to measure doses 
for dogs weighing less than 1 lb (0.45 kg). 

For dogs less than 1 lb (0.45 kg), Metacam’ Oral Suspension can be given using the dropper bottle: two drops for 
each pound of body wefght for the 0.5 mg/mL concentration Give drops for each kilogram of body welght), 
dropped directly onto the food. 

For dogs between l-10 pounds, Metacam* Oral Suspension can be given by drops or by using the measuring 
sydnge provided in the package (see dosing procedure below).The syringe fltson to the bottle and has a scale 
begfnnlng at 1 lb, designed to deliver the dally maintenance dose (0.05 me/lb or 0.1 mg/kg). When using the 
syringe, the dog’s wetght should be rounded down to the nearest 1 pound Increment Raplace and ttghten cap 
after use. 

Dogs over 10 pounds (4.5 kgI 

Shake well before use then remove cap. Metacam’ Oral Suspension may be either mixed wlth food or placed 
directly Into the mouth. Particular care should be gfven with regard to the accuracy of doslng. Metacam’ Oral 
Suspension can be given using the measuring syringe provfded In the package (see dosing pmcedure below).The 
sydnge Rts on to the bottle and has a scale In pounds designed to deliver the dally maintenance dose (0.05 
mgllb orO.1 mg/kgI. When using the syrfnge, the dog’s weight shoukf be rounded down to the nearest 1 lb 
increment Alternatively, Metacam’ Oral Suspensfon can be given using the dropper bottle: two drops for each 
pound body weight for the 0.5 mg/mL concentration Gfve drops for each Mlogram of body weight). Replace and 
tighten cap after use. 

Shake bottle welt. Fwh down 
and unscmw bottte top 
Attach the dosbtg syttng* to 
the bottte by gent& pwhlw 
tht md mto the top of the 
bottle. 

down.Ptdlthepivyirrdut 
until the bkklhtf m the 

bcdy w&ht in pounds. 

litm the bottle dght way up 
and with 0 hulstlng mow 
mrnt wpondr the doslng 
qdnge m tha bmtk. 

Fush the plunger to empty the 
cmtrnts of the sydnge. 
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What ToTelUAsk Your Veterinarian Before Giving M&cam 
Talk to your veterinarian about: 
*The signs of OA you have observed (for example timplng, stiffness). 
*The importance of weight control and exercise In the management of OA 
l What tests might be done before Metacam is prescrtbed. 
l How often your dog may need to be examined by your veterinarian. 
*The risks and benefits of using Metacam. 

Tell your veterinarian if your dog has ever had the following medkal problems: 
l Experienced side effects fmm Metacam or other NSAfDs, such as aspirin 
l Digestlve upset fvomitfng and/or dlarrhea) 
l Uver disease 
l Kidney disease 

Tell your veterinarian about: 
l Any other medical problems or aller8ies that your dog has now or has had. 
l All medicines that you are gtving your dog or plan to give your dog, Including those you can get without a pre- 

scription. 

Tell your veterinarian if your dog is: 
l Pregnant, nursing or if you plan to breed your dog 

What AnThe Posslblc Side EffectsThat May Occur In My Dog During MetacamThenpy? 

Metacam, like other drugs, may cause some side effects, Serious but rare side effects have been reported in 
dogs taking NSAiDs. Serious side effects can occur with or without warning and In rare situations result in 
death. 

The most common NSAID-related hide effects generally Involve the stomach and liver or kidney problems. Look 
for the following side effects that can indicate your dog may be having a problem with Metacam or may have 
another medical problem: 

l Decrease or Increase In appetlte 
l Vomiting 
* Change In bowel movement (such as dlanhea, or black, tarry or bloody stools) 
l Change in behavtor (such as decreased or increased actlvlty level, incoordination, seizure or aggression) 
9 Yellowing of gums, skin, or whltes of the eyes (jaundice) 
l Change In drinking habits (frequency, amount consumed) 
l Change in urination habits ffrquency, color, or small) 
l Change In skln (redness, scabs;or scratching) 

it is important to stop therapy and contact your veterinarian Immediately if you thlnk your dog has a medical 
problem or side effect from Metacam therapy. If you have addttional questions about possible side effects, talk 
to your veterinarian. 

Can Metacam Be Given With Dther Yedlcines? 

Metacam should not be 8iven with other NSAlDs (for example, aspirin, carprofen, etodolac, deracoxib) or 
sterokls (for example, cortisone, pmdnisone, dexamethasone, triamcinolone). 
Tell your vaterinarlan about all medklnes you have glven your dog in the past, and any medicines that you are 
planning to give with Metacam.This should Include other medicines that you can get without a prescription. 
Your veterinarian may want to check that ail of your dog’s medldnes can be given together. 

