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1, General Information: 

a. File Number: 

b. Sponsor: 

NADA 141-216 

Fort Dodge Animal Heahh 
Division of Wyeth 
800 Fifth St. NW. 
Fort Dodge, LA 50501 

Drug Labeler Code: 000856 

c. Estabhshed Name: 

d. Proprietary Names: 

e. Dosage Form: 

f. How Supplied: 

Moxidectin and praziquantel 

QUEST Plus Gel 

Oral Gel 

Packaged in ready-to-use SURE-DIAL, syringes. Each 
e contains adequate QUEST P&.B Gel to treat one 

horse with a body weight of up to 1250 lbs, or multiple 
horses and ponies with combined body weights of 1250 
lbs. 

g. How Dispensed: OTC 

h. Amount of Active Ingredients: 20 mg moxidectin/mL (2.0% w/v) and 125 

i. Route of Administration: 

j. Species/Class: 

k. Recommended Dosage: 

Oral 

Equine 

The recommended dose level is 0.4 m.g moxidectin and 
2.5 mg praziquantelkg (2.2 Ib) body weight. 

1. Pharmacological Category: Anthelmintic 

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

mg praziquantel/mL (12.5% w/v). 

Large strwqyles: 
Strmgytus vzdgavis - (adult and L~/Ls arterial stages) 
Strongylus edentatzts - (adult and tissue stages) 
Triodmtophorus brevicuudu - (adults) 
Triodontophorus serratus - (adults) 
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SmaM Strongyles (adults): 
Cyat~ustumum spp., including 

Cyathostomum catinat4nm 
Cyathostumumpateratum 

Cylicostephanus spp., including 
Cylicostephanus calicatus 
Cylicostephaneks gcildi 
Cylicostephanus longibursatus 
Cylicostephanw minutus 

CyZicocychs spp., inch.&ing 
Cy2icocych insigne 
Cylicocyclus lept~s~~m~rn 
Cylicucyclus nassatus 
Cylicocyclus radiatus 

Car~nocyclus spp., including 
Coronocychs cuwza<us 
Coronocycius labiatw 
C~ronocyclus labratus 

GyaIocepljalu.9 capitatus 

Petrovinema poculatus 

Small Strongyles: 
UndiiTerentiated lumenal larvae 

Encysted cyathostomes: 
Late L3 and L4 mucosal cyathostomb larvae 

Ascarids: 
Parascaris equurum - (adults and L4 larval stages) 

Pinworms: 
Oxywis equi - (adults and Le larval stages) 

HaWorms: 
Trichostrongylus axei - (stdults) 

Large-mouth stomaeh worms: 
Habronema mwcae - (adults) 

Horse stomach bots: 
Gasterophihs intestlizalis w (2” and 3rd instars) 
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Gusterophilus nasalis - (3rd instars) 

Tapeworms: 
A~~p~ocep~a~u pe foliuta - (adults) 

One administration suppresses strongyle egg production 
for 84 days. 

n. Effect of Supplement: The supplement provides for the use of QUEST Plus gel 
for the treatment and control of -adnlt Cjdicocychs 
radiatus and Petrovinerna poculatus based on results 
from additional dose conflation studies. 

2. Effectiveness: 

Approval of this supplemental NADA was based on three dose confirmation studies 
performed utilizing QUEST Gel (moxidectin). These studies support approval of QUEST 
Plus Gel, as QUEST Plus Gel contains the same amount of active ingredient (moxidectin 20 
mg/mL) as QUEST Gel and is used at the same dose rate (0*4 mg moxideetin/kg (2.2 lb) 
body weight). Please refer to the supplemental NADA 141-087 Freedom of Information 
(FOI) Summary (2009, for a description of the three dose co$irm@ion. studies supporting 
this supplemental approval. Please also refer to the original NADA 141-216 FQI Summary 
dated May 14,2003. 

3. Target Animal Safety: 

This supplemental NADA does not require m-evaluation, of target animal safety data. Please 
refer to the original NADA 141-2 16 Freedom of Info~ation,(F~I) summary dated May 14, 
2003. 

