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1. General Information: 

a. File Number: NADA 141-087 

b. Sponsor: Fort Dodge Animal Health 
Division of Wyeth 
800 Fifth St. NW. 
Fort Dodge, IA 50501 

Drug Labeler Code: OOOSj6 

c. Established Name: Moxidectin 

d. Proprietary Names: QUEST Gel 

e. Dosage Form: Oral Gel 

f. How Supplied: Packaged in ready-to-use SURE-DICAI, syringes. Each 
syringe contains adequate QUEST Gel to treat one horse 
with a body weight of up to 1150 ibs, or multiple horses 
and ponies with combined body weights of 1150 lbs. 

g. How Dispensed: OTC 

h. Amount of Active Ingredient: 20 mg moxidectin/mL(2.0% w/v) 

i. Route of Administration: 

j. Species/Class: 

Oral 

Equine 

k. Recommended Dosage: The recommended dose level is 0.4 mg moxidectin’kg 
(2.2 lb) body weight. 

1. Pharmacological Category: Anthelmintic 

m. Indications: For the treatment and control of the following stages of 
gastrointestinal parasites of horses and ponies: 

Large strongyies: 
Stvongylus vulgaris - (adutt and La/L5 arterial stages) 
Strongylus edentatus - (adult and tissue stages) 
Triodontophoms brevicicatldu -- (adults) 
Triodontophorus serrates - (adults) 
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Small Strangyles (adults): 
Cy~thos~omum spp., including 

Cyathostomum ~atinatum 
Cya thostomum pateratum 

Cylicostephanus spp., including 
Cylicostephanus ca&xtus 
Cylicostephanus goM 
Cy~~~ostep~a~~ lo~g~~ursat~s 
Cylicostephanus minutes 

Cylr’cocycl~~ spp., including 
Cylicocyclus insigne 
Cylicocyclus leptostomum 
Cylicocydus nassutus 
Cylicocychs ra&tus 

CoronocycZus spp., including 
C~ronocyclus caronatus 
CoronocycEus labia&s 
Coronocyclus laabratm 

Gydoeephahs capita&s 

Petrcwinema poculatus 

Small Strsngyles: 
Undifferentiated lumenal larvae 

Encysted eyatlrostomes: 
Late L3 and L4 mucosal cyathostome larvae 

Asearids: 
Parascaris equorum - (adults and L4 larval stages) 

Qxywis equi - (adults and La larval stages) 

Hairwoims: 
Trichostrongylus axei - (adults) 

Large-mouth stomach Lworm~: 
Habronema muscae - (adults) 

Horse stomach bots: 
GasterophiJus intestinalis - (Znd and 3* instars) 
Gasterophilus nasaks - (3’“’ instars) 
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Qne administration suppresses strongyle egg production 
for 84 days. 

n. Effect of Supplement: The supplement providesfor the use of moxidectin gel 
for the treatment and contrult ofaduh C~~~~ocyclus 
radiatus and Petrovinema pocdatus based on results 
from additional dose con&mation studies. 

2. Effectiveness: 

Three dose confirmation studies were conducted using a common protocol to confirm the 
effectiveness of QUEST1 Gel administered at the recommended use level of 0.4 mg 
moxidectin per kg body weight, (2.2 lb) against endoparasites of horses Endoparasites found 
at necropsy were identified to species and developmental stage. 

Dose Confirmation Study 0~7~~E-USu2~-03 

Investigator: Craig R. Reinemeyer, DVM, Ph.D. 

Study Location: East, Tennessee Clinical Research, Rockvvood, Tennessee 

Animals: 24 horses (12 females, 12 males) aged 1 to 2 years with natural parasite 
infections 

Treatment Groups: Blocks were formed based on baseline strongyle fecal egg counts. 
Horses within blocks were randomly assigned to either an unmedicated control treatment 
or a single dose of QUEST Gel at the labeled dose rate of 0.4 mg moxidectin per kg (2.2 
lb) body weight. 