What Can 1 Do In Case My Dog Eata MoreThanThe Prescribed Amount? 

Contact your veterinarian lmmediateiyif your dog eats mom than the prescribed amount of Metacam. 

What Else Should I Know About Metacamf 

This sheet provides a summary of Information about Metacam. If you have any questions or concerns about 
Metacam or osteoarthritis pain, talk to your veterinarian. 

As with all prescribed medldnes, Metacam should only be given to the dog for which It was prescribed. It 
should be given to your dog only for the condition for whidr It was prescribed. It is Important to periodically 
discuss your dog’s response to Metacam at regular checkups. Your veterinarian will best determine if your dog 
Is responding as expected and if your dog should continue receMng Metacam. 

For technlql assistance or to report suspected adverse reactions, call 1-888-637-4251. 

Manufactured bv: 
Boehringer Ingelheim Vetmedica, Inc. 
St. Joseph, MO 64586 U.SA 

Distributed bv: 
Merlal Umited 
Duluth, GA 38896-4640 U.SA 

US Patent 6,184,220 

Metacam. is a registered trademark of Boehrlnger lngelhelm Vetmedica GmbH, licensed to Boehringer ingel- 
helm Vetmedica, lnc 

601401L-08-0381 
Code 601411,601421 
Revised 01/2083 

Giiis h Boehringer 
I I Ingelheim 
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Gutton: Federal law restricts this drug to use by or on 
the order of a licensed veterinarian. 
Warnings: Not for use m  humans Keep out of reach 
of children Refer to the package msert for complete 
warn~ngr and precautwns 
NADA 141-213. Approved by FDA 
Manufactured by 
Boehringer lngtlheim Vetmcdiu. Inc. 
St loseph. M O  64506 U.S.A 
Dlstnbuted by 
Merial Limited 
Duluth, GA 300964640 U S.A g 

Indkalionr Metacam’ Oral Suspension Is lndlcated for the 
control of pain and Inflammation associated with 
osteoarthritis In dogs. 
Dosage and Admlnlstratlon: Refer to the package Insert for 
complete Dosage and Administration InformatIon. 

0.5 mg,mL O,a, 5uspenr,on Store at controlled room temperature, 59-86’F f15-3O.C). 

hlY us Patent 6.184.220 
Non-stemldal anti- 
inflammatory drug for oral Lot No: Exp. Date: 

use in dogs only 
Net Contents: 15 ml 

601402L-00-0301 
Code601411 
Rensed 0112003 
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Metacam Oral Suspension, 0.5 mg/mL 
(meloxicam) 

