USDA

_‘ Summary of Studies Supporting USDA Product Licensure

Establishment Name Intervet Inc.

USDA Vet Biologics 165A

Establishment Number

Product Code 4855.R2

True Name Encephalomyelitis-Rhinopneumonitis-Influenza-West Nile

Virus Vaccine, Eastern & Western, Killed Virus, Killed
Flavivirus Chimera, Tetanus Toxoid

Tradename(s) / Distributor or
Subsidiary
(if different from manufacturer)

Prestige V+WNYV - Merck Animal Health

Date of Compilation
Summary

September 17, 2019

Disclaimer: Do not use the following studies to compare one
product to another. Slight differences in study design and execution
can render the comparisons meaningless.
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Study Type Efficacy

Pertaining to Clostridum tetani

Study Purpose Demonstrate efficacy against C. tetani

Product Administration One dose administered subcutaneously.

Study Animals Ten guinea pigs (5 females and 5 males, 450-5509)

Challenge Description Not applicable

Interval observed after Six weeks after vaccination, guinea pigs were bled for serological
challenge testing.

Results Efficacy of C. tetani was demonstrated in laboratory animals

according to 9CFR 113.114(c).

Satisfactory result is an antitoxin titer of at least 2.0 A.U. per mL
for the serum pool.

Pooled Guinea Pig
Antitoxin titer (A.U./mL)
2.082

USDA Approval Date June 15, 2010
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Study Type Efficacy

Pertaining to Eastern Equine Encephalomyelitis (EEE)

Study Purpose Demonstrate efficacy against EEE

Product Administration Two doses administered intramuscularly 3 weeks apart.

Study Animals Twelve guinea pigs, 10 vaccinates and 2 controls, each 300-500g
Challenge Description Not applicable

Interval observed after 14 days post 2nd vaccination, guinea pigs were bled for
challenge serological testing.

Results Efficacy of EEE was demonstrated in laboratory animals

according to 9CFR 113.207(b).

Satisfactory test result is a Virus Neutralization Titer of > 1:40 in
at least 9 out of 10 vaccinates (2" stage - at least 17 out of 20

vaccinates).
Treatment Test
group Results Disposition
Vaccinates 17/20 > 1:40 Satisfactor
Controls 2/2<1:4 Y
USDA Approval Date June 15, 2010
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Study Type

Efficacy

Pertaining to

Western Equine Encephalomyelitis (WEE)

Study Purpose

Demonstrate efficacy against WEE

Product Administration

Two doses administered intramuscularly 3 weeks apart.

Study Animals

Twelve guinea pigs, 10 vaccinates and 2 controls, each 300-500g

Challenge Description

Not applicable

Interval observed after
challenge

14 days post 2nd vaccination, guinea pigs were bled
for serological testing.

Results

Efficacy of WEE was demonstrated in laboratory animals
according to 9CFR 113.207(b).

Satisfactory test result is a Virus Neutralization Titer of > 1:40 in
at least 9 of the vaccinates.

Treatment Test
group Results Disposition
Vaccinates 9/10 > 1:40 Satisfactory
Controls 2/2 <1:4

USDA Approval Date

June 15, 2010
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Study Type Efficacy
Pertaining to Equine Herpesvirus-Subtype 1 (EHV-1), DA35 strain
Study Purpose | Efficacy against respiratory disease caused by EHV-1
Product Two doses, administered intramuscularly, 21 days apart.
Administration
Study Animals | 16 vaccinates and 16 placebo-vaccinated controls, seronegative to EHV-1.
Horses were 11 months of age, mixed sex.
Challenge Horses were challenged with EHV-1, 23 days post second vaccination.
Description
Interval Observed for 14 days post challenge for clinical signs of respiratory disease.
observed after
challenge
Results Animals displaying clinical signs were considered to be affected by the
challenge. Result summaries below.
Body Temperatures > 102.5°F were considered to be elevated.
Treatment Group Vaccinates Controls
Hyperthermia Affected 15/16 or 94% 16/16 or 100%
Observations of nasal discharged were scored as:
0 - Normal
1 - Very Mild
2 - Moderate
3 - Severe
Treatment Group Vaccinates Controls
Mildly Affected 5/16 or 31% 1/16 or 6%
Moderately Affected 7/16 or 44% 2/16 or 13%
Nasal Discharge Severely Affected 4/16 or 25% 13/16 or 80%
Observations of coughing were scored as:
0 - No coughing or coughed once
2 - Coughed twice
3 - Coughed three times or more
Animals were scored as a 2 or 3 for coughing.
Treatment Group Vaccinates Controls
Coughing Affected 0/16 or 0% 4/16 or 25%
Treatment Group Vaccinates Controls
Abnormal Respiration Affected 3/16 or 19% 12/16 or 75%
165A 4855.R2 Page 5 of 37




Animals were considered postive for Virus Isolation (VI) with recovery of at
least one positive nasal swab.