Route of Administration: Oral 

Duration of St&y: Animals were necropsied by block on~Days 12, 13 or 14. 

Measurements: Stomach contents and washings, smaIS intestine contents and washings, 
and cecum, ventral colon and dorsal colon attached parasites and contents were examined 
for parasites. 

Observations: No adverse reactions were noted in the 12 treated animals, 

Dose Confirmation Study 0876~E-US-21-03 

Investigator: Jenifer @ Irnonds, DVM, Ph.D. 

Study Location: Johnson Research, Par-ma, Idaho 



Freedom of Information Summary 
NADA 141-087 

Page 4 

Animals: 24 horses and ponies (9 females, 6 geldings, 9 males) aged 1 to 12 years with 
natural parasite infections 

Treatment Grouns: Blocks were formed based on baseline strengyie fzcal egg counts. 
Horses within blocks were randomly assigned to either an ~~di~~ted control treatment 
or a single dose of QUEST Gel at the labeled dose rate of O+4 mg moxidectin per kg (2.2 
lb) body weight. 

Route of Administration: Oral 

Duration of Study: Animals were necrupsied by block on Days 13 ,or 14. 

Measurements: Stomach contents and washings, small intestine contents and washings, 
and cecum, ventral colon and dorsal colon attached parasites and contents were examined 
for parasites. 

Observations: No adverse reactions were noted in the 12 treated animals. 

Dose Confirmation Stlrdy 087~E-~~22-0~ 

Investigator: Allan J, Paul, DVM, M.S. 

Studv Location: University of Illinois, Urbana, Illinois 

Animals: 24 horses and ponies (9 females, 12 geldings,: 3 males) aged 1 to 4 years with 
natural parasite infections 

Treatment Groups: Blocks were formed based on baseline strongyle fecal egg counts. 
Horses within blocks were randomly assigned to either an nnmedicated control treatment 
or a single dose of QUEST Gel at the labeled dose rate of 0.4 mg moxidectin per kg (2.2 
lb) body weight. 

Route of Administration: Oral 

Duration of Study: Animals were necropsied by block on Days 12 or 13. 

Measurements: Stomach contents and washings, small intestine contents and washings, 
and cecum, ventral colon and dorsal colon attached parasites and contents were examined 
for parasites. 

Observations: No adverse reactions were noted in the 12 treated animals. 
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Statistical Methods 

Data from the 72horse data set (36 QUEST-treated and 36 ~untreated controls) were 
subjected to appropriate statistical analyses for each parasite species in which an adequate 
number of untreated control animals were infwted. Counts were transformed by the Y = 
log10 (count + 1) transformation prior to performing analyses. Effectiveness was calculated 
as: 

% Efficacy = Mean Count Control Group - Mean Count QUESTGroup 
Mean Count Control Group 

* 1 oO 

QUEST Gel was considered effective if each of three conditions were met: 
1) Efficacy was 2 90% based on geometric means, 
2) At least 6 adequately infected control horses were infected with the same 

specific genus/species/stage of parasite, and 
3) ‘The geometric mean parasite count in horses treated with QUEST Gel was 

significantly less ,than the geometric mean parasite count in untreated animals 
at p CO.05 

Results of the three dose c~~~~rnat~~~ stqdies (087~~m~S-20-03, 0876-E-W-21-03 and 
0876-E-US-22-03): 

The cumulative data from the three dose confirmation studies demonstrate that QUEST Gel, 
when used at the labeled dose, is effective in the treatment and control of CyZ~cocycZus 
radiatus adults and Petruvinem~poczklatzcs adults. 

3. Target Animal Safety: 

This supplemental NADA does not require re-evaluation of target animal safety data. Please 
refer to the original NADA 141-087 Freedom of Information (FQI) sunrmary dated July 11, 
1997, and the supplemental NADA 141-087 FOI summary dated’May 29,2003. 

4. Human Safety: 

This drug is intended for use in horses and ponies, which are no&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. 

