USDA

_‘ Summary of Studies Supporting USDA Product Licensure

Establishment Name Intervet Inc.

USDA Vet Biologics 165A

Establishment Number

Product Code 1525.21

True Name Equine Rhinopneumonitis Vaccine, Killed Virus

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

Prodigy with Havlogen - Merck Animal Health
Prestige Prodigy - Merck Animal Health

Date of Compilation
Summary

February 06, 2018

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 Equine Herpesvirus-Subtype 1 (EHV-1), AB69 strain

Study Purpose | Efficacy against respiratory disease and abortion caused by EHV-1
Product Three doses, administered intramuscularly at the 5™, 7 and 9" months of

Administration

gestation.

Study Animals

22 vaccinates and 22 controls pregnant mares. 3 vaccinates were open at the
end of the study.

Challenge Horses were challenged with EHV-1, 20 days post-third vaccination.
Description
Interval Observed for 11 days post challenge for clinical signs of respiratory disease
observed after | and through foaling for neonatal delivery observations.
challenge
Results Delivery Observations
Treatment Group Vaccinates Controls
# of aborted, EHV-1 positive fetuses 2/19 or 10.5% 7/22 or 31.8%
Virus Isolation from nasal swabs
Treatment Group Vaccinates Controls
Virus Isolation 2/22 or 9.1% 13/22 or 59.1%
Body Temperatures > 101.0°F were considered to be elevated.
Treatment Group Vaccinates Controls
Hyperthermia Affected 3/22 or 13.6% 13/22 or 59.1%
Nasal Exudate — Individual daily nasal exudate scores of > 4 indicated a significant
level of respiratory disease.
Treatment Group Vaccinates Controls
Nasal exudate score > 4 2/22 or 9.1% 9/22 or 40.1%
Raw data shown on attached pages.
USDA Approval | November 30, 1992
Date
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Study Type Safety
Pertaining to ALL
Study Purpose Safety in pregnant mares

Product Administration

1 to 3 doses administered intramuscularly at 60 day intervals
starting at 5 months of gestation. 213 mares received 3 doses, 16
mares received 2 doses and 7 mares received 1 dose.

Study Animals

236 pregnant mares of various age and breed in 6 different states.

Challenge Description

Not applicable

Interval observed after
challenge

Observed through birth of foals.

Results

Vaccine Reactions — Doses are reported due to difference in
vaccination schedule.

Score | # of Reactions | % of Total
0 664 97.94
1 7 1.03
2 2 0.29
2+ 2 0.29
3 2 0.29
4 1 0.15

Total # of Doses administered = 678

Score Overview:

0 — No reaction

1 — Not clinically significant, parlpable swelling
2 — Non-painful, localized visible swelling

3 — Localized, raised, painful visible swelling

4 — Diffuse, very painful, hot visible swelling

Pregnancy/Foaling Status

Total # observed through gestation 230
Total # of live, healthly foals 222
Total # of Abortions 6
Unknown reasons 3
Induced due to hydroallantois 1
Due to placentitis/fibrosis 1
Due to placentitis/neonatal septicemia 1
# of stillborn foal (cause unknown) 1
# of foal born week and died* 1

*EHV-1 was isolated from the foal, mare had aborted last year

USDA Approval Date

ca. 1995
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