Treatment Group Vaccinates Controls
Virus Isolation Recovery 6/16 or 37% 12/16 or 75%
Treatment Group Vaccinates Controls

0 Days 10/16 or 63% 4/16 or 25%
Virus Isolation, 1 Day 5/16 or 31% 6/16 or 38%
Duration > 2 Days 1/16 or 6% 6/16 or 38%

Raw data shown on attached pages.

USDA Approval | September 26, 2006
Date
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Study Type Efficacy

Pertaining to Equine Herpesvirus-Subtype 4 (EHV-4)

Study Purpose | Efficacy against respiratory disease caused by EHV-4
Product Two doses, administered intramuscularly, 3 weeks apart

Administration

Study Animals

21 vaccinates and 11 controls, seronegative to EHV-4. Horses were 6
months of age, mixed sex.

Challenge Horses were challenged with EHV-4, 21 days post second vaccination.
Description
Interval Observed for 14 days post challenge for clinical signs of respiratory disease.
observed after
challenge
Results Animals displaying clinical signs were considered to be affected by the
challenge if they had slight or copious amounts of nasal discharge for two or
more consecutive days, and exhibit coughing for two or more consecutive
days.
Group # of Presence of
Animals | clinical signs
Vaccinates 21 2
Controls 11 8
Raw data shown on attached pages.
USDA Approval | April 7, 2004
Date
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Study Type Efficacy
Pertaining to Equine Herpesvirus-Subtype 4 (EHV-4)
Study Purpose | Efficacy against respiratory disease and shedding caused by EHV-4
Product Two doses, administered intramuscularly, 21 days apart
Administration
Study Animals | 16 vaccinates and 15 controls, seronegative to EHV-4. Horses were 6
months of age, mixed sex.
Challenge Horses were challenged with EHV-4, 21 days post second vaccination.
Description
Interval Horses were observed daily for 21 days post-challenge for clinical signs.
observed after Nasal swabs were collected daily for virus isolation.
challenge
Results Virus Shedding — The number of post-challenge days between the last and
first, inclusive, with a positive titer.
Duration of Virus Shedding
Group Minimum | Q1 | Median | Q3 | Maximum
Vaccinates 3 5 6 8 14
Controls 4 7 11 15 19
Nasal Discharge
Group Unaffected Affected
Vaccinates 4 (25%) 12 (75%)
Controls 0 (0%) 15 (100%)
Coughing was not observed in vaccinates or controls.
Raw data shown on attached pages.
USDA Approval | July 2, 2007
Date
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7

a

6

4

0

Nasal discharge scores
5

2|3

1

0

ojo0j0]o0

00|00

0/0|]0!0]|05|05|013|044] 018 |0.5]0.18{0.31

-1

0

Horse Mo

648
649
653
654
657
661

663

669

671
672
673
676
677
678

Avg

slight mucopurulent, 3=copius mucopurulent)

{0=normal, 1=abnormal serous, 2=

a

Nasal Discharge — Controls

21

1.24

20

1.18

19

1.18

18

1.24

17

1.35

16

1.35

15

1.36

14

1

13

1.07

12

11

10

1.6 | 0.87 | 0.93

1.27

1.6

I

rge scores” (Day Post-Challenge)
6

1.27

1.27

| 5

1

Nasal dischal
4

2

0.0

00087

0

0

-1

Horse No

650
651
652
655
656
658
658

660

665

668

670
674
675

Avg

=slight mucopurulent, 3=copius mucopurulent)

=abnormal serous, 2

(O=normal, 1

a
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Virus Isolation — Vaccinates

Day Post-Challenge Viral Titers {Log TCIDge/mL)