Hurnan Warnings are provided on the product label as follows: “Not for use in humans. 
Keep this and all drugs out of the reach of children. Do not ingest. If swallowed, induce 
vomiting. Wash hands and contaminated skin with soap and water. If accidental contact 
with eyes occurs, flush repeatedly with water. If irritation or any other symptom attributable 
to exposure to this product persists, consult your physician.” 
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5. Agency Conclusions: 

The data submitted in support of this NADA satisfy the re~ir~ent$ of section 512 of the 
Federal Food, Drug, and Cosmetic Act ‘and 2 1 CFR Part 5 14 of the implementing 
regulations. The data demonstrate that QUEST Gel, when used under labeled conditions of 
use, is safe and effective,for the treatment of the gastrointestinal parasites specified on the 
product label in horses and ponies six months of age and older. 

QUEST Gel is available over-the-counter for lay use. Routine deworming of horses is a 
widely accepted and recommended practice performed by the layperson. A diagnosis of 
parasite infection prior to deworming is not necessary. 

Under section 5 12(c)(2)(F)(iii) of the Federal Food, Drug, and Cosmetic Act, this approval 
qualifies for THREE years of marketing exclusivity beginning on the date of approval. The 
three years of marketing exclusivity applies only to the indic,ations for gduit Cj&~ocyclus 
radiatus and Petrovinemq poculatus, which are approved in this. su~ple~~~t. This 
exclusivity is based on the new studies conducted for substantial evidence of effectiveness. 

According to the Center’s suppl,emental approval policy (21 CFR Sl4JO6), this is a Category 
II change. The approval ‘of this change is not expected to have any adverse effect on the 
safety or effectiveness of this new animal drug+ Accordingly, this appraval did not require a 
reevaluation of the safety and effectiveness data in the parent application. 

QUEST Gel is under the ,following US. patent: 

U.S. Patent Number Date of Expiration 
4,916,154 April lo,2007 

6. Attachments: 

Facsimile Labeling is attached as indicated below: 

Package insert 

Syringe label 

Printed outer carton 
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NADA 141-087, Approved by FDA 

INDlCATfONS 
QUEST (mox&?ctin) 2% Equme Orat Gsl when admfmsterad at the 
recommended dose level of 0.4 mg moxidectfn&y (2.2 lb) body weight 
is effective m  the treatment and controf of the fol lowmg stages of 
gastrointestinal parasites in horses and ponies: I 
Large Strongyles: 

strun~~/us vuloaris - ladults and WLS arterial stages) 
Stron&s ed6ntatus 1 (adults and ttssue stages) 
Tnodontophorus brevicauda ‘Iadults) 
‘li iodontophon~~ serratus - (adults) 

Smal l  Strongyles (ad&f: 
Cyathostomom spp., including 

CyalhQstomum catinalum 
Cyathostomum patemtum 

Cylicostephanus spp., rncludmg 
Cy%ostephanus c&stuS 
Cylicostephanus aI& 
Cyffcostephanus on@ursatus Q 
Cylicostephanus minutus 

Cykocydus spp., incfudmg 
Cy/ic~~yclus fnsi@e 
Cylmcyck5- lepfostomum 
Cyicocyc/us nassatus 
Cylcocyckis radktus 

coror?ocyc/us spp., lncludlng 
Coronocyclus ~mpalus 
Curon~~yclus Iabiatus 
Coronocychfs labratus 

Gyalocephalus capitatus 
Petrownema pocukfus 

Smalf  Stroogyles: 
Undifferentiated lumenal larvae 

Encystad cyatha,5tomes 
Lata b and h mucosal cyathcetorne larvae 

AacaFids 
&asoads aquorum- (adults and Ln larval stages) 

Pinworms 
Uxywris eqti- {ad&s and La larval stages) 

tfairworrn5 
7Hc~osrr~ngy/us ax@- (adults) 

f.arga+n&~h stomach worms 
Habroneina rnusoae- (adults) 

Norse stcmacfrbota 
Ga~~~ilusintestinafis- (2nd and yd Wars) 
Gasreroptrilus naaa/k- (W instars) 

One admWtratfoflof the racommended dose rate of QUEST (moxidectfn) 
gdz;y Oral Gel a”;0 suppresses strongyle %QQ producbon through 

QUEST is indicated for use in horses and ponies, including breeding 
mares and stallions, and foals six months of aga and older. 

