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NADA 141-186 

IDEXX Pharmaceuticals, Inc. 
4249- 105 Piedmont Pkwy. 
Greensboro, NC 274 10 

Drug Labeler Code: 065274 

1% diclofenac sodium 

SURPASS 

topical cream 

124 gram trilaminate tubes 

Rx 

1% diclofenac sodium 

topical 

horse 

Wear rubber gloves to prevent absorption into the 
hands. Apply a five-inch (5”) ribbon of cream 
twice daily over the affected joint for up to five 
days. Rub the cream thoroughly into the hair 
covering the joint until it disappears. 

nonsteroidal anti-inflammatory drug (NSAID) 

SURPASS is indicated for the control of pain and 
inflammation associated with osteoarthritis (OA) in 
tarsal, carpal, metacarpophalangeal, 
metatarsophalangeal, and proximal interphalangeal 
(hock, knee, fetlock, and pastern) joints in horses. 
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a. Dosage Characterization: 

Seventeen horses received topical diclofenac once daily for five days (18 horses 
received placebo). The applied dose was estimated as a three-inch ribbon of test 
article cream (as measured against a three inch piece of paper), and administered 
topically once a day to the 35 horses. Following the study, tube weights were used 
to determine the actual dose that each horse received. Horses received an average. 
dose of 100 mg diclofenac once daily (doses ranged from 38 to 136 mg per day). 

E variable placebo diclofenac 
lameness 10/18 8/l 7 (47%) 
improved (55%) i 

The primary variable for the demonstration of effectiveness was the subjective 
evaluation of lameness by study investigators. After five days of treatment, 
lameness examinations did not show effectiveness for diclofenac; therefore, the 
study protocol was amended to provide twice daily administration (the dose was 
doubled). 

The twice daily treatment portion of the study comprised the field study (see 
SUBSTANTIAL EVIDENCE section below), and confirmed the effectiveness of 
the twice daily dosage. In the field study, horses received a mean dose of 73 mg 
per application (the amount of diclofenac in mg that is contained in 5 inches of 
cream). 

The twenty-eight day Target Animal Safety study evaluated SURPASS for 
approximately three times the labeled duration of administration (see TARGET 
ANIMAL SAFETY section below). 

Therefore, the effective dose is 5 inches (73 mg) of 1% diclofenac topical anti- 
inflammatory cream, administered twice daily for up to ten days. 

b. Substantial Evidence: 

Title: Placebo-controlled FIELD STUDY to evaluate the safety and effectiveness 
of topically applied 1% diclofenac anti-inflammatory cream for the control of pain 
and inflammation associated with osteoarthritis (OA) in horses (BRP-DEQ- 
02/twice daily results). 



Investigators/Study Locations: 
William P. Diehl, DVM 
Mayo and Rofe Equine Clinic 
Middleburg, VA - 
John M. Donecker, VMD, MS, DABVP 
Reidsville, NC 

Dan Flynn, VMD 
Georgetown Equine Hospital 
Charlottesville, VA 
&hard Henninger, DVM, MS, 
DACVS, DABVP 
University Equine Veterinary Services 
Findlav. OH 
Jim Mitchell, DVM 
Cream Ridge, NJ 

Scott A. Nebergall, DVM 
Arthur, IL 
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Mike Parker, DVM 
Walnut Creek, CA 

Bradley S. Root, DVM 
Albuquerque Equine Center 
Albuquerque, NM 
Roger Sifferman, DVM 
Bradford Park Veterinary Hospital 
Springfield, MO 
Barbara Lynn Smith, DVM, MS, PhD, 
DACVS 
Corvallis, OR 

Nick Vatistas, BVSc, PhD, DACVS, MRCVS 
Vacaville, CA 

Animals: A total of 82 client-owned horses diagnosed with osteoarthritis (by 
lameness examination and radiography) were included in the final analysis of the 
field study. Horses (51 geldings, 28 mares and 3 stallions), ranging in age from 2 to 
30 years, were treated with test cream. Forty-two horses were treated twice daily 
with 1% diclofenac topical anti-inflammatory cream; forty horses received placebo 
cream. 



Freedom of Information Summary 
NADA 141-186 

Page 6 

Descriptions of osteoarthritic conditions in the 82 horses are listed in the following 
table: 

Study Leg Left Side 26 19 
Right Side 14 23 
Forelimb 22 22 
Hindlimb 18 20 

Disease Duration 

t 

Chronic (>l month) 37 37 
Acute (~1 month) 3 4 
unknown 0 I 1 

Treatment Groups: Horses received either diclofenac 1% cream or placebo cream, 
rubbed into the hair on the affected joints until the cream disappeared. 

Dosage: Horses received a mean dose of 73 mg of diclofenac (ranging from 27 to 
111 mg per application), twice daily. Actual dose received was determined by tube 
weight measurements for each horse, and is equivalent to the application of a five- 
inch ribbon of cream. 

Route of Administration: topical 

Frequency and Duration of Treatment: twice daily for five days 
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Variables Measured: 

Investigators examined the horses on days 1 (baseline), 2,3,4 and 5 and recorded 
lameness, pain and mobility scores. The scores were evaluated statistically. The 
horse owner also evaluated the horse daily for lameness each day. The investigator 
applied at least one of the two daily treatments. Blood samples were collected for 
hematology and serum chemistry on days 0 and 5. 