Horse No Group 1] o0 1 2 3 4 5 6 7 B k] 10 | 11 |12]13] 14 | 15 |16 |17 {18 | 19 | 20 | 21
648 Vaccinate | 0 | 0 | © 0 | 353 | <1 [319|as3a|253] 0 <1 0 o Jolo 0 0 lolololoflofao
549 Vaceinate | 0 | 0 | © 0 | 253 | 286 |as3| o 0 0 i o Jofo 0 0o lololoflolo]o
653 Vaccinate 0 [i] [i] =1 3.53 3.53 3.32 4.07 1] 0 0 1] [1] 1] 0 1.868 <1 [1] 0 0 0 i 0
654 Waccinate | 0 | 0 | o o | 207 | 407 [332 [3149] o 0 0 o o Jofo 0 o lo|lojo|loflo]o
857 vaccinate | 0 | 0 | <1 | 319 | 307 | 39z | a9 | 853 | 218 [ 207 | o 0 o Jo|o 0 0o Jololoflololo
661 Vaccinate 0 o V] L] 2.86 4,19 4.19 A.86 | 2189 < 1] 1] [1] v 4] 0 v 4] 0 0 0 0 ]
663 vaccinate | 0 | 0 | o |219| 219 219|253 | 253 0 0 0 0 o Jolo 0 0 Jlojololoflolao
666 Vaceinate | 0 | 0 | o0 0 | 319|307 | 407|219 [186 ]| 0 0 0 o Jofo 0 o lolJofloloflo]ao
667 vaccinate | 0 | 0 | o 0 |28s | 253|453 | 486|185 0 (i o o oo 0 o lojolofolo]o
GED Vaccinate \] 0 0 0 2.52 1.86 318 | 353 | 232 1] 0 1] 1] a 0 0 1] 0 0 0 0 0 0
671 Vaccinate | 0 | 0 | o0 0 | 338|186 | 419 | 353|253 | 186 | 288 | <1 <1 oo 0 o lo|lololojolao
672 vacginate | 0 | o [ o 0 <1 | 201 | 232 | 249 | 186 | < 0 0 o Jofo 0 0o Jojloloflololo
673 Vaccinate 0 o 0 232 <1 3.07 | 318 | 2856 0 0 1.86 1.86 | 219 "] 4] o] "] 0 0 1] 0 0 0
676 vaccinate | 0 | 0 0 0 0 0 0 |232| <1 |286 232 | < o Jo o 0 0 lo|lo|lolo|o|ao
677 Vaccinate | 0 | 0 | © <1 | 453 | 553 | 286 | 319 | 286 | <1 <1 0 o oo 0 0o lofloloflolo]o
678 vaccinate | 0 | 0 | o | 188 | <1 < o |18 |23 | o [i i o Jofo 0 o |o|lo|lo|lo|o|o

Avg [1] 1] 003 | 066 | 238 | 248 | 208 302 | 1.44 | 052 | 0.51 018 | 017 a 0 0.12 | 0.03 0 0 1] 0 [¥] 0
Virus Isolation — Controls
Day Post-Challenge Viral Titers (Logs, TCIDs/mL)