ior Use in Dogs- -- .__._ ___ _.__ - .___ - --.-- . .~. -- - .~ 

~~~~~~~~~~~~~~~~No DRAff i?t NOT USE 
R4x15mL 
ITEM NUMBER 

lllHlllllllllllllllll~llll llllllll~llll~llllll~ll~lllllllllll 
6c11411000 10012313601413 

Store at controlled room temperature, 59-66°F (1530°C) 

Boehnnger lngelhelm Vetmedica, Inc 
St Joseph, MO 64506 U S A 

601404C00-0211 



Caution: Federal law restricts this drug to use by or on the 
order of a licensed veterinarian. 
Warnings Not for use in humans. Keep out of reach of 
children. Refer to the package insert for complete warnings 
and precautions. 
NADA I&1-213. Approved by FDA 
US Patent 6.184.220 
Manufactured by: 
Boehdnger Ingelheim Vetmedica. Inc. 
St. Joseph, MO 64506 U.S.A. 
Distributed by: 
Merial Limited 
Duluth, GA 300964640 U.S.A. 

Indicationr Metacam* Oral Suspenslon is indicated for 
the control of pain and Inflammation associated with 
osteoarthritis in dogs. 

Metacam” Dosage and Administration: Refer to the package insert for 
complete Dosage and Admlnlstration information. 

(meloxicam) Store at controlled room temperature, 59-&SF (15-30’0 
0.5 mg/mL Oral Suspension Take lime 0 Observe Label Directions 
Qonly 
Non-steroidal anti- 
inflammatory drug for oral Lot No: Exp Date: 
use in dogs only 
Net Contents: 30 mL 

601405L-W-0301 
Code601421 
Rewsed 01/2003 
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Metacam Oral Suspension, 0.5 mglmL 
(meloxicam) 

For Use in Dogs ___-_I__--.__..-. _ .-~_-__.-- --- -.-- -. - 
QUANTITY LOT NO EXF DATE 

III llllllillllllllu~m~llll DIwT DO NOT USE 
84x30mL 
ITEM NUMBER 

111111111111111111111111 
10012313601420 

Store at controlled room temperature, 5986°F (15-30%) 

Boehnnger lngelheim Vetmedica, Inc 
St. Joseph, MO 64506 U S A 

601407C-00 -021 I 
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Client Information t 
(Tear at perforation) 

Professional Insert + 
NADAM-213,ApprovedbyFDA 
Metacam’ 
(metoxkam) 1.5 mg/ml Oral Suspension 
(equlvaknt to 0.05 mg per drop) 
Nan-steroidrl anti-b~fkmmatory drug for oral use ln dogs only 
Cautbn: Pederal law restrkts this drug to use by or on the ordar of a lkensed vetarlnartan. 
Descrtptlon: Meloxicam ls a Non-Steroklal Antt- lnUammato~ OlSAlD) drug of the oxkam dass. Each mUlllUer 
of Metacam’ Oral Suspension contains mat&cam equlvatant to 1.5 mltl lgramsand sodturn benzoate (lb mlt- 
li 
fi 2 

rams) as a preservattve.lhe chemkal name for Mekudcam b 4-HvdrPxv-2mahul-N-rn~~2~~~ 
-1,2-benrothlazlne-3-carboxemkk1, Moxtde.lhe formulation ts a yeltowtsh viscous suspendon wtth the 

odor of honey. 

Cllnlcal Phrrmacolo 
terminal ellmlnatlon 
route of admlnlstratton.There ls no 
n&s. Drug bloavallabll~ vdums of dlstributlon, and total systemk clearance remain constant UP to 5 times 

terminal elimlnatton halt& proto&tbn when-dogs am dosed foe 45 dM o1 longer. 
Peak drug concentrations can be expeded to occur wlthln about 7.5 hn altar oral admlnlstratton. Cormspond- 
Ing peak concentration Is approxlmately0.464 mcg/ml follovdng a 0.2 mg/kg oral dose. The drug Is 97% 
bound to canine plasma proteins. 

osteottrthrltls In dogs. 
Dosage and Admlnlstrattom Ma&am* &al Suspenrlon should k rdmlnlstered lnltlally at 0.2 me/kg body 
weight only on the Rrst day of treatment. For all treatments aftef day 1, Metacam* Oral Suspension should be 
admlnlstered ona dally at a dose of 0.1 mg/kg. , 
Dlrectlons for Admlnfstratfom 

Shake well before use, then remove ca 
Dogs under 10 poultds (4B kgl 
Partkulsr care should be given with regard to the accumcy of dosing. To 

-tKddraW~~d~~*,rd~dmpronfoodooll,nn*rd~~htot)#mauth. 
Carefully measure surpenslon onto food to assure that the correct dose ls gtven before 
thedo~TheryringepmvkladwrthU\ema~mfoncanlrstiandl~m~mlunnot usedtomeasuredosee r 

tatlonofthefoodto 

for dogs welghlng less than 5 Ibs (2.3 kgl. 
For dogs less than 5 Ibs (2.3 kgl, Metacam* Dral Suspendon can be given usln the dropper bottle: one drop for 
earhpoundofbodymlghtforthel5mp/mlmnfMtntkn(trvDdrop, 
dropped dlmctly onto the food- 

For dogs between 5 - 10 pounds, Metacam~ Dral Suspendon can be given by drops or by using the measuring 
syringe provided ln the padcage fsea dostn 
beglnnlng at 5 Ibs, deslgned to deliver the ! 

procedure below&The syringe fits on to the bottle and has a scale 
aUy malntenanca dose (0.05 mg/W or 0.1 n&kg). When udng the 

aiterise. - 