The primary variable for success was lameness examination by the veterinarian. 
Criteria for success for each variable was met when improvement by at least one 
score point was noted. Scores for each variable were assigned as follows: 

Lameness (primary variable): 

0 = lameness not perceptible under any circumstances 
1 = lameness is difficult to observe and not consistently apparent, regardless of 
cimumstances (for example, weight carrying, circling, inclines, hard surfaces, 
etc.) 
2 = lameness is difficult to observe at a walk or when trotting in a straight line, 
but is consistently apparent under certain circumstances (for example, weight 
carrying, circling, jogging on inclined or hard surfaces) 
3 =: lameness is consistently observable at a trot under all circumstances 
4 = lameness is obvious at a walk 
5 = lameness produces minimal weight bearing in motion and/or at rest or a 
complete inability to move 

Joint pain: 

The joint was manipulated through a normal range of motion and subjectively 
scored: 

O=nopain 
1 = mild pain (horse calmly withdraws limb) 
2 = moderate pain (horse withdraws limb and exhibits some signs of distress) 
3 = severe pain (horse withdraws limb and exhibits severe distress) 

Joint mobility: 

The joint was manipulated through a normal range of motion and subjectively 
scored in comparison to Day 0: 
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0 = no change from Day 0 
1% 5-10% improvement from Day 0 
2 L= 1 l-20% improvement from Day 0 
3 r= >20% improvement from Day 0 

Evaluation by horse owner in comparison to Day 0: 

0 == worse 
I = no change from Day 0 
2 == slight improvement from Day 0 
3 = much improvement from Day 0 
4 == normal (no signs of pain, stiffness or lameness) 

Statistical Methods: The percentage of horses that improved in each group was 
evaluated with an exact test of the common odds ratio, stratified by investigator, 
with a two-tailed a of 0.05. 

Results: The percentage of horses treated with twice daily diclofenac that showed 
improvement in lameness score was significantly greater than the percentage of 
horses in the placebo group (p=O.O059). Seventy-four percent of horses treated 
with twice daily diclofenac showed improvement in lameness, while 40% of horses 
treated with placebo showed improvement. 

Bloodwork: Day 5 blood samples for one investigator (19 horses) were not 
immediately analyzed, resulting in artifacts in the results for glucose, phosphorus, 
potassium, hemoglobin, hematocrit, and red blood cell levels. Therefore, post- 
treatment results were not available for 19 horses for these bloodwork parameters. 
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During the study, no clinically relevant abnormalities were identified from 
hematology or serum chemistry samples (comparing baseline to day 5), except for 
one horse that colicked (see adverse reactions). Day 5 bloodwork for this horse 
showed decreases in RBC, Hb, and HCT, with an increase in PMNs (compared to 

Adverse Reactions: One diclofenac-treated horse developed colic and responded to 
symptomatic treatment on day four of the study. One horse treated with placebo 
exhibited mildly jaundiced mucous membranes on day five; bloodwork for this 
horse was unremarkable. No other adverse reactions were noted during the study. 

Conclusions: The study demonstrated an improvement in clinical lameness 
associated with OA in horses when diclofenac was administered twice a day. 
Adverse reactions were not definitively attributed to the use of diclofenac 1% 
cream. 

3. TARGETANDbiL SAFETY: 

Title: Target Animal Safety Study of 1% diclofenac sodium topical anti- 
inflammatory cream applied topically to horses (study # 98308h, BRP-DEQ-06) 

Purpose: To evaluate the safety in horses of three dosage levels (0.6X, 1.7X, and 
2.8X) of 1% diclofenac sodium topical anti-inflammatory cream in a 28 day study. 
An additional group received 5.6X the recommended dose, given on a single day, 
and followed by a 14 day observation period. 

Investigator: John W. Campbell, Ph.D. 

Study Location: Southwest Bio-Labs, Inc. 
Las Cruces, NM 

Animals: Thirty horses (15 geldings and 15 mares), approximately 3 to 18 years 
old, six horses per group (3 geldings and 3 mares). 
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Dosage Groups: 

*Based on tube weight measurements per group, the average dose per application 
contained 41 mg diclofenac. 

Route of Administration: Topical 

Frequency of Treatment: 
Groups l-4: Treated every day for 28 consecutive days 
Group 5: Treated for a single day, followed by a 14 day untreated 
observation period. 

Duration of Study: 28 days for groups l-4; 14 days for group 5. 