Horsa No Group 1|10 1 2 3 4 5 (] 7 8 ] 10 11 12 13 14 15 16 17 18 |18 |20 | 21
650 Gontrol | 0 Jo | o 0 | <1 [219]| 45 | 407 ] o0 0 0 0 1] 0 0 0 0 o 0 o Joflo]| o
851 Control | 0 | o | o |232]| 207|332 419|486 [432|319)201|219| o 0o |1l o 0 0 0 o lolo| o
652 Control | 0 Jo| o | 186|253 419|353 | a3z 386 |a3e]asz|a19| 219 | 0 | <1 |186] <1 |zis]|207| <1 |0 o ]| 0
655 Gontrol | 0 Jo] o 0 | <1 |a3s3|s07 488 |307)253] 0 0 0 0 0 | « 1.8 |207 | <1 Jolo| o
656 Contrdd | 0 Jo| o o |a3s3|ao7|ase|ass]|307]|260] «1 0 1 0o |l o 1] 0 0 lofJo|<i
658 Control | 0 Jo] o | 186|310 |a19|552)|4a32|319] <1 0 0 0 0 ] 0 (] 0 o Jloflo| o
658 Contrd | 0 Jo | o 0 | <1 |307|307|207 186 <1 | 0 0 <1 0 0 | 1] o0 ] 0 0o lolo| o
650 Control | 0 | 0| 0 | <t Ja07 |36 |410 386|286 |286]|218] 0 0 0 0 o | <« ] i o lolo| o
662 Control | 0 |0 | o |219)|4s53|3s53|a19|e07|a383)232] 0 0 0 0 0 0 0 0 0 o lolo]| o
664 Cordd |0 o] 0 0 |319]|419 519 401|319 ]186]|186] 0 0 0 0 0 0 0 0 o Jlolo]| o
655 Control | 0 | 0| <1 0 |319]|419|a32 |386|319)28s]|2s3]|207]| o 0 0 0 0 0 1 o lolo]| o
58 Contdl |0 0| 0 0 |asa|419|407|s10|a32]2583] «1 | 0 0 0 0 0 0 0 0 0 Jojlo]| o
670 Control 0 J o] 0 386 | 353 | 353|319 | 253|207 | 188 ]| «1 <t lz2o7|23]| 0 0 0 0 0 Jolo]| o
674 Control | 0| o] o | <1 |307|386|353|288|2853)232]| 0 0 | 386 |319|186|207| 0 |18 ]| 0O o |loJo]| o
675 Gowd | 0] o| o |23 |386]|252|432 532|407 301 ] < | <1 0 0 0 0 0 0 0 o0 loJo| o

Avg 0 |ofoos|o77|274]|356)|424]403)304|22¢]100]056f<050]035]038]033|007]|039[028(007]| 0| 0003
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Study Type

Efficacy

Pertaining to

Equine Influenza Virus (EIV)

Study Purpose

To demonstrate efficacy of updated EIV strains FL/13 and RI1/07

Product Administration

Study Animals

Challenge Description

Interval observed after
challenge

Results

This product class allows the manufacturer to update micro-
organisms in this vaccine under expedited procedures to respond to
emerging needs. Abbreviated data to support influenza strain
updates to the product composition were evaluated by USDA-
APHIS and found to be acceptable based on regulations and
policies at the time of approval. Full vaccination-challenge studies
may not have been required for these updates.

USDA Approval Date

March 8, 2016

165A 4855.R2
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Study Type Efficacy

Pertaining to Equine Influenza Virus (EIV)
Study Purpose To demonstrate efficacy against EIV six months after
vaccination.

Product Administration | Two doses administered intramuscularly (IM) three weeks apart.

Study Animals 18 vaccinate and 7 control horses were used at 6 months of
age.
Challenge Description All horses were challenged with EIV strain

Alequine/Kentucky/99 six months post second vaccination.
Interval observed after Horses were observed daily for 14 days post-challenge for

challenge clinical signs. Nasal swabs were collected daily for virus
isolation.
Results Disease Prevalence — presence/absence of any clinical sign at

any occasion during the observation period (nasal discharge,
coughing, respiration, temperature >102.5°F).

# of Presence of
Group Animals | clinical signs
Vaccinates 18 14
Controls 7 7

Virus shedding prevalence — a horse was considered negative for
shedding if all 14 daily post-challenge swabs were virus
negative, otherwise it was positive.

# of Virus
Group Animals Isolation
Vaccinates 18 12
Controls 7 7

Raw data shown on attached pages.
USDA Approval Date August 8, 2005

165A 4855.R2 Page 18 of 37
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Study Type Efficacy

Pertaining to West Nile Virus

Study Purpose To demonstrate efficacy against West Nile Virus

Product Administration | Two doses administered intramuscularly 3 weeks apart

Study Animals 20 vaccinates and 20 controls horses were used at 6 months of
age

Challenge Description 20 horses (10 vaccinates and 10 control) were challenged with

West Nile Virus 61 days post-2"! vaccination. The remaining
20 horses were challenged 91 days post-2" vaccination.

Interval observed after Horses were observed for 21 days post challenge for clinical
challenge signs. Blood samples were taken at days 0-14 and 21 post
challenge for virus isolation. Histopathology was performed on
samples taken at the end of the study.
Results Disease prevalance was defined as the demonstration of clinical
signs of neurological disease observed in horses naturally
affected with WNV under field conditions (i.e. mentation,
aresis, muscle fasiculatoin, ataxia).