4. Human Safety: 

This drug is intended for use in horses and ponies, 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 approv& of this NADA. 

Human 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 satisfjr the requir~m~ts of section 5 12 of the 
Federal Food, Drug, and Cosmetic Act and 2 1 CFR Part 5 14 of the implementing 
regulations. The data demonstrate that QUEST Plus Gel, when used under labeled conditions 
of use, is safe and effective for the treatment of the gastmintestinal parasites specified on the 
product label in horses and ponies sixmonths of age and older. 

QUEST Plus Gel is available over-the-counter for lay use. Routine deworming of horses is a 
widely accepted and recammended 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 indicarions for adult Cylicocyclus 
radiates and Petrovinema poczdatus, which are approved in t@s~ supplement. This 
exclusivity is based on the new studies conducted for substantial evidence of effectiveness. 

According to.the Center’s supplemental approval policy (21 CFR 514.196), 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 approval did not require a 
reevaluation of the safety and effective&ss data in the parent application. 

QUEST Plus is under the following US. patent: 

U.S. Patent Number Date of Exniration 
4,916,154 April 10,200? 
6,893,652 July 24,2022 

6. Attachments: 

Facsimile Labeling is attached as indicated below: 

Package insert 

Syringe label 

Printed outer carton 
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NADA 141-2?6.,Approved by FDA 

IMRICATtRNS 
QUEST PLUS (mox!decti~pmztquantei) Equine Oral Gal when administered 
at the recommended dose level of 0.4 mg.moxidectinkg and‘23 mg 
praziquantevkg (2.2 lb) body weight ie effecttve in thetreatment and mntrol 
of the following stages of gastrointestinal parasites in horses and ponies: 
Large Strongyles: 

Sfrongyha vu/geris- (aduk and L&S arteriai stages) 
Strongyfus sdsnfafue - (ad& and trssue stages) 
Tnodontdphoros brevicavda 4 (adufts) 
Xxfwtophor~s sensfvs -(aduHs) 

Smel l  Strongyles (adults): 
Cyathostomum spp., includrng 

Cysthostonwm caonatum 
Cyathostomvm paferafum 

CykosIephanus spp., includiig 
Cyikdstephanus cakcatos 
Cy&osiephanus goi& 
Cykvstephanus long&~rserus 
Cykxxtephanus minutus 

CylkxQ’~kfs spp.. tnclwdrng 
Cykocyc/u5 hsigne 
Cykvcyclus leptosfomum 
cy//coe~/us~ nassarus 
Cyl,~~~y~lus radteius 

Coronocyclus spp.. rnciuding 
Coronocydus coronalus 
ComnoychJe /abrarue 
Coronocyc/~s labrafus 

Gya/ocephalu.s capiratus 
Petrovinerna pocuiatus 

Smal l  sfrongyles: 
Undiierenttated lumenal larvae 

Encyeted CyathoStOme% Late 4 and La mucosal cyathostome larvae 
AscarMs: Parssmr!s eguonrm - (adults and L larval stages) 
Pinworms: OxyOrs eqm- (adults and tm larval stages) 
Hsitworma: Tdchostron@m axe, - (adults) 
Largerm4utll SMmRCh worms: Hsbmnema muscae- (adults) 
)iorse-aiomech bob 

Gasfvropttnilus /nteshf?al- (2” and 3 
m  Gasf&ph&s- naselk - (3” instars) 

nstars) 

TapeWamcS: Anopkxxpbak pwfo/iata - (adults) 
One administratton of the recommended dose rate of QUEST PLUS 
(moxidectinlpreziqoantef) Equine Oral Gel also suppresses strongyle egg 
productm through 64 days. 