Variables measured: 

Groups 1 through 4: 

-Clinical examinations were conducted on days 5, 12 and 19, and a complete 
physical examination was conducted prior to treatment and at termination. 
-Horses were observed once daily for clinical abnormalities. 
-Body weights were recorded on days -8, -1,5, 12, 19 and prior to termination. 
-Hematology and serum chemistry samples were drawn on days -3,6, 13,20 and 27 
or 28 (Note: GGT, fibrinogen, and bleeding times were not evaluated during the 
study). 
-Urinalyses (midstream) were performed on days -2 or -1 and 27 or 28. 
-Feces were evaluated (blood, color, consistency, parasites, other abnormalities) on 
days -2 or -1 and 28. 
-Synovial fluid was withdrawn from one joint prior to treatment. During necropsy, 
each horse had one treated and one contralateral untreated joint sampled. 
-Necropsy: Gross pathology and histopathology were evaluated in all horses. 
Limited histopathology results were obtained from horses in groups 2 and 3 (dermal 
tissue, liver, stomach, all sections of the intestinal tract, treated and untreated joints, 
and uterus). 
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Group 5: 

Variables for the 5.6X group were the same. Results for this group were compared 
to placebo results. 

-Clinical examinations were conducted on day 4, and a complete physical examination 
was conducted prior to treatment and at termination. 
-Horses were observed once daily for clinical abnormalities. 
-Body weights were recorded prior to the study, days 4 and 13. 
-Hematology and serum chemistry samples were drawn prior to study, day 5 and 12 
(Note: GGT, fibrinogen, and bleeding times were not evaluated during the study). 
-Urinalyses (midstream) were performed prior to study and day 12 or 13. 
-Feces were evaluated (blood, color, consistency, parasites, other abnormalities) 
prior to study and day 13. 
-Synovial fluid was withdrawn from one joint prior to treatment. During necropsy, 
each horse had one treated and one untreated joint sampled. 
-Necropsy: Gross pathology and bistopathology were evaluated in all horses. 

Results: 

Weight loss: One horse in the 2.8X treatment group had increased GI sounds prior 
to treatment and broke with diarrhea during the study, losing a total of 20 kg (the 
most weight lost by any horse in groups 1 through 4). Necropsy of the GI tract of 
this horse was normal; no signs of GI parasitism were noted. 

Horses in the 5.6X treatment group (single administration) lost more weight per 
horse over 14 days compared to the other 4 treatment groups. Four of six horses in 
the 5.6X group lost weight during the 14 day study (between 13 and 29 kg). One of 
these horses exhibited signs of upper respiratory illness prior to treatment (cough, 
nasal discharge, elevated WBC count), and showed clinical improvement during the 
study. Evidence of strongyle parasitism was also noted at termination in this horse. 
The other three horses in this group that lost weight did not show other clinical 
signs or evidence of inappetence. 

Gastric ulcer: Gross necropsy of one horse in the 5.6X group showed a thickened 
stomach wall and an ulcer (1x3 cm) in the glandular portion of the stomach, 
Histologically, the ulcerated area showed chronic mild inflammation, mild fibrosis 
and fibroplasia. Other clinical signs associated with NSAID toxicity (colonic 
ulceration, hypoproteinemia, hypoalbuminemia) were not noted in this horse. 

Joint fluid: The synovial fluid of one horse in the 2.8X dosage group contained 
elevated WBCs at termination, possibly the result of pretreatment removal of joint 
fluid. This horse did not show other abnormal clinical signs. 
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Plasma concentrations of diclofenac following topical administration: Dose 
dependent increases in blood levels of diclofenac were detected in horses at 1.7X 
(three of six horses) and 2.8X (six of six horses) the recommended dose. 

Conclusions: 

The correlation of clinical pathology results with clinical observations and necropsy 
results did not reveal any individual horses showing definitive signs of NSAID 
toxicity. It should be noted that clinical pathology results did not include an 
evaluation of GGT, fibrinogen, or bleeding times. 

Clinical signs of illness during the study that may have been related to the 
administration of diclofenac were weight loss in 4 (of 6) horses in the 5.6X group, 
and possible exacerbation of existing gastrointestinal (GI) disturbances in one horse 
in the 2.8X group. The etiology of the glandular gastric ulcer in the 5.6X group 
remains unknown. 

4. I!fUWSAFETY: 

This drug is intended for use in horses, 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 Warnings are provided on the product label as follows: 

Not for use in horses intended for human consumption. 

User Safety: Keep out of reach of children. Not for human use. Consult a 
physician in case of accidental ingestion by humans. Wear gloves to prevent 
absorption into the hands. Direct contact with the skin should be avoided. If 
contact occurs, the skin should be washed immediately with soap and water. 

5. AGENCY CONCLUSIONS: 

The data submitted in support of this NADA satisfy the requirements of section 
5 12 of the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 5 14 of the 
implementing regulations. The data demonstrate that SURPASS when used under 
the labeled conditions of use is safe and effective for the control of pain and 
inflammation associated with osteoarthritis (OA) in tarsal, carpal, 
metacarpophalangeal, metatarsophalangeal and proximal interphalangeal (hock, 
knee, fetlock and pastern) joints in horses. 
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The drug is restricted to use by or on the order of a licensed veterinarian because 
professional veterinary expertise is required to diagnose equine osteoarthritis and 
to monitor response to treatment. 

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. 