- . 

Dogsovw10 
p”“’ 

s~4-5kgl 
Shake well before use then remove cap. Metacam* ON Suspendon may be either mked vdth food of placed 
directly Into thr mouth. Partkuler care should be given wlth regard to the accuracy of doslng. Metrum* Oral 
Suspension can bagtven using the measutin 
The oyrk\ge fits on to the bottle and has a f 

syringe provided In the package fsee dosing pmcadure below). 
sea e tn pounds designed to deUw the dally maintenance dose (0.05 

mpllb orO.1 mg/kgl. When ustng the syringe, the dog’s weight should be rounded down to the nearest 5 pound 
Increnwnt. AltemativelK Metacam* Dral Suspension can be given using the dropper bottle: one dro 

s 
for each 

pound of body weight for the 1.5 mg/ml conwntratlon (two drops for each kilogram of body weigh . Replace 
and Ughten cap after usa. 

shQkebmtkwLkuhdam ~m~-fwu ~mrhtbwlrtlghtm7yup Fvsh the phntqa to rmp(v the 
andmlscmuhoahmpM lbwnAdlthephmguwt ondWlthOtWht~- cwttents q thr sydnge. 
~hrdadnowm~~~ unulthebtadrnn#mthe mmt  sqwam rhr dosIng 
*srmeCd Phwcwmpondr@* &ng#~thrbvtth. 
OntoChrmpqthrw. wswcwront*m 
Mtralndkatlow Dogs with known hypersensUMty to meloxkam should not recdve Metacati Oral Suspension. 
Warnings: Not for use In humans. Keep this and all medkaUons out of reach of children. Consult a physldan 
In case of accidental Ingestton by humans. For oral use In dogs only. 
As with an NSAID all dogs should undergo a thorough hlstory and physkal examlnatlon before the lnltlatlon 
of NSAID tl oram Appropriate taboratory testing to estebtlsh hematologkal and serum btochemlcal baseline 
data ls recommended prior to and pert&ally during admlnlstratton. 
For tech&al assistance or to raport suspected adverse raactlons. call l-888-637-4251. 
Pmcauttons:The safe use of Me&am* Oral Suspension In dogs younger than 6 months of age, dogs used for 
breeding, or In pregnant or lactating dogs has not been evaluated. 
As a ckss,cydwxygenase lnhlbltory NSAtDs may be associated with gestmtntestlnal and renal toxldty. Sensl- 
tlvlty to drug-awodated adverse ewntsvarlas with the lndlvldual patknt. Patients at greatest risk for renal tox- 
klty awthose that are dehydrated, on concomitant dluretk therapy, or those wlth extsting renal, cardlovascu- 
Iar, and/or hepatk dysfunction. Concurrent admlnlstmtlon of potanllally nephmtoxk drugs should be 
carefully approached. NSAIR may Inhlblt the prostaglandlns that malntaln normal homeostatlc function. 
Such anti-prostaglandln effects may result In cllnkally slgnlflcant disease In patients with underlying or pre- 
exlstlng disease that has not been prevtously dla osed. Stnce many NSAlOs possess the potential to produce 
gastrolntesdnal uktratlon, concomitant use of fizaca m’ Oral Suspensfon wfth other anti-Inflammatory 
drugs, such as NSAlDs or cmtkosterolds, should be avoided or closely monltored.The use of concomltenUy 
protein-bound dru s wtth Metacam” Oral Suspension has not been studkd In dogs. Commonly used pmteln- 
bound drugs lnclu d e cardiac, antkonvulsant and behavlonl medkattons.The influence of concomltent drugs 
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that may Inhibit metabolism of Metacam* Oral Suspansion has not been evaluated. Drug compatlblllty 
should be monllored In patients raqulring adjunctive therapy, 
Adverse Beactlonsz Reid safety was evaluated In 306 dogs. Based on the resuits of two studies, Gl abnormall- 
ties (vomiting, sofl stook, diarrhea, and inrppetance) wera the most common adverse reactions assodatad 
with the administration of meioxicam.The foliowing table ilsts adverse naciions end the numbers of dogs 
that experienced them during lhe studies, Dogs may have eapuienced more than one Incidence of the 
adverse reaction durlnn the studv. 

Clinical Observation 
Adverse F&Wbns Dbsarved DuringTwo Raid Studies 

. Mcioxkam fn=157) Placebo W49) 
Vomiting 40 23 
MarrhealSoA Stool 19 11 
Bloody Stool 1 0’ 
Inappetance 5 1 
Bleeding gums after dental procedum 1 . 0 
Lethargy/Swoiien Carpus 1 0 
Eplphora 1 0 

In fore1 
f 

n 
Hons re akd to meioxkam administration inciuded: auto-immune hemo 

suspeckd adverse drug raactlon 0 reporting over a 9 year paria~$$ncas f;mF&ac- 

topenia (1 dog), poiyarthritis (1 dog), nursing puppy iethargy(1 dog), an !r pyoderma (1 do 7 . 
Effectiveness: The effectivenass of meioxkam was demonstratad in two Raid studias invoivin a total of 277 
