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NADA 141-216

Fort Dodge Animal Health

Division of Wyet
800 Fifth St: NW.
Fort Dodge, 1A 50501

Drug Labeler Code: 000856
Moxidectin and praziquantel
QUEST Plus Gel

Oral Gel

Packaged in ready-to-use SURE-DIAL syringes. Each
syringe contains adequate QUEST Plus Gel to treat one
horse with a body weight of up to 1250 Ibs, or multiple
horses and ponies with combined body weights of 1250
ibs.

OTC

20 mg moxidectin/mL (2.0% w/v) and 125
mg praziquantel/mL (12.5% w/v).

Oral
Equine

The recommended dose level is 0.4 mg moxidectin and
2.5 mg praziquantel/kg (2.2 Ib) body weight.

Anthelmintic

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

Large strongyles:

Strongylus vulgaris — (adult and L4/Ls arterial stages)
Strongylus edentatus — (adult and tissue stages)
Triodontophorus brevicauda — (adults)
Triodontophorus serratus - (adults)
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Small Strongyles (adults):

Cyathostomum spp., including
Cyathostomum catinatum
Cyathostomum pateratum

Cylicostephanus spp., including
‘Cylicostephanus calicatus
Cylicostephanus goldi

- Cylicostephanus longibursatus
Cylicostephanus minutus

Cylicocyclus spp., including.
Cylicocyclus insigne
Cylicocyclus leptostomum
Cylicocyclus nassatus
Cylicocyclus radiatus

Coronocyclus spp., including
Coronocyclus coronatus
Coronocyclus labiatus
Coronocyclus labratus .

Gyalocephalus capitatus
Petrovinema poculatus

Small Strongyles:
Undifferentiated lumenal larvae

Encysted cyathostomes:
Late L3 and L; mucosal cyathostome larvae

Ascarids: V
Parascaris equorum — (adults and L4 larval stages)

Pinworms:
Oxyuris equi - (adults and Ly larval stages)

Hairworms:
Trichostrongylus axei - (adults)

Large-mouth stomach worms:
Habronema muscae - (adults)

Horse stomach bots:
Gasterophilus intestinalis - (2" and 3" instars)
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Gasterophilus nasalis - (3" instars)

Tapeworms:
Anoplocephala perfoliata - (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 -adult Cylicocyclus
radiatus and Petrovinema poculatus based on results
from additional dose confirmation 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 moxidectin/kg (2.2 1b)
body weight). Please refer to the supplemental NADA 141-087 Freedom of Information
(FOI) Summary (2005), for a description of the three dose confirmation studies supporting
this supplemental approval. Please also refer to the original NADA 141-216 FOI Summary
dated May 14, 2003.

3. Target Animal Safety:

This supplemental NADA does not require re-evaluation of target animal safety data. Please
refer to the original NADA 141-216 Freedom of Information (FOI) 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 approval 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 satisfy the requirements of section 512 of the
Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 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 gastrointestinal parasites specified on the
product label in horses and ponies six months of age and older.

QUEST Plus 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 512(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 indications for adult Cylicocyclus
radiatus and Petrovinema poculatus, which are approved in this 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 514.106), this is a Category
IT 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 effectiveness data in the parent application.

QUEST Plus is under the following U.S. patent:

U.S. Patent Number / Date of Expiration
4,916,154 April 10, 2007
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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QUEST PLUS Oral Gel

Contains 20 mg moxidectin/mL (2.0% w/v)
and 125 mg praziguantel/ml (12.5% w/v)
DEWORMER & BOTICIDE

FOR ORAL USE IN HORSES AND PONIES SIX
MONTHS OF AGE AND OLDER

INDICATIONS
QUEST PLUS (moxidectin/prazicuantel) Equine Oral Gel when administered

at the recommended dose level of 0.4 mg moxidectin/kg and'2.5 mg .