SURPASS (lo/ d’ 1 f o rc o enac sodium) Topical Anti-Inflammatory Cream is under 
the following U-S. patent numbers: 

US 4,761,288 expires August, 2,2005 
US 4897,269 expires January, 30,2007 
US 4,937,078 expires June, 26,2007 

6. A TTACHMENTS: 

Facsimile labeling is attached as indicated below: 

a. Package Insert 
b. Client Information Sheet 
c. Tube Label 
d. Box Label 
e. Display Box Label 



VET INSERT/CLIENT INFORMATION SHEET 

CAUTIQN PRECAUTJONS 
Federal law restricts thii drug to use by or on the order of a 
licensed veterinarian. 

DESCRIPTION 
SURPASS” topical cream contains 1% diclofenac sodium. 
Diclofenac is a nonsteroidsl anti-inflammatory drug of the 
phenylacetic acid class. The chemical name for dictofenac is 
sodium [o- (2,5dichioroaniiino)phenylJacetate, The empirical 
formula is Ct 4Ht &12NNa02 and the molecular weight is 
318.13. SURPASS topical cream contains 1% diclofenac sodium 
in a base composed of Phospholipon 906 propylene giycol, 
alcohol (5.94%), vitamin E acetate, benzethonium chloride and 
purified water in a liposomal formulation. 

Exceeding the recommended dosage or treating multiple joints 
may increase plasma concentrations of didofenac (see ANIMAL 
SAFETY). The systemic &feds of exoess didofenac doses that 
exceed the recommended label amount and duration have not 
been evUt9d. 

Horses should undergo a thorough history and physical 
examination before initiation of NSAiD therapy. Appropriate 
laboratory tests should be conducted to establish hematoiogkzal 
and serum biochemical baseline data before and periodicaiiy 
during administration of any NSAID. Owners should be advised 
to observe for signs of potentlai drug toxicity (see 
lNFORMATlON FOR OWNER OR PERSON TREATlNG ANIMAL). 

INDlCATlONS 
SURPASS topical cream Is indicated for the control of pain and 
inflammation associated with osteoarthritis (OA) in tarsal, carpal, 
metacarpophaiangeai, metatamophalangeal and proximal 
interphalangeal (hock, knee, fetlock and pastern) joh?ts in 
horses. 

Treatment with SURPASS should be terminated if signs such 
as inappetence, colic, fecal abnormalities, anemia or depres- 
sion are observed. 

DOSAGE AND ADMINISTRATION 
Ahvays provide the Client Information Sheet with the 
prescription. 
Dosage: Apply a fiie-inch (5”) ribbon of SURPAS$ topical cream 
twice daily over the affected joint for up to ten days. 
AdmhWmtion: Wear rubber gloves to prevent absorption into 
the hands. Rub the cream thoroughly into the hair covering the 
joint until it disappears. 

As a class, NSAlDs may be associated with gastrointestinal 
and renal toxic& When NSAlDs inhibit prostaglandins that 
cause inflammation, they may also inhibit prostaglandins 
that maintain normal hoineostatic function. These anti- 
prostaglandin effects may result in clfnicaily significant disease 
in patients with underlying or preexisting disease more often 
than in healthy patients, Patients at greatest risk for renal 
toxicity are those that are dehydrated, on concomitant diuretic 
therapy, or those with renal, cardiovascular and/or hepatic 
dysfunction. 

CONTRAINDICATIONS 
SURPASS topical cream is contraindicated in animals with 
known hyperaensftlvii to didofenac. 

WARNINGS 
Notfor~-for~lananconruJlnpuon. 
User Safety: Keep out of reach of children. Not for human use. 
Consult a physician in case of accidental ingestion by humans. 
Wsaf gloves to prevent absorption into the hands. Direct contact 
with the skin should be avoided. If contact ocwrs, the akin 
should be washed immediately with soap and water. 
Anknal Sa#&y For topical use in horse8 only. Owners should 
be advised to observe for signs of potential drug toxicity (see 
INFORMATION FOR OWNER OR PERSON TRFXI’ING ANIMAL 
and ADVERSE REACTIONS). 

Studies to determine the effect of SURPASS when adminis- 
tered concomitantly with other drugs have not been conduct- 
ed. Since many NSAlDs possess the potential to induce gas- 
tric ulceration, concomitant use of SURPASS with any other 
anti-inflammatory drugs, su@ as other NSAlDs and corticos- 
teroids, should be avoided. Drug compatibility should be moni- 
tored closely in patients receiving adjunctive therapy. 

The safety of SURPASS has not been investigated in breeding, 
pregnant or lactating horses, or in horses under one year of 
age. 

ADVERSE REACTIONS 
During the fleid study, one diiiofenac+treated horse developed 
colic on day four of the study and responded to symptomatic 
treatment. One placebo-treated horse exhibited mildly jaundiced 
mucous membranes on day five. Adverse reactions during the 

S,Ut lPASC lbpkrt~Anocindlammepwyforusehin 

This summary contains important information about SURPASS’* 1 3. Whk3h horsea should not rcwetve beatmod with 
topical cream. You should read this information before treating SURPASS? 
your horse with SURPASS. This sheet of Information is provided 
only as a summary and does not take the place of instructions 

SURPASS is for topical use in horses only. SURPASS should not 

from your veterinarian. Talk to your veterinarian if you have any 
be used In horses exhfbtting allergic reactions to diclofenac. 

questlons about this lnformatkm or to learn more about 
SURPASS is not for use in horses intended for food. The safety of 

SURPASS. 
SURPASS has not been determined in horses less then one year 
of age, in horses used for breeding, pregnant mares, or mares 
nursing foals. 