dogs representing various bmeds, b&&n six months and sbdrn years of age, ail diagnos a! with 
osteoarlhritls. Bolh of the piscebo-controlled, masked studies were conducted for 14 days. Ail dogs raceived 
0.2 mg/kg on day 1. Ail dogs were malntalned on 0.1 m  

$ 
kg oral meloxkam from days 2 Ihmu 14 of both 

studies. Parameters evaiuatad by veterinarians included ? manes& weight-bearing, paln on pa palton, and 
overall improvement. Parameters assessed by owners included mobiiity, abiiity to rise, limping, and overaii 

PaiataMIW Metacam’ &al Sus 
the lnltiai dose Into the msuth. Ar 

nsbn was acceptad by 100% of tha 
eraam* Orai Suspension was accepted 

y veterinarians sdministamd 

administered by owners. Problems ~ssociatad with administration in&d 
90% of the dogs (123136) when 

bwing and saiivation. 
refusal of food, resistance to swai- 

get anlmai safaty study, rnebxk.am was admini&md onlly at t,3, and 5X the rec~mm~ndad 
dose with no slgnifkant dinkai rdversa reactions. Anhnais ln all doa groups @ontrol, 1,3 and 5X the reconr 
mended dose) exhlbltad some gastrointastlnai distress (diarrhaa and vomiting). No treatment-misted 
ch;;rmwre observad in hamatoiogicai, blood chemistry, urinalysis, dotting time, or bucai mucosal blaad- 

. 

Mkmscoplc examlnaMon of the kidneys revealed minlmal degeneration or silght necrosis at the lip of the 
llia In three dogs at the 5X dose. Mkroscopk eaamlnatlon of the stomach showed lnfiammalory mucosai 

Pii e ons, eplthelial regenerative hyperplasla or atrophy, and submucosal gland Inflammation In Iwo dogs at 
the recommended dose, thraa dogs at the 3X and four dogs at the 5X dew. Small inlestlnal mkmscoplc 
changes lnduded mlnimai focal mucosai erosion affecting the vilii, and wem sometimes associated with 
mucosal congastion.These iesions were observed in the Iieum of one control dog and In the jejunum of one 
dog at the recommended dose and two dogs at the 5X dose. 

rget animal safaty study, meioxicam was admlnisterad orally at 1,3, and 5X the recom- 
mended doss wllh no slgnlfiant ciinkal adverse reactions. Aii animals In ail dose groups (controls, 1.3, and 
5X the recommended dose) exhlbited some gastrolnteslinal distress (diarrhea and vomiling).Treatment- 
related changes seen In hematology and chemistry lnduded dacmased red biood all counts In seven of 24 
dogs (four 3X and three 5X dogs), dacreasti hcmatocrit in 18 of 24 dogs (including ihm control dogs), dose- 
reiatad neutmphlila in one 1X. two 3X and lhrea 5X dogs, avtdanca of regenenliva anemia In two 3X and one 
5X dog. Also noted were Increased BUN In two 5X dogs and decreased albumln In one 5X dog. 
Endoscopic changes consistad of nddaning of the gastrk mucosal surfaca covering less than 25% of the sur- 
face ama.Thls was saan IA thma dogs at lhe recommendad doss, three dogs at the 3X dose and Iwo dogs at 
the 5X dose.Two control dogs exhibltad raddenlng in conjunction with ukaralion of the mucosa covering iess 
lhan 25% of the surface area. 
Gross gaslrolntestinai nezmp resulls observed Included mlld dlscoioration of the stomach or duodenum In 
one dog at the 3X and In ona r og at the 5X dose. Multifocal pinpoint red foci wan observed in the gastric 
fundic mucosa In one dog at the recommended dose, and In one dog al the 5X dose. 
No macmscoplc or microscopk renal changes ware observed in any dogs receiving meioxkam in this six 
month study. 
Mlcmscopk 
3X doss. Mii 8 

strolntestlnal findlngs were iimlted to one dog at the recommended dose, and two dogs at the 
infiammatory mucosal infiltrate was obsarved in the duodmum of one dog at the rewm- 

mendad dose. Mild congastion of the fundlc mucosa and mild myositis of the outar mural musculature of the 
stomach were observed In Iwo dogs receivbg the 3X dorr 
How suppliadz 
Metacam. Oral Suspension 1.5 me/ml: lo,32 and 100 mL dropper bottles with measuring syringe 
Storages Store at contmiied room temperature 59g6’F (15 - 3O’C). 
Manufactured by 
Boehrtnger lngelhelm Velmedka, Inc 
SL Joseph, MO 64506 USA 
Distributed by 
Medal Llmlted 
Duluth, GA 3w96-4640 u.sA. 
US Palent 6,184,220 
Metacam’ k a regfstered trademark of Boehringer Ingeihelm Vetmedica GmbH, lkensad to Boehringer Ingel- 
heim Vetmedka, Inc. 
60151611-oo-oM1 
Code 601511,601521,601531 
Revisad 0112003 
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Client Information 