praziquantelikg (2.2 1b) hody weight is effective in the treatment and control
of the following stages of gastrointestinal parasites in horses and ponies:
Large Strongyles:
Strongylus vuigaris ~ (adults and Lo/Ls anerial stages)
Strongylus edentatus - {adults and trusus stages)
Tnodontophorus brevicguda — (acdults)
Triodontophorus serratus ~ (adults)
Small Strongyles {adults):
Cyathostomum spp., including
Cyathostomum catnalum
Cyathostomum pateraturn
Cylicostephanus spp., including
Cylicostephanus calicatus
Cyircostephanus golo
Cylicostephanus fongibursatus
Cyheostephanus minutus
Cylicocyelus spp., ncluding
Cylicacyclus insigne
Cylicocyelus leptastomum
Cylicoeychus nassatus
Cyhcovyelus radhatus
Coronocyctus spp., inciuding
Coronocyclus coronatus
Coronocycius labiatus
Coronocyclus labratus
Gyalocephalus capitatus
Petrovinema pocuiatus
Small Strongyles:
Undifferentiated lumenal larvae

Encysted cyathostomes: Late L and L mucosal cyathostome larvae
Ascarids: Parascaris equorum - {adults and L4 larval stages)
Pinworms: Oxyuris equi— (adults and L larval stages)
Hairworms: Trichostrongylus axer — (aduhs)
Large-motith stomach worms: Habronema muscae ~ (adults)
‘Horse-stomach bots

Gasterophilus inteshralis — (2™ and 3% instars)

Gasterophilus nasalis - (3% instars)
Tapeworms: Anoplocephala perfoliata — (adults)
One administration of the recormmended dose rate of QUEST PLUS
(moxidectin/praziquantel) Equine Oral Gel also suppresses strongyle egg
production through B4 days.

STRATEGIC PROTECTION PROGRAMS
Consylt your veterinanan for assistance in the thagnosis, treatment, and

.contral of parasitism. For best control of parasites, all horses and ponies

should be included in & strategic treatment program, with particular
attention given 1o high performance animals. in foals, mitial treatment is
recommended at 6 months of age, after which they should be ncluded in
a recutrent treatment program. Because QUEST PLUS provides effective
control of the mucosal stages of small strongyles {(encysted cyathostomes)
and tapaworms, it is usefu! in reducing the frequency of treatment required
for successiul strategic equine parasite control. A veterinarian can assist
in preparing the best program for your needs.

QUEST PLUS Equine Oral Gsl when used at the recommended dose rate
suppresses strongyle egg production through 84 days foliowing a single
oral admimstration. This residual strongyle control reduces pasture
conamination and provides a peried of protection from reintection for
horses and ponies maintained on the same pasture.

MODE OF ACTION
QUEST PLUS Equine Oral Gel contains two active pharmaceutical
ngredients, moxidectin and praziquantel. Moxidectin acts by interfering
with chloride channel-metiated neurotransmission in the parasite. This
results in paralysis and elimiration of the parasite. Moxidectin is safe for
use i horses and ponies because it does not have the same injurous
effect on the mammahan nervous system. Praziquantel increases the
tapeworm’s membrane permeability to calcium and other cations causing

_severe contraction and paralysis of the tapeworm’s muscles. This spastic
-paralysis results in the inability of tapeworms o attach to the host's

intestina! wall. Détached tapeworms are either destroyed by the host’s
wnmune defense system 'or passed in the feces.

{continued on opposite side)
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ADMINISTRATION AND DOSAGE

QUEST PLUS (moxidectr/praziquantel) Equine Oral Gel is specially
formulated as a palatable get which is easily adfnimisterad to harses and ponies.
QUEST PLUS Gel is packaged in ready-to-use SURE-DIAL® syringes (see
diagram of the SURE-DIAL® syringe below]. The syrings is calibrated in
50-pound increments, upto 1250 pounds. This gnables the administration of
the recommended dose level by choosing a setting consistent with the
animal’s weight.

HOW TO SET THE DOSE
Since the dose is based on the weight of the animal, you needto use &
scale or waight tape to find each animal's wesght before treating with
QUEST PLUS Gel. Once the weight is known,-set the dose for each horse
or pony as follows.

. Hold the synnge with the capped end poinfing to the left and so that you
can see the weight measurements and tick marks {small black lines) as
shown m the diagram below. Each tick mark relates to 50 ibs. of body
weight.

Turn the blue dial ring untif the left side of the nng lines up with the
weight of the animal. In the diagram below, the dial ring 1s set to dose a
500 b, animal.