4. How do I apply SURPASS to my horse? * 
Wear gioves to prevent absorption Into the hands. Direct contact 
with the skin should be avoided. if contact occurs, the skin 
should be washed immediately with soap and water. Apply a 
ffve-inch (5”) ribbon of SURPASS twice dally over the affected 

1. What Is SURPASS toplcal cream? 
SURPASS topical cream contains 1% dioiofenac sodium. 
Dlcbferw is a preMption non-namotic, nonsteroldal anti-inflam- 
matory drug (NSAID) that controls pain. Dlclofenac is used for the 
control of pain and inflammation associated with osteoarthritis 
(OA) In hock, knee, fetlock or pastern joints in horses. 



VET INSERT/CLIENT INFORMATION SHEET 

. SURPASS” 
(1% dlobm80 8odium) 

S”DI‘O* Topk’alAnwnAemmatorycaeemfofu88b,Norae8 

CAUTION PRECAUTIONS 
Federal law restdots this drug to use by or on the order of a 
licensed veterinarian. 

DESCRIPTION 
SURPASS” topical cream contains 1% diiofenac sodium. 
Diciofenac is a nonsterokfal anti4nftammatoiy drug of the 
phenyiacetic acid class. The chemical name for diciofenac is 
sodium [o- (2,6drcNMoan~o)phenyllacetate. The empirical 
formula is C,4HfgC12NNa02 and the molecular weighf is 
318.13. SURPASS topical cream contains 1% diclofenac sodium 
in a base composed of Phosphofipon 90H, propylene glycol. 
alcohol (5.84%). vitamin E acetate, benzsthonium chloride and 
purified water in a tiposomai formulation. 

Exceeding the recommended dosage or treating multiple joints 
may increase plasma ooncsntrations of didafenac (see ANIMAL 
~.Thesystemiceff&sofexcessdiioffmacdoseathat 
excesd the recommsnded labal amount and duration have not 
been evaluated. 

Horses should undergo 8 thorough history and physi& m 
examination before initiation of NSAID therapy. Appropriate 
laboratory tests should be conducted to estab&h hematological 
and ssrum biochemical baseline data before and periodically 
during administrafion of any NSAID. Owners should be advised 
to observe for signs of potential drug toxicity (see 
lNFORMAflON FOR OWNER OR PERSON TREATING ANIMAL). 

INDICATIONS 
SlJRPASStopdi cream is indicated for the control of pain and 
inflammation ass&s& with osteosrlhrkis (OA) in tarsal, carpal. 
mekmrpophalangesl, mstatamophalangeal and proximal 
interphalang@ (hock, knee, f&o& and pastern) jointa in 
horses. 

Treatment w&h SURPASS should be terminated if signs such 
as lnappetence, colic, fecal abnormalities, anemia or depres- 
sion are observed. 

DOSAGE AND ADMINISTRAlION 
Always provide the Clint lnformatkm Sheet with the 
prescripUon. 
Dasage: Apply a five-inch (5”) ribbon of SURPASS topical cTeam 
twice daily over the affected joint for up to ten days. 
Adminis~: Wear rubber gloves to prevent absorption into 
the hands. Rub the cream thoroughly into the hak covering the 
joint until it disappears. 

As a olass, NSAlDs may be assoc&ted with gastrointestinal 
and renal toxicity. When NSAlDs lnhibt prostagiandins that 
cause inffamma*n, they may also inhibit prostaglandins 
that maintain nom homeosfatic function. These anti- 
prostaglandin effeots may result in clhically significant disease 
in patients with underlylng or praexlsting disease more often 
than in healthy patients. Patients at greatest risk for renal 
toxicity are those that are dehydrated, on concomitant diuretic 
therapy, or those with renal, cardiovascular and/or hepatii 
dysfunction. 

CONTRAfNDlCAllONS 
SURPASS topical cream is contraindicated in animals with 
known hypersensitM&y to diolofenao. 

WARNINGS 
Notforftomesintend8dforhumanooruwrptioh 
User Safw Keep out of reach of children. Not for human use. 
Consul a physlclan In case of ao&Jental ingestlon by humans. 
Wear gloves to prevent absorption into the hands, Direct contact 
with the skin should be avoided. lf contact oeuus, the skin 
should be washed immediately with soap and water. 
Anfmel S&&c For toplcal us6 in honsa only. Owners should 
be advised to observe for signs of potent!4 drug toxicity (see 
INFORMATlON FOR OWNER OR PERSON TREATING ANIMAL 
and ADVERSE REACTIONS). 

Studies to determlne the effect of SURPASS when admlnls- 
tered concomitantly with other druga have not been conduct- 
ed. Since many NSAlDs possess the potential to induce gas- 
tric ulceration, ooncomitant use of SURPASS with any other 
anti-inffammatory drugs, such as other NSAlDs and cortico5 
tsroids, should be avoided. Drug compatibility should be moni- 
tored closely in patients receMng adjunctive therapy. 