Group # of Presence of
Animals | clinical signs

Vaccinates 20 7

Controls 20 13

Viremia was defined as the presence of a virus titer > 5 PFU/mL
of serum on any testing occasion.

# of
Group Animals Viremia
Vaccinates 20 14
Controls 20 20

Encephalitis was defined as the pons, medulla or cervical cord
showing histopathological lesions of at least a “mild”
classification; minimal changes in these tissues were classified as

unaffected.
# of
Group Animals | Encephalitis
Vaccinates 20 9
Controls 20 19

Raw data shown on attached pages.
USDA Approval Date March 27, 2009
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Overview of Challenge Groups
Challenge Challenge Day
Group Horse No. Group Post 2"9-Vacc
Vaccinate 206 1 61
Vaccinate 214 2 91
Vaccinate 301 1 61
Vaccinate 316 1 61
Vaccinate 318 1 61
Vaccinate 324 1 61
Vaccinate 326 2 91
Vaccinate 331 1 61
Vaccinate 332 2 91
Vaccinate 333 2 91
Vaccinate 334 2 91
Vaccinate 335 2 91
Vaccinate 609 2 91
Vaccinate 614 1 61
Vaccinate 615 1 61
Vaccinate 618 1 61
Vaccinate 620 2 91
Vaccinate 622 1 61
Vaccinate 623 2 91
Vaccinate 624 2 91
Control 205 2 91
Control 222 2 91
Control 300 1 61
Control 302 1 61
Control 307 1 61
Control 308 1 61
Control 310 1 61
Control 311 2 91
Control 313 1 61
Control 321 2 91
Control 322 2 91
Control 323 1 61
Control 325 2 91
Control 396 1 61
Control 611 2 91
Control 613 1 61
Control 616 2 91
Control 617 1 61
Control 625 2 91
Control 626 2 91
165A 4855.R2
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Primary Outcome/

Horses that had one or more days with mild, moderate or severe scores in any

of the categories or that required euthanasia

Summary of Clinical Observations
Mentation

Vaccine
Group

Horse
No.

Table 5.
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Table 1.

on days post-challenge with WNV.

Viremia in vaccinate and control horses

Trestment | Horse WNV (pfu/mL) detected in serum of horses on days with WNV |
Group No. ] 1 2 3 4 5 3 7 ] 9 |10 1w 2
Vaconats 208 <5 20 210 85 <5 <5 <5 <5 <5 <5 <5 <5 <5
Vaconase 24 <5 <5 0 10 <5 <5 <5 <5 <5 <5 <5 <5 <5
Vaconane 301 <5 <5 15 10 <5 <5 <5 <5 <5 <5 <5 <5 <5 ]
Vaconate 36 <5 s 33 S <5 <5 <5 <5 <5 <5 <5 <5 <5
Vactinate kol <5 <5 175 5 <5 <5 <5 <5 <5 <5 <5 <5 <5
Vaccinase x4 <5 10 130 25 5 <5 <5 <5 <5 <5 <5 . .
Wacnrate e <5 - 520 70 < <5 <5 <5 <5 <5 <5 <5 <5
Vaccnate k<l <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5
Vaconate 12 <5 5 55 - 4 15 <5 <5 <5 <5 <5 <5 <5
Vaconase 3 <5 5 0 175 5 <5 <5 <5 <5 <5 <5 <5 <5
Vamnate k<) <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 .
Vaconate k<] <5 <5 15 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5
Vaoonam L] <5 <5 15 45 5 <5 <5 <5 <5 <5 <5 <5 <5
Vaconate €4 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5
Vaconase 615 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5
Vaconate a8 <5 <5 <5 <5 <5 <5 <S5 <5 <5 <5 <5 <5 <5
Vaconase 620 <5 <5 20 2 & <5 <5 <5 <5 <5 <5 <5 <5
Vaconase [~ <5 <5 10 5 <5 <5 <5 <5 <5 <5 <5 <5 <5
Vaconane [~ <5 <5 8 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5
Vaconate (=2 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5 <5
Corext 208 <5 5 80 155 0 <5 <5 <5 <5 <5 <5 <5 <5
Coren 222 <5 <5 165 45 L <5 <5 <5 <5 <5 <5 <5 <5
Corea 300 <5 55 2685 45 5 <5 <5 <5 <5 <5 <5 <5 <5
Corea 302 <5 <5 5 5 10 15 <5 <5 <5 <5 <5 . .
Coren a7 <5 <5 15 15 5 <5 <5 <5 <5 <5 <5 <5 <5
Cova 08 <5 <5 20 10 <5 <5 <5 <5 <5 <5 <5 <5 <5
Coen 310 <5 <5 45 ] 10 <5 <5 <5 <5 <5 <5 <5 <5
Conm mn <5 <5 10 10 10 <5 <5 <5 <5 <5 <5 . .
Corersl 313 <5 30 225 370 15 <5 <5 <5 <5 <5 <5 <5 <5
Cowa = <5 <5 20 15 B 5 <5 <5 <5 <5 <5 . .
Coea 22 <5 20 15 45 <5 <5 <5 <5 <5 <5 <5 <5
Cormat x°3 <5 80 480 ri-3 5 <5 <5 <5 <5 <5 <5 <5 <5
Carwt 5 <5 3 235 70 30 <5 <5 <5 <5 <5 <5 <5 <5
Corax 356 <5 5 55 2 <5 <5 <5 <5 <5 <5 <5 <5 <5
Cormy 611 <5 <5 50 K ] <5 <5 <5 <5 <5 <5 <5 <5 <5
Cowa 13 <5 <5 s B ] <5 <5 <5 <5 <5 .