Py

o

HOW TO GIVE QUEST PLUS GEL TO A HORSE OR PONY
Make sure there is no feed in the ammal’'s mouth
Remoave the cap from-the end of the syringe Save the cap for reuse,
. Place the tip of the syringe inside the animal’s mouyth at the space
between the teeth.
. Gently push the plunger until it stops, depositing the gel on the back of
the tongue.
5 Remove the syninge fror the ammal’s mouth and raise the amimal's
head slightly ta make sure it swallows the gel.

AR X

Ead

ANIMAL SAFETY
QUEST PLUS (moxidectin/praziquantel} Equine Oral Gel can be safely
administered at the recoramended dose to horses and ponies of all breeds at
least 8 fionths of age ang oider. Transient ataxia, incoordination, tethargy,

(depression ang droopy ligs and gyelids may be seen when very young or

debilitated animals are treated. I these instances, supportive care may be
advisable. Reproductive studies-evaluating ihe safety of QUEST PLUS in mares
ator near the time of breeding, pregnant mares and breeding stallions have not
been conckicted.
To reportadverse drug reaclions or to obtain a copy of the Material Safety Data
Sheet (MSDIS) call (800J477-1365
ENVIRONMENTAL SAFETY
Care should be taken to avoid the release of significant volumes of this product
into either ground or free-running water since moxidectin may be injunous to
aguatic life. SURE-DIAL® synnges and their contents should be disposed of in
an approved langfilf or by ingineration,
PRECAUTIONS
QUEST PLUS Equine Oral Gel has been formulated specifically for use in
horses and pories only. This product should not be used in other
animal specias as severs adverse reactions, including fatalities in dogs,
Toay resuit
WARNINGS
Extrome caution should be used when administering the product to foals,
young and miniature horses, as overdosage may result in serious adverse
reactions. Do not use in sick, debilitated, o underweight animals. Not for
! or ponies intendad for h
HUMAN WARNINGS
Not for use in humans. Keep this and all drugs out of the reach of children.
Do not ingest. if swallowed, induce vomting. Wash hands and contaminated
skin with soap and water. 1t accidental contact with eyes occurs, flush
repeatedly with water. If irfitaton or any ather symptom attnbutable to exposure

6. Replace the syninge cap to this product p consuit your phy 1
| SURE-DIAL® Syringe
i Synnge Cap Barrei of Synnge Waeight Plunger

Measurema

TREATING A SECOND HORSE OR PONY WITH THE SAME SYRINGE
1t the first animal you treat weighs less than 1250 lbs., there wili be gel left
i the synnge. You can use this gel to treat other horses or ponies. To set
the next dose, add the weight of the amimal you want to treat to the dose
setting already on the syringe. For example, if the syringe was first usedto
treal & 250 Ib. animal, the blse dial ring is set on 250 ibs. To treat a
500 ib. arumal next, move the blue dial ring to the 750 1b. marking
(250+500=750). You need more than one synnge to treat horses weighing
maore than 1250 ibs.

Each syringe of QUEST PLUS Eguine Oral'Gel may be used to treat more .

than one animal éspecially when dosing ponies and growing and lighter
breeds of horses. The table below will help estimate the number of horses
or ponies the contents of each syringe will treat.

Treated Treated Treated

Weight Ar&wg\?ts Weight Arz?zne?s Waight Am‘s
émonths | 200 (91) [ 400 (181) 3 550 (250) 2
gmonthis | 250 (113) 5 500 (227} 2 700 {318} 1
Mature | 450 (204) 2 900 (408} 1 1300 {590) v

“ Afull syringe plus a partion of a second synnge 15 required 1o treat horses waighing
more than 1250 ib

Left Side of
Blue Dal Ring

Tick Marks

HOW SUPPLIED
QUEST PLUS Equine Oral Gel s available in one syringe applicator size.
Each SURE-DIAL® syringe contains 0.4 oz (11.6 g) of QUEST PLUS
Equine Oral Gel which is sufficient o treat a single horse weighing up to
1250 I, ortwo or more lighter animals with a combined body weight of up
to 1250 Ib.
NOC 0856-7521-01 — 0.4 0z (11 6 g) syringe - 20 mg moxidectin and
128 my praziquantel per mi.
Store at or below 77°F (25°C). Avoid freezing. If frozen, thaw completely
before use. Store partially-used syringes with the cap tightly secured

U.S. Patent Nos. 4,918,154 and 6,893,652

© 2006 Fort Dodge Animal Health. All Rights Reserved.