The safety of SURPASS has not been investigated in breeding, 
pregnant or lactating horses, or in horses under one year of 
age. 

ADVERSE REACTIONS 
During the fisld study* one diclofenaetreated horse developed 
wlio on day four of the study and responded to symptomatic 
treatment. One placebo-treated horse exhibited mildly jaundi& 
mucous membranes on day five. Adverse reaotions during tha 

S”lb.&.. ibpl68l~cf6amforu68lnb 
This summary oontains important lnfonnation about SURPASS” 
topical aesm. You shoutd read thts I- bsfore rreaung 
your horse with SURPASS. This drew of Information IP provided 
only as a summary and does not take the placa of lnatructons 
from your veterinarian. Talk to your veterfnarian If you have any 
ques&na about this lniormatlon or to learn more about 
SURPASS. 

1. What is SURPASS topissl cream’) 
SURPASS top4uil cream oontab lq6 -few.9 sodium. 
Di&e4acisa~pt!onn~, tlm6reroldalanu-lrlflam- 
matory w (NSAID) that controls pakt. DMofenac Is used for the 
control of pain and inflammation assodeted with osteoarthritis 
@A) in ho&. knee, fetlock or pastern Joktts in horses. 

rresr6d wirh SURPASS? 
OsBoarthrkLs is a painful condition caused by the progressive 
deterlodon of the cartllege, accompanied by changes in the 
bone and soff tissues of the joint. Thii disease Is characterized by 
paln and to86 of function of the affected joint. 

While SURPASS is not a cure for osteoarth#s, it does control the 
pain and Inflammation asso&@dwithOAandlncreasesthe 
horse’s mobluty. The rwponw to SURPASS will valy from horse to 
horse, In most horses, m&mum lmprovementisseeninlessthan 
one week. 

3.Whfohhor~msho41ldnotrecefvotreatmenfwffh 
SURPASS? 

SURPASS is for topical use In horses only. SURPASS shoukl not 
be used In horses exhibiting allergic reactkms to dlddenac. 
SURPASS !s not for use In horses Intended for food. Ths eafety of 
SURPASS ha8 not been determined In horses less than one year 
of age, In horsss usad for breading, pregnant mams, or mares 
nursing foals. 

4. How do I spply SURPASS to my home? 
Wear gloves lo prevent absorp&n into the hands. Dkect oontaot 
withthaskhrshwMbew~ded.Ifw~~,theskin 
should be washed lmmadlately with soap and water. Apply a 
fhm-lnch (5”) ribbon of SURPASS twk9 dalb ovsr the affectsd 
joint for up to ten days. Rub it thoroughly Into the hair ooverlng 
the joint until It disappears. 

5. What should I tell my veffirfnarian? 
Tell your veterinatfan it your home has experienced allergic 
reaotlons to diclofenac or other medicsdons. Tel1 your veterinarian 
ifyourhorseispregnantornumingafoal,orCyoulntandto 
breed the horse. Tel your veterinadan If your horse has evBI been 
dllgno6ed with 6n ukxr. 

8. Whsl possfble side effecfs msy occur In my hor66’6 

Hm6s6tWdund6rgoathorwghNstoryandphyslcal6xaml~ 
Uonbyavet6rinadanbefonsth6hHtaUonofanySURPASStherapy. 



safety study included R gastric ulcer in one horse that received 
5,6X the recommended dosage, diarrhea and uterine discharge 
in one home that recefved 2.5X the recommended dosage, and 
weight loss h four of the six horses in the !%iX dowage group. 

To reportsuspeotad adverse reactions, to obtain a Material 
Safety Data Sheet or for technical aMstance, caff l-800-374 
8006. 

INPORMATION FOR OWNER OR PERSON TREATING 
ANiMAL 
Owners should be advfsad of the potentfat for adverse reactions 
and be fnfommd of the clin~kzrt stgns easodated wtth NSAfD 
intoferance. Adverse reaobons may include weight toss. colic, 
dtarrhea, of icterus. Serfous adverse reaotions associated with 
this drug daas can occur~without warning and, in rare situattons, 
resutt in death. Owners shoufd be advff to diecontinue NSAID 
therapy and contact their veterfnarfan immediately if eigne of 
intoIerance are observed. The majority of patfents with 
dmgraksted adverse mactkms recover when the signs are 
reoognfzad, drug admtntetratk~n is stopped, and veterinary care 
ie initkt~. 

CLINICAL PHARhlAcoLooY 
DkSofen~~ is a norwteroWal an&inflammatory drug (NSAfD) with 
analgealo pmpanies~ The meohankun of aotfon of diclofena% 
like other NSAtDa, is beifaved to be essociated with the 
inhibition of oyolcoxygenase aotivky. 