For 

Metacam’ (meloxicam) 1.5 mg/mL Oral Suspension 
Non-steroidal anti-inflammatory drug for oral use in dogs only 

Thb summary contains important informanon about Metacam. You should read this information before you 
start giving your dog Metacam and review 11 dach time the prescrlption is refilied.This sheet Is provided oniy as 
a summary and does no1 take the place of lnstructlons from yourveterinarian.Talkto your veterinarian If you 
do not understand any of this Information or if you want to know more about Metawm. 

What Is Metacaml 

Metacam is a presctiptlon non-steroids1 antl-inflammatory drug (NSAID) that Is used to control pain and 
inflammation (soreness) due to osteoarthritis in dogs. Osteoarthrllls (OA) is a painful condllion caused by 
“wear and tear” of cartilage and other parts of the joints that may result In the following changes or signs in 
your dog limping or lameness, decreased activity or exercise (reludanw to stand, cilmb stairs, Jump or run, 
or dlfficuity in performing these activtlies) stiffness or decreased movement of joints. Melawm is given to dogs 
by mouth. 

What Klnd Of Results Can I Expect When My Dog Is On Metacam For OA7 

While Metawm is not a cure for osteoarthritis, It can control the pain and inflammation of OAand improve 
your dog’s mobllily. 
l Response varies from dog to dog but can be quite dramatic. 
l In most dogs, improvement can be seen in a matter of days. 
l If Metacam Is discontinued or not given as directed, your dog’s pain and Inflammation may come back. 

What Dogs Should NotTake Metawmf 
Your dog should not be given Metawm if he/she: 
l Has had an allergic reactfon to meloxiwm, the active ingredient of Metacam. 
l Has had an allergic reaction (such as hives, fadal sweillng, or red or Rchy skin) to aspirin or other NSAIDs. 
l Is presently taking aspirin, other NSAfDs. or corticosteroids (unless directed by your veterinarian). 

Metacam Should Only Be GlvenTo Dogs 

People should not take Me&am. Keep Melawm and all medication out of reach of children. Call your physt- 
cian immediately if you acddentally tab Metawm. 

HowTo Give Metacam To Your Dog. 

The actual dose to be given should be prescribed by the veterinarian. 

Mrecttons for Mminfstrstlon: 

Dogs under 10 pounds (4.5 k#l 

Shake well before use, then remove cap. Particular wre should be given with regard to the accuracy of dosing. 

To prevent KtMentri overdoslng of small dogs, administer drops on food only, never dlrectiy into Ihe mouth. 
Carefully measure suspension onto food to assure that the correct dose Is given before presentatfon of the food to 
the dog.lhe syringe provided with the meioxicam concentration of 1.5 mg/mL cannot be used to measure doses 
for dogs weighing less than 5 ibs (2.3 kg). 

For dogs less than 5 Ibr (23 kg), Metacam. Oral Suspension can be given using the dropper bottle: one drop for 
each pound of body weight for the 1.5 mg/mL conwntratlon (two drops for each kilogram of bodywelghti, 
dropped directly onto the food. 

For dogs between 5 - 10 pounds, Metawm* Oral Suspenslon can be given by drops or by using the measurfng 
syringe provided in the package (see dodng procedure below~.The syringe fits on to the bottle and has a scale 
beginnfng at 5 ibs, designed to deihrer the dally maintenance dose (0.05 mg/lb orO.1 mg/kgI. When using the 
syringe, the dog’s weight should be rounded down to the nearest 5 pound Increment. Replace and tighten cap 
after use. 

Dogs over 10 pounds (4s kgI 

Shake well before use then remove cap. Metawm. Oral Suspenslon may be either mixed with food or placed 
directly into the mouth. Particular wre should be given with regard to the accuracy of dosing. Metawm’ Oral 
Suspension can be given using the measuring sydnge provided in the package (see dosing procedure beknv).The 
syringe fits on to the bottle and has a scale in pounds designed to deliver the daily maintenance dose (0.05 
mg/ib or 0.1 me/kg). When using the syringe, the dog’s tight should be rounded down to the nearest 5 pound 
increment Alternatively, Metawm*Oral Suspension can be given using the dropper bottle: one drop for each 
pound of body weight for the 1.5 mg/mL conwntralfon (hvo drops for each kilogram of body weight). Replace 
and tighten cap after use. 
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Ant&thtdaMqs@tgttt 
tht honk by gtnt&pushing 