Fort Dodge Animal Health

Fort Dodge, lowa 50501 USA
Revised September 2005
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QUEST DL‘ IS {moxidectin/praziquantel) is effeciive in the
treatment and control of the foliowing stages of gastrointestinal
parasiles in horses and ponies’

Large Strangyles:
Slrongylus vulgans — {adulis and LA artenal stages)
Strongylus edentatus ~ {adults and tissue stages)
Tnodantophors brevicauda - (adults)
Triodontophorus serratus ~{adufts)

Smalf Strangyles (adults).
Oy snp. i

$pp., & P ol son.
(fyarﬁosmmum pateratum  Oficocyals Ieptoslom um
Cyfmostephanus cahcatus Lylrcoayclus radjatus
Cylcostephanus goldi Corongeyclus spp., inctuding
yhicostephanus long G 51 ¢
Cylicostephanus minutus Loronogyclus fablatus
Gyalogephalus capitatus Coronogycius labratus
Petrovinema poculatus f
Sl Strongyles:

Undifferentiated fumenat latvae
Encysted cyathosiomes- Late L; and L, mucos3! cyathostome larvae

dewormer (incliding tagew&rmsi

and halicide

parasitism.

Ascailds: Parascaris equorum — {adults and L farval stages}
Pinworns: Oxyuns equi- (adults and L, farval stages}
Hairworms: Trichosteongylus axer - (adutts)
Large-mouth stomach worms: Habronema muscae — {adelts)
Horse stomach bols
Gasterophilus fntestinalis— (2% and 3 instars)
Gasterophdus nasafis ~ {34 nstars)
%
a"Anaploce;wnaia Pperfoliata - {aduits)

QUEST PLUS 4150 Supp it d through 84 days
foflowing a single oral administration. Thns res«dual strongyle controt reduces
pasture contamination and provides a period of protection from resndection for
hotses and ponies maintained on the same pasture

QUEST PLUS Is available in the SURE-DIAL® syringe for accurate and easy
dosng of your animal.

With the SURE-DIAL® syringe, you turn the tial 1ing 1o the ammal's weight,
You are now ready 1o admiinister the exact amounit of QUEST Pws ngeded
for #ftecive parasiie g gontrel,

Each syringe treals 2 single harse we?ghmg up to 1250 Ib, or twe or more
lighter animals with a combined body weight of up to 1250 {b, Consult your
veterinanan for 1 n me , and controf of

. aad ponfes onfy. This product should nol bs uged

L

QUEST PLUS ig indicated for use in horses and ponies six months of age
and older.

Please read entire msert for ADMINISTRATION AND DOSAGE and
other impertant information.

SURE-DIAL® Syringe
Syige

[ -

PRECAUTIONS
QUEST PLUS Orat Gl has been formyiated specifically for use in horses

in other animal species
as gpvere mme uacﬁm, mm'ng mauﬁes n dm. may vmn.
WARKINGS
Extreme caum shou!d e used when adminisiering the Wodumo mk
youny and mintalue horses, as i s

HUMAN Wi
Mot for use n humans, Kbep this and ﬂimgs out of the reach of chifdren.

Donotingest. if swatlowed, Induce vomiting Wash hands and contaminated skin
with s0ap and water If accidentat contact with ayes acours, fush tapeatedly
with water. If ieritation or any other symptom attributabls to exposure to this
product persists, consult your physicia

SIGRAGE
Store at or below 77°F (25°C). Avpid fréezing. If frozen, thaw completely
before use, Store partialiy-ussd syringes with the cap Sghtly secwred,

U.5. Patent Nos 4,916,154 and 6,893,652
© 2005 Fort Dodge Animal Health, All Rights Reserved.
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NDG 0856-7521-01
HORSE DEWORNER

(INCLUDIRG TAPEWORNS)
& BOTICIDE

For use inhorsgs
and ponies six.-months
ot ag& i oider.
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Guest“ Pius aral ﬁe!

Contains 20-ma mexidectin/ml (2.0% wiv}
and 125 my praziguantel/mb (12.5% w/ v)

FOR GRAL USE 1N HORSES ARD POKRIES
SIX-MONTHS OF AGE AND OLDER
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