EPPRCrmEhlESS 
In a oontroUed 5&f study, 82 homes wfth osmoanhritis were treat- 
ed wfth SURPASS (42 harses) or ptacebo (40 horses). Lamerlass 
examfnatfonawereperformedhhoraeswtthc&oarMw 
~wNlthetarsal.cropaf, -Ph@wwJe 
metatamphalangwd and proodmel htqW!angeal jdnts. 
hvssti~or~ were masked to treatment. k?wstfgatom and 
ownem were instructed to apply the test article over the affected 
joht twice daffy (BID) for ffve days. Aotual doeas received by 
indhfdual homes were c&&ted using tube weight measure 
merits. The mean dose appked dudng the study was 73 mg par 
applkatkm Average hene@e scores showed 8tatiMdly 
sfgnfftmrnt improvement foffowing treatment wfth SURPASS 
topkaicream. 

One diofofenac-treated home daveloped colic and responded 
to symptomatfc treatment on day four of the study. Day tive 
bloodwork for the home that c-oli~ showed dacreaaes in 
RRC, Hb and HCT, wtth an tnareaae In PMNS. compared to 
pretreatment values. One placebo-treated home exhibited mildly 
jaundfcad mucous rnambranes on day five. No other adverse 
reaotfons were noted durfng the study, 

ANIMAL SAPETY 
A controlled safety study was conducted wkh SURPASS topical 
crwm. Pour groups of eix heatthy aduft horses received 0,0.6, 
1.7 or 2.8X the recommended da& dose for twenty-eight days. 
ThedaffydosawarrdMdedintotwoappf&Utonsondayonaof 
the~.FortheremainderofIhestudy,Iheentiredailydoge 
w~~nf~onO,7,3or5johta(tarsd,carpal. 

, nbmImo~-, and prximal 
interphafangeal jofnta)). dependfng on the dowge group. The 
controlgmupofsixhoree8was- 

ws9% joints daily for twenty+@ days. An addRon& 
evafuated six honme that received 5,6X the recommended daily 
dose of SURPASS toploal cream dfstrlbuted over five joints on a 
singk day. Thii dose group was observed for fourteen day8 
without addftfonal treatment 

Ciinkxl examinations, hematology, 8erum obemfstry, synovial 
flukt analyses, groee necropay and hMopathom were 
peifomwd. At nscmpsy, one horse in the 5.6X group had a 
glandular gasfrlc ulcer. A horss in the 2.SX group had diarrhea 
and uterine dbcharge throughout the study. Pour of the a& 
homae In the 5.5X group lost weight during the study. 

Dose-dependent increases in dclofenac pfasma amcentmtions 
were deteoted in horses in the 1.7X and 25X treatment groups. 

STORAGE INFORMATION 
Store at up to 25QC (VP). Protect from freezing. 

HOW SUPPUED 
SURPASS topical cream is white to pinkkrh-whfte and is 
packaged in i24-gram trifaminate tubes. 

NADA #141-188. Approved by FDA. 

SURPASS is a trademark of IDE% Phannaceutlcafs. Ino. 

btanufactured for: IDEXX P*, Inc. 
Grwwbom, North Ceroiina 27410 USA 

h4andcWred under U.S. Patent No. 4$37,078. 

Q 2004 IDEXX P-8. Ino. ’ OM428%01 

IPIiDtCIPVtD 3KM ooo100 

I 
LABORATORIES 

U&g more than the moommended amount of SURPASS (for 
ewample,bytmattngmutUpiejotnttr)ttasnotbeente+tedandfs 
notracommended.Excee&edoaestotfwsktnbawbeanshown 
toenterthebkMwmamandthkrrnaylncma5etherkikofsfde 
effeotti. Adveme reactions ~IMCWKI wnh N&U08 may Include 
weight ks~. oofk, dfarrhea or yelfowfng of the gums, skin, or 
whiten oflha ayes (jaundice). Se&us adverse react&w assocfat- 
edwiththlsdNgclasscanocatrwimMItwrtmlngand,innm, 
snuatbns, result In death. Dfsoontlnua the use ot SURPASS and 
contact your veterlnartan immedlatefy If theee efgne are obeerved. 
The malortlv of oatten@ wfth dmo-refated adverse reacUons 
tiwhiin ‘d;e eigna are ra, drug adminkrtmkon is 
stopped, end veterinary care, I approprfate, 13 Mtiated. 

7. What preoauttons abould I take before admtntaterlng 
suRFwBtq?lcalcmam? 

Waar glows to prevent absorptton Into the hands. Direct wntact 
with fhe skh ahoukl be avokkxl. If contact cocurs. the skfn 
should be washed lmmadlatety wtth soap and water. 

SURPASS topfoal oream should only be appltert to boraea. 
Keep SURPASS and ail medicatfone out of the reach ofchiktren. 
SURPASS fs not for hurnsn use. Contact a phy&fan In case of 
accldti lngestkxf by peopte. 

6. Can SURPASS be gtven with other mectteattona? 
SURPASS should not be giwn with any other ar#hfbmmatory 
drugs, such 88 other NSAtDa (for axampie, arrptrln, 
phenylbutawne, flunlm) Rnd coru~rokls (for exrdnpls. 
cortfsone, prednlwme, ciam&mone, triamchokme). Tell your 
vatednarian about atI medtoines. that vou are otannino to 
admhfster In addftton to SURPASS. These &r&d k&rde other 
medkx&nsthatyoucanobtatnwttboutapm8afpdon. 

9.HowalurutdIrtmSURPASLS1 
stare at up to 25% (T-F). Protect from freezfng. t&p SURPASS 
and all medkations out ol reach of chlfdren. 