STRAT&GlC PROTECTfON PRDGRAMS 
Consult your veterinarran for assistance in the diagnosis, treatment, and 
control of parasitism. For best control of parasites, aff horses and ponres 
should be mcfuded in a strategic treatment program, with particular 
attention given to high performance animals, brood mares. stallions and 
foals. in foafs, Wial,trsatment IS recommended at 6 months of age, after 
which they should be included in a recurrent treatmentpmgram. Because 
QUEST provides effectfva control of the mucosal stages of small 
stmngyles (emzyeted cyatbostcmes), it IS useful WI reducing the frequency 
of traatmmi required for successful strategic equine parasite control. 
A  vaterlnarian canassfst in preparing the best program for your needs. 
QUEST 2% Equine Oral Gel when used at the recommended dose rate 
suppresses strongyle egg production through 84 cays following a single 
oral adminrstration. This residual strongyle control reduces pasture 
contamination and provides a penod of protectron from reinfection for 
horses and ponies maintained on the same pasture. 

MODE Of ACTION 
QUEST 2% Equme Qral Gel acts by interfering wrth chloride channel- 
medmted neurotransmlsston rn the parasrte. Thrs results in parafysfs and 
eiiiination of the para#e. Moxfdectin is safe for use m  horses and ponies 
because it does not have the same mfunous effect on the mammal ian 
nerwus system. 
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ADMINISTRATION AND XiSAGE ANMAAL SAFETY 
QUEST (moxidectm) 2% Equine Orat Gel is specially formulated as a 
patatable gel which is easily administered~o horses and ponies. 

QUEST (moxidectm) 8% Equme Oral Gelcan be safely administered at the 
r&otBmended dose r?f 0.4 mg moxidectinlkg body wetght to horses and 

QUEST Gel is packaged m  ready-to-use SURE-DIAL* syringes (see ponies of all braads at Esast 6 months of age or older. Transient depression. 
diagram of the SURE-DIAL@‘syringe betow)..The syrtn&e is calibrated ,n ataxie and recumbent may be seen when very young or debilitated 
50.pound increnients, up tdil60 pounds. Thus enables the administration animak are traated In i4 ese mstances, suppwtive care may be adwsable. 
of the recommended dose level of 0.4 mg moxidectio/kg body weight by Reproductive safety studies demonstrate a wide margin of safety when 
chaasing a setttng consistent v&h the ammars weight. the prodwet is used in the treatment of estrual and pregnant mares and 

br@ding stallions. 
M O W  Y-0 SETTHE DOSE To report adverse drug-raacbons or to obtain a copy of the Material Safaty 

Since the dose i$ based on the weight of the animal, you need to use a Data ?+@etlMMs(1s) call (m)4m1365. 
scale or weight tape to find each animal’s weight before treating with 
QUEST Gel. Once the weight is known, set the dose for each horseor 

BIVIRONMENTAL SAFETV 

pony as follows. Care should be taken to avoid the release of sign&ant volumes of 
moxidecttn into either ground or free-runnmg water since moxktectin may 

1. Hold the syringe wiM the capped end pair&g tg the left and so that you 
can see the weight measurements and tick marks (small black tines) as 

be mnjudous~to aquatic tie. SURE-DIAL’s syringes and their contents should 
be d!spused of in an approved landkll or by incmemtion. 

shown in me diagram below. Each bck mark rotates to 50 Ibs. of body 
wetght. PRECAVIKINS 