] 616 <5 <5 <) 40 40 <5 <5 <5 <5 <5 <5 -

Cared 617 <5 S 45 40 40 10 <5 <5 <5 <5 <5 o -

Corwral (=3 <5 5 320 140 65 <5 <5 <5 <5 <5 <5 <5 <5

Caret 66 | <5 | 15 | 470 | 225 | 175 | <5 | <5 | <5 | <5 | <5 |
i.)Buthanized for humane reasons
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Table 1. Histopathology of neural tissues post-challenge

with virulent WNV

Vasoles of neural tissue
Horse No. Group — Post-challenge with WNV*
Cervical Cord | Medulla . Pons
208 0 0 0
214 1 0 1
301 0 0 0
316 0 1 0
318 0 0 0
324 1 1 1
326 2 2 2
331 0 0 0
332 < 0 0 0
333 § 1 0 1
334 a2 2 2 2
335 g 0 0 0
609 0 0 1
614 0 0 0
815 0 0 0
618 0 0 0
620 0 0 0
622 0 0 0
623 0 1 0
6824 0 1 1
205 1 1 0
222 1 1 1
300 1 1 0
302 3 3 3
307 1 1 0
308 0 0 0
310 1 1 1
311 2 2 2
313 0 1 1
321 g 1 1 2
322 3 1 0 0
323 0 1 0
325 1 1 0
396 0 1 1
811 1 1 1
613 3 3 3
616 1 2 2
817 1 2 3
625 1 1 0
___ 626 2 3 3
scores: 0 = NO apparent lasions in section or minimal changes apparent;
1 = mild changes present. 2 = moderate changes present. 3 = severe changes present or
very severe lesions with extensive
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Study Type Safety
Pertaining to ALL
Study Purpose To demonstrate safety under field conditions

Product Administration

Two doses administered intramuscularly 3 to 4 weeks apart

Study Animals

1,255 horses from 5 states. 570 horses were 6 months of age or
younger at time of the intial vaccination.

Challenge Description

Not applicable

Interval observed after
challenge

Horses were observed immediately following vaccination and then
daily for 21 days post-vaccination

Results

Adverse Events Number
Injection Site Swelling* 102
<1.5cm 24
1.5-5.0cm 57
>5.0cm 21
Injection site pain 17
Lethargy/Depression 6
Diarrhea 3
Soft Feces 1
Anorexia 6
Not Drinking 1
Increased Respiratory Rate 1
Nasal Discharge 1
Hoof Abscess 1
Enlarged Lymph Node 1
Hives 1
Unilateral Epistaxis 1
Colic Episode** 1
Horses with no reaction 1,149

*Injection site swellings resolved 3-7 days post-vaccination.

**Horse was euthanized; suspected due to colon torsion unrelated to vaccine

affirmed by licensee.

USDA Approval Date

February 18, 2010
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