10. WI@ oire eboutd I know about SURPASS? 
Thts document prow a summary of hformatfon about 
SURPASS. If you have questtons or concerna about SURPASS or 
ost~rihdtk pafn, tafk to your veterinarfan. 

As wkh all prescrfptton medkations. SURPASS should only be 
admink3taredtothepatientforwbornftwasprewxfbed,and 
shdd only be usad as pm&bed. 

To report a wspeatrd adwfse readon, call 1-800-37MOO6. 

SURPASS is R trademalk cf lDExx PB, Ino. 

SURPASS Is manufadured for: 
IDEXX Phanaceuticats, Inc. 
Greensboro, North Carolina 27410 USA 

Mawfactured under U.S. Patent No. 4937,075. 

CD 2w4 DEW Pharmaceuticals, Ino. l -1 
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CIIDDACC” I 
(1% diclofenac sodium) ’ 

Topical Anti-inflammatory Cream for Use in Horses 

., .%I 
CAUllON: Federal law restricts this drug to use by or on the order of a licensed veterinarian. 

Net wt. 124 grams 

WARNINa Not for horses intended for human consumption. Beep out of reach of children. Not for use in humans. 
INDICATIONS: SURPASS topical cream is indicated for the control of pain and inflammation associated with osteoarthritis (OA) in tarsal, 
carpal, metacarpophalangeal, metatarsophalangeal and proximal interphalangeal (hock, knee, fetlock and pastern) joints in horses. 
DOSAGE AND ADMINISTRATION: Wear rubber gloves to prevent absorption into the hands. Apply a five-inch ribbon of cream twice 
daily over the affected joint for up to ten days. Rub it thoroughly into the hair covering the joint until it disappears. 
Read accompanying package insert before use. 
STORAGE INFORMATION: Store at up to 25°C (77°F). Protect from freezing. 

SURPASS topical cream contains I% diclofenac sodium in a base corn 
roPylene &co& alcohol (5.94%), vitamin E acetate, benzethonium 

osed of Phospholipon 9OH, 

l$osomal foml”latl0”. 
ch onde and purified water in a P. 

I 
SURPASS is manulactured for IDEXX Pharmaceuticals, Inc., Greensboro, NC 27410 USA. LABORATORIES 
SURPASS is a trademark of IDEXX Pharmaceuticals, Inc. 
Manufacmred under U.S. Patant No. 4,937,078. 
0 2004 IDEXX Pharmaceuticals, Inc. l 03-08182-02 

I 

NADA 141-186, Approved by FDA 455870 iPI/DICTTB/I 8 2/04 

NOTE: The lot number 
and expiration date will be 
embossed into the crimp 
St the end of the tube. 



WARNING: Not for horses intended for human consumption. Keep out of the reach of children. 
Not for use in humans. 
INDICATIONS: SURPASS topical cream is indicated for the control of pain and inflammation associated with 
osteoarthritis {CA) in tar&l. carpal, metacarpophalangeal, metatarsophalangeal and proximal interphalangeal (hock, knee, 
f&x& and pastern) joints in hors=- 
DOSAGE AND ADMINlSlRATlON: Wear rubber glows to prevent absorption Into the hands. Apply a S-inch ribbon of 
cream twice daily over the affected joint for up to ten days. Rub it thoroughly into the hair covering the joint until it disappears. 
Read accompanying package insert before use. 
STORAGE INFORMATION: Store at up to 25°C (77°F). Protect from freezing. 
SURPASS topical cream contains 1% diclofenac sodium in a base composed of 
Phospholipon 90H, propylene glycol, alcohol (5.94%), vitamin E acetate, 
benzethonium chloride and purified water in a liposomal formulation 

* I-lawhclured uncler U.S. Patem No.4,937*078. 
SJIUWS is immhaed for IDEXX F%mnceuticals. Inc., Greewbor~ NC 27410 USA 
SURPASSIsaoPdrmark OflDExx -eudds, Inc. 

Topical Anti-lnfiammotory Cream for Use in Horses 

CAUTION: Federal law resrriccs this drug to use by or on dre order of a licensed vet.erimrian. 

Net wt. 124 loins 
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INDICATIONS: SURPASS topical cream is indicated for the contra! of pain and 
inflammation associated with osteoarthritis (OA) in tarsal, carpal, 
metacarpophalangeal, metatarsophalangeal and proximal interphalangeal (hock, 
knee, fetlock and pastern) joints in horses. 
CONTENTS: Six l24-gram tubes. 
STORAGE INFORMATION: Store at up to 25°C (77°F). Protect from freezing. 
SURPASS topical cream contains I% diclofenac sodium in a base composed of 
Phospholipon 90H, propylene glycol, alcohol (5.94%) vitamin E acetate, 
benzethonium chloride and purified water in a liposomal formulation. 
Manufactured under U.S. Patent No. 4,937,078. 
SURPASS is manufactured for IIXXX Pharmaceuticals, Inc., Greensboro, NC 274 IO USA. 
SURPASS Is a trademark of IDDO( Pharmaceuticals, Inc. 
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