2 Turn the green dial ring unbl the j& side of the ring lines up wttb the 
QUEST 2% Equine Oral Gel has been formulated spewfically for use m  

weight of the ammal.  In the diagcam belo&, the dial ring is set tc dose a 
horses and ponies only. This product should not be wed in other 

as 
500 lb. animal. 

a&t&l epeciss vwe adverse faactiow3, includinqfatelities in 

t lOW T W  GIVE QU@T GELTO A  HORSE OR PONY 
WARNMGS 

1 Make sure there IS no f&d in theanimal’s mouth. 
Exttame caution she&d be uswj when administering the product to 

2. Remove the cap from the end of the syringe. Save the cap for reuse. 
f&Is, ybung and Mnieture horses, as overdosaSe may result in 
eefiwe edveme~feacdens. Do flat use in skk, debilitated, or und&veight 

3. Place the tip of the syringe inside the animal’s mouth at the space einimats. Not for hors&s or ponies i&nded for kumanconsumption. 
between the teeth 

4. Gently push the plunger untlt It stops, deposltmg the gel on the back of 
the tongue. 

5. Remove the syrmge from the animal’s mouth and raise the anrmal’s 
head slightly to make sure it swallows the gel. 

6 Replace the s);nnge cap. 

HUMAN WARNINGS 
Not for use in humaas. Kaept@is and all drugs out of the reach of 
chiidren. Do not ingest. I f@&#owed, inducevomiting. Wash hands and 
cbntaminatad $kinw@ soap and water. If acczJental contact wcth eyes 
occurs, flush repeatedly wcth water. If Vritatron or any other symptom 
attributable to exposun to hrs product persists, consult your physician. 

Green Dial Ring 

TREATING A  SECOND WORSE OR PONY @llH THE SAhnE SYRINGE 
It the firal antmal you treat wei$h$ less thaR 1150 Ibs., there w&t be get iaft 
+n the syringe. You can use thig gel to treat&her horses or pomes. To set 
the next dose, add the weight of the animal you want to treat to the dose 
setting already oli the syringe. For example, if the syringe was first used to 
treat a 250 lb. anrmal, the green dial rir& is set on 250 Ibs. To treat a 
500 lb. aNima1 next, rnova the green dial ring to fhe 750 lb. marking 
(260+500=750). You need more than one syringe to treat horses weighrng 
more than 1150 Ibs. 
Each syringe of QUEST 2% Eq~mr-ra Oral Gei may be used tu treat more 
than one animal especially when dosing ponies and growing and lighter 
breeds of horses. The table below will help estimate lhe number of horses 
or pomes the contents of each spnge will t&at. 

HOW SUPPLIED 
QUEST 2% Equine Oral Gal is available in one syringe app/oator size. 
EachSURE-DIAL~~yrgeGontains 0.4 oz (11.3 g) of QtJESTZX Equine 
Oral-Gelwbiih is,s&fi$ent,to treat a srngle horse weighing up to 1150 lb, 
r~$;p’ more lighter ammals with a combmed body weight of up to 

NDC O&56-7441~03- 0.4 df (71.3 g) syringe - 20 mg moxldectill per mL 
Store’atorbelow 77°F (25%). Avoid freezing. If frozen, thaw completely 
b&ore use. Store partially-uied syringes with the cap tightly secured. 

Ennies 
U.S. Patent No. 4.916,154 

Trested Treated Treated 0 2005 F’ort Dodge Animal Health. All Rghts Reserved. 
Animals An8lBls Animals 

Wegght ~ yEsl ~~,~e’g~~~~~~ 

Gmcnms ZDO (91) 5 ’ 400 (161) 2 ‘550 (250) 2 
9months 220 (113) 4 ‘SC0 (227) 2 7OQ (3i6) 1 Fart Dodge Animal Health 
Mature 450 (204) 2 900 Mo9) 1 13ao (590) * Fort Dodge, lo- 50501 USA 
*A full syringe plus a pomon of a second syringff is required to treat horses 

weighing more than IISO ib. 02506 Rev!sed September 2005 7440M 
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