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Establishment Name Zoetis Inc.
USDA Vet Biologics 190
Establishment Number

Product Code 1A89.R0O
True Name

Bursal Disease-Marek's Disease-Newcastle Disease Vaccine,
Serotype 3, Live Marek's Disease Vector

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

Poulvac Procerta HVT-IBD-ND - No distributor specified

Date of Compilation
Summary

June 22, 2022

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 Infectious Bursal Disease Virus (IBDV)
Study Purpose Demonstrate efficacy against Infectious Bursal disease
Product Administration | One dose by the in ovo route
Study Animals Chicken eggs at 18 days of embryonation, divided into 3 groups:
Group 1 vaccinated with product and challenged.
Group 2 placebo vaccinated and challenged (positive control)
Group 3 sham vaccinated non-challenged (negative control)
Challenge Description USDA STD strain given at 34 days of age
Interval observed after The birds were observed daily for 4 days then bursa were
challenge examined
Results Vaccines and controls were evaluated in terms of Infectious
Bursal disease grossly observable lesions per the criteria in 9
CFR 113.331(c).
Birds with gross observable lesions:
Group 1: 0/30
Group 2: 28/30
Group 3: 0/30
Requirements of 9 CFR 113.331(c) were met.
Raw data on attached page
USDA Approval Date 23 April 2020
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Study Type Efficacy

Pertaining to Infectious Bursal Disease Virus (IBDV)

Study Purpose Demonstrate efficacy against Infectious Bursal disease
Product Administration | One dose by the subcutaneous route

Study Animals Day-old chicks divided into three groups

Group 1 vaccinated with product and challenged

Group 2 placebo vaccinated and challenged (positive control)
Group 3 sham vaccinated non-challenged (negative control)
Challenge Description USDA STD IBDV strain given at 34 days of age

Interval observed after The birds were observed daily for 4 days then bursa were
challenge examined
Results Vaccines and controls were evaluated in terms of Infectious

Bursal disease grossly observable lesions per the criteria in 9
CFR 113.331(c).

Birds with grossly observable lesions:

Group 1: 0/30

Group 2: 30/30

Group 3: 0/30

Requirements of 9 CFR 113.331(c) were met.

Raw data on attached page

USDA Approval Date 24 April 2020
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Evaluation of Bursal Lesions
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Study Type Efficacy

Pertaining to Infectious Bursal Disease Virus (IBDV)

Study Purpose Demonstrate effectiveness against infectious bursal disease 63
days after vaccination

Product Administration | One dose by the in ovo route

Study Animals Chicken eggs at 18 days of embryonation, divided into 3 groups:
Group 1 vaccinated with product in ovo and challenged

Group 2 placebo vaccinated and challenged (control)

Group 3 placebo vaccinated and not challenged (control)
Challenge Description USDA STD strain given at 63 days after vaccination

Interval observed after The birds were observed daily for 4 days post-challenge
challenge
Results Vaccines and controls were evaluated in terms of infectious

bursal disease grossly observable lesions per the criteria in 9
CFR 113.331(c).

Birds with gross observable lesions:

Group 1: 0/30

Group 2: 28/30

Group 3: 0/30

Requirements of 9 CFR 113.331(c)(3)(ii) were met.

Raw data on attached page

USDA Approval Date June 9, 2020
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Study Type Efficacy
Pertaining to Infectious Bursal Disease Virus (IBDV)
Study Purpose Demonstrate effectiveness against infectious bursal disease 63

days after vaccination

Product Administration

One dose by the subcutaneous route

Study Animals

Day old chicks divided into 3 groups:

Group 1 vaccinated with product subcutaneously and challenged
Group 2 placebo vaccinated and challenged (control)

Group 3 placebo vaccinated and not challenged (control)

Challenge Description

USDA STD strain given at 63 days after vaccination

challenge

Interval observed after

The birds were observed daily for 4 days post-challenge

Results

Vaccines and controls were evaluated in terms of infectious
bursal disease grossly observable lesions per the criteria in 9
CFR 113.331(c).

Birds with gross observable lesions:

Group 1: 0/30

Group 2: 28/30

Group 3: 0/30

Requirements of 9 CFR 113.331(¢c)(3)(3)(i1) were met.

Raw data on attached page

USDA Approval Date

June