STRhTlXdC PROTECllON PROGRAMS 
Cansuff your veterinarian for assistance in the dtagnosis. treatment, and 
control of parasitism. For beet controt ofpa.msites, ail horses and ponies 
shoold be mcluded in a strategic treatment program, with partfcular 
attantlon @fen to high patiormance animals. in foals, m&al  treatment is 
recommended at 6 months of age, after which they should be tnctuded n 
e recurrent treatment prdgram. Because QUEST PLUS provides effective 
controtof themumaafatagos of small strongytas (encysted cyathostomes) 
and rapeworms. it is useful in.reducing the frequency of treatment required 
forsucoessful strateok enuine Dan&e control. A  veterfnarfan can assist 
in preparing the bes<progiam for your needs. 
WEST  PLUS Equina Omi Gel when used at the recommended dose rate 
suppresses sttongyle egg production through 84 days following a single 
oral admimstration. This residual strongyle control reduces pasture 
contamination and pcovides a period of protection from reinfection for 
homes and ponies maintarned on the same pasture. 

MODE OF ACTION 
QUEST PLUS Equme Oral Gel contains two active pharmaceutical 
mgrediants, moxtdechn and praziquantel. Moxidectin acts by interfering 
with chloride channel-m.@srted netirotransmmsron In the parasrte. Thus 
results in paralysis and elrmination of the parasse. Moxidechn IS safe for 
use m  horses ancl ooniaa because it does not have ihe same cntunous 
effect on the mammaltan nervous system. Praziquantel Increases the 
tapawonn’s membrane permeabilrly to calcrum and other cattons causing 
severe contraaion and paralysis of the tapeworm’s muscles. This spastic 
paraiysts results in the inabtlity of tapeworms to attach to the host’s 
intestinal wall. Detached tapewom’ts are either destroyed by the host’s 
,mmune defense system’or passed in the feces. 

@on&wed on opposite side) 
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QUEST PLUS (moxidect~“/praziqua”lel) Equine Oral Gel is specially QUEST PLUS (mox~dectinlprairquantel) Equine Oral Gel can be safely 
forntulated as a palatable gel which is easlty adrhinistered to horses and ponies. administered al the recommended dose to horses and poni%+ of all breeds at 
QUEST PLUS Gel is packrrgad in ready-to-we SURE-DfAL* syringes (see least 5~months pf’ags and older. Transient ataxfa, incoordination, lethargy, 
dtagram of the SURE-DIALe syringe below). The syringe IS cafiirated in Uepmssion and droopy lips and eyeltda may ba see” when very young or 
SO-pound incr%m$nta, up to 1250 pounds. This enables the admin’tiraiion of‘ debilitated animals are tieated. In these instanoas, supporbve cam may be 
the recommended dose level by choosing a setting consistent with the advfsable~ ReproducUve s&diesevalues”gthe safety of QUEST PLUS fn mares 
animal’s weight. at or near the time of breading. pregnant mares andbreedrng stallions have not 

beel?mndlKted. 
XOW TO S&l’ THE DOSE 

Srnce the dose is based on the weight of the animal, you need to us% a 
To r%portad@rs% drug readions or to obtain a copy of the Material Safety Data 
Sheet (MSDS) tail (800)477-1885 

scale or weight tape to find each animaV$ wefght before treating v&h 
QUEST PLUS Gel. Once the wetght is known+et the dose foreach horse 

ENVlt?DNMENTAL SAFETY 

or pony as f0ii0ws. Care shoufd b% take” to avoid the release of sign&ant voiurn%s of this product 

1. Hold the syringe with the capped end pok$tng to the left and so that you 
into efthar ground or ftae-m”ni”g water since moxidechn may be injurious to 

can seethe weight measurements and tickmarks (small black lines) as 
aquatic life..SURE-RlALe syringes and their contents should bs dfsposed of in 

show” tn the diagram below. Each bck mark relates to 50 Ibs. of body 
ati approved landffil or by incineration. 

wecght. 
PRECAUTIONS 

2. Turn the blue illal ring until the N.b sida of the ring itnea up with the 
QUEST PLUS Equine Oral Gel has been formutated spealicalty for use in 

weight of the animal. In the diagram below, the dial ring IS set to dose a 
homes and ponies only. Tftls product should not be used in other 
snlmel species as ewem adverse reiwtbns, incfudttg fatalities in dogs, 

5W Lb. aoimat, may msutt. 