IhttndcmtothtlopofN 
bank. 

lbm tht bofIkkj7fngt upshk 
down. Pull the phmgn out 
unlit ?ht block lint on lht 

‘iogGim&+htlnpounds. 

lbm lht batik dghl wy up 
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What To Tell/Ask Your Veterlnarlan Before Glvtng Metacam 

Talk to your veterinarian about: 
*The signs of OAyou have observed (for example limping, stiffness). 
*The importance of weight control and exercise In the management of OA 
l What tests might be done before Metacam Is prescribed. 
l How often your dog may need to be examined by your veterinarian. 
*The rfsks and benefits of using Metacam. 

Tell your veterlnarlan if your dog has ever had the following medical problems: 
l Experienced side effects from Metacam or other NSAlDs, such as aspirin 
l Digestlve upset (vomltlng and/or dlarrhea) 
l Liver disease 
l Kidney disease 

Tell your veterinarian about: 
l Any other medlcal problems or allergies that your dog has now or has had. 
l All medlclnes that you are giving your dog or plan to give your dog, Including those you can get wllhout a pre- 

scription. 

Tell your veterinarian if your dog Is: 
l Pregnant, nursing or lf you plan to breed your dog. 

What AreThe PossIbleSide EffectsThat May Occur In My Dog During YeteamTherepy? 

Me&am, like other drugs, may cause some sklc effects. Serfour but rare side effects have been reported In 
dogs taking NSAlDs. Serious side effects can occur with orwlthout warnlng and In rare sltuatlons msult In 
death. 

The most common NSAID-related side effects generally involve the stomach and liver or lddney problems. Look 
for the following side effects that can lndlcate your dog may be havlng a problem with Metacam or may have 
another medical problem: 

l Decrease or Increase In appetlta 
9 Vomiting 
l Change In bowel movement (such as dlarrhea, or black, tarry or bloody stools) 
l Change In behavior (such as decreased or increased actlvlty level, Incoordination, seizure or aggressIon) 
l Yellowing of gums, skfn, or whites of the eyes Oaundlce) 
l Change In drinking hablts (frequency, amount consumed) 
. Change In urinatlon hablts (frequency, color, or smell) 
l Change In skln (redness, scabs, or scratchlng) 

it Is Important to stop therapy and contact your veterinarian Immediately If you thlnk your dog has a medlcal 
problem or side effect from Matacam therapy. If you have addftlonal questlonr about possible side effects, talk 
to your veterinarian. 

Can Metacam Be Glven With Other Medlclnes? 

Metacam should not be given wlth other NSAlDs (for example, asplrln, carprofen, etodolac, deracoxib) or 
steroids (for example, cortisone, pndnisone, dexamethasone, triamdnolone). 
Tell your veterlnadan about all medicines you have given your dog in the past, and any medidnes that you are 
planning to give with Metacam.Thls should Include other medidnes that you can get without a prescrlptlon. 
Your veterinarian may want to check that all of your dog’s medidnes can be glven together. 

Whet Can I Do In Case My Dog Eats MoreThmThe Pm&bed Amount? 

Contact your veterinarian immediately If your dog eats more than the prescribed amount of Metacam. 

What Else Should I Know About Metacam? 

This sheet provides a summary of lnformatlon about Metacam. If you have any questlons or concerns about 
Metacam or osteoarthritis paln, talk to your veterfnarlan. 
As with all prescribed medicines, Metacam should only be *en to the dog for which It was prescribed. It 
should be given to your dog only for the condltlon for which It was prescribed. It Is Important to perlodlcally 
discuss your dog’s response to Metacam at regular check ups. Your veterlnadan will best determine If your dog 
is responding as expected and if your dog should continue receiving Metacam. 

For technlcal assistance or to report suspected adverse reactions, call 1-888-637-4251. 

Manufactured bv: 
Boehtfnger Ingelheim Vetmedlca, Inc. 
St Joseph, MO 64506 U.S.A. 

Mstrlbuted by: 
Merfal Llmlted 
Duluth, GA 30096-4640 U.SA 

US Patent 6.184.220 
Metacam. Is a registered trademark of Boehrlnger Ingelhelm Vetmedlca GmbH, licensed to Boehringer Ingel- 
helm Vetmedlca, Inc. 

6015171L-oo-o301 
Code 601511,601521,601531 
Revlsed 01/2003 

Giiis 6 Boehringer 
I I Ingelheim 



Catlow Federal law restrka this drug to use by or on 
the order of a kenred veterlnarlan. 
WaminCI: Not for UK in humans. Keep wt of reach 