HOW TO GIVE QUEST PLUS G&L TO A HORSE OR PONY 
WARNINGS 

1 Make sure there is no feed in the animal’s mouth 
Edrem% caution should Da used when administering the prcxiuct !a foals, 

2. Remove the cap from the end of the syringe Save the oap for reuse, 
young and minWre~re.ea, ss wefdosage may- result in seriws adverse 
reaction?* Do nOtu~~in #c& debilitated, of undeiweight animals. Not for 

3. Place the bp of the syringe inside the animal’s mouth at the space horses M parries t”tend%d for human consumption. 
between the teeth. HUMAN WARNINGS 

4. Gently push the plunger until W  stops, depostttngthe gel on the back of 
the tongue. 

NatWtlsein~mans.Ksepmisandandnrgsoutottheraachofchil~. 

5 Remove the syringe fror” the anrmai’s mouth and raise the antmat’s 
DO not ingest. If swaflowed, induce vamitlng. Wash hands and oontamcnated 

head sltghtly to make sure it swallows lhk gel. 
skin with soap and water. tf acctdentai contact with eyes occurs, flush 
repeated& with water. lfirritat~on or any other symptom attnbutabie to exposure 

6. Replace the syringe cap to this product persists, consult your physician. 

SURE-DIAL” Syringe 

Lefiside of I I 
Blue C&i Ring Ttck Marks 

TREATtNG A SECOND HPRSE OR PONY WITH THE SAME SYRINGE HOW SUPPLIED 
If the first animal you treat weighs less than 1250 tbs., there will be gel left QUEST PLUS Equtne Oral Get rs available in one syringe appkcator size. 
m the syringe. You can use this gel to treat other horses or ponies. To set Each SURE-DIAL% syringe contains 0.4 or (11.6 g) of QUEST PLUS 
the next dose, add the werght of the ammal you want to treat to the d&e Equtoe~Qraf Gel whtch is sufficient to treat a single horse wefghing up to 
setbng already on the syringe, For example, ifthesyringe was first usedto 
treat a 250 lb. animal, the blue drai ring is set on 250 Ibs. To treat a 

1250 lb, ortwo or more itghter animals with a combfed body weight of up 
to 1250 lb. 

500 lb. ammai next. move the blue dial ring to the 75D lb. marking 
(258+500=750). You need morerhan one syrtnge to treat horses weighing 
more than 1250 ibs. 
Each syringe of QUEST PLUS Equine Oral Gel may be used to treat more 
than one antmal especially when dosing ponies and growing and tighter 
breeds of horses. The tabia belaw WI hetp e&mate the number of horses 
or ponies the contents of each syringe will treat. 

NOC 0858-7521-01 - (1.4 ox (11 6 g) syringe - 20 mg moxidectin and 
126 mg praziquantel per ml. 
Store at or below 77’F (25+C). Avoidfre%zr”g. If froze”, thaw completely 
before use. Store pa”ialfy+used syrnges with the cap ttghtty secured 

EiQniaa HeawHorse. U.S. Patent Nos. 4,916,154 and 6893,652 
Treated Troateu iremad 
Awmals RWWdS Anrmats 0 2005 Fort Dodge Animal Health. All Rights Reserved. 

~ $p9& & g$w& & /$b& & 

Gmonths 200 (9’1) 6 400 (181) 3 550 (26b) 2 
9months 260 (113) 

; 
500 (227) 2 700 (318) 1 

Mature 450 (204) 900 (409) 1 1300 (59o) * 
Fort Dodge Animal Health 
Fort Dodge, Iowa SO501 USA 

* A full syringe plus a portron of a second syringe )r, requrred to treat horsss welghhrg 
more than 1250 lb 02525 Revised September 2005 752uD 
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@JEST PLUS is mUMed for use in horses and ponies six months of age 
and older. 

Home IlOrnlch bok 
Gastemphilm-inkdkwbs- (Zd and 3rd mskrs) 
Gastemphdus n@d!s - (56 mskrs) 

Tagoworme 