of children. Refer to the package Insert for complete 
wamln@ and precau”onr. 
NAM l&l-213,A~~roved by FDA 
Manufactured by: 
Boahringcr hgdhdm Vetmdiu. Inc. 
St. Joseph, M O  64606 U.S.A. 
Distributed by: 
Medal Limited 
Duluth. GA 30096~&S&O U.S.A 

g 

\ 
Indiatitionr: Metaum Oral Surpenslon is indicated for the 

Dosage and Administration: Refer to the pa&g@ insert for 
complete Dosage and Adminlrtratlon information 

,.5 mLlmLO,al Suwpenslon Store at contmlled room temperature. 59-86’F(t5-30’C). 

fbnty US Patent 6.181.220 
Non-sterotdalantl- 
mflammatory drug for oral 

Lot No: Exp. Date: 

use in dogs only 

6015162L-00-0301 
CodeWl511 
Rented 01/2003 
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Metacam Oral Suspension, 1.5 mg/mL 
(meloxicam) 

For Use in Dogs 
QUANTITY LOT NO 

___..___ _-_.---- -- 
EXP DATE 

III lllllllllllllllllillllllIIII ~IWT DO NOT UE 
84xlUmL 
ITEM NUMBER 

ll~lllll~llllllll~llllll~~lllllll 
10012313601512 

Store at controlled room temperahire, 59-86”F (1530°C) 

Bcehrtnger Ingethetm Vetmedlca, Inc 
St Joseph, MO 64506 U S A 

6015164C-00 -0211 



Caution: Federal law restricts this drug to use by or on the 
order of a licensed veterinarian. 
Warnings Not for use in humans. Keep out of reach of 
children. Refer to the package insert for complete warnmgs 
and precautions. 
NADA 141-213, Approved by FDA 
US Patent 6,184,220 
Manufactured by: 
Boehringer lngelheim Vetmedica. Inc. 
St. Joseph. MO 64506 U.S.A. 
Distributed by: 
Merlal Umlted 
Duluth, GA 30096-4640 U.S.A. 

lndirstionr: Metacam’ Oral Suspension is Indicated for 
the control of pain and inflammation associated with 
osteoarthritis In dogs. 
Dosage and Administration: Refer to the package insert for 
complete Dosage and Adminlstration informatlon. 

(meloxlcam) Store at controlled room temperature, 59-86-F (15-30°C). 
1.5 mg/mL Oral Suspension 
fhlY 

Take Time 0 Observe Label Directlons 

6015165L-00-0301 
Code 601521 
Rewed 0112003 

Non-steroidal anti- 
inflammatory drug for oral 
use In dogs only 

Lot No: Exp. Date: 

J 
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Metacam Oral Suspension, 1.5 mg/mL 
(meloxicam) 

For Use in Dogs 
QUANTITY LOT NO FXP nATF 

III llllllllllllllllllllllllli~ 
-, - 

DRM DO NOT USE 
84x32mL 
ITEM NIJMBER 

llllllllllllllllnl~llll~l 
601521000 

~l~lll~llll~ll~lullllll~llllll 
10012313601529 

Store at controlled room temperature, 59-86aF (1530°C) 

Boehringer lngelheim Vetmedlca, Inc 
St Joseph, MO 64506 U S A 

6015167C-00-0211 



(meloxicam) 

1 
Metacam ” 
1.5 mg/mL Oral Suspension 
Non-steroidal anti-inflammatory drug for 
oral use in dogs only 
Caution: Federal law restricts this drug to 
use by or on the order of a licensed 
veterinarian. 

L NADA 141-213, Approved by FDA 
Net Contents: 100 mL 

Indications: Metacam. Oral Suspension is indicated for 
the control of pain and inflammation associated with 
osteoarthritis in dogs. 
Dosage and Administration: Metacam’ Oral Suspension 
should be administered initially at 0.2 mg/kg body weight 
only on the first day of treatment. For all treatmenfs after 
day 1, Metacam’ Oral Suspension should be administered 
once daily at a dosage of 0.1 mglkg. 
Contraindications: Dogs with known hypersensitivity to 
meloxlcam should not receive Metacam’ Oral Suspension. 
Warnings: Not for use in humans. Keep out of reach of 
children. Refer to the package insert for complete warnings 
and precautions. 
For technical assistance or to report suspected adverse 
reactions, call l-888-637-4251. 
Refer to package insert or client information sheet for 
additional information. 
Store at controlled room temperature, 59-86’Ff15-30°C). 
6015168L-00-0301 Code 601531 Revised 0112063 
Take Time 0 Observe Label Directions 
Lot No: Exp. Date: 

Manufactured by: 
Boehringer Ingelheim 
Vetmedica. Inc. 
St. Joseph 
MO 64506 U.S.A. 

GA 30096-4640 
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Metacam Oral Suspension, 1.5 mg/mL 
(meloxicam) 

For Use in Doas 
QUANTI’T Y LOT NO 

E;<pDATF-- ~--.-.- ~. -. 

II lllllllilllllllllllllllllllllll DRAFT IJO NOT NE 
30x100mL 

ITEM NUMBER 

lll~ll~~ll~lllllllll~ lll~llll~llllllllllllllll~~lllllll 
601531000 1001231360153~ 

Store at controlled room temperature, 59-86°F (1530°C) 

Eoehnnyer lnyelhelm Vetmedlca, Inc 
St. Joseph, MO 64506 U S A 

60151 TOGO0 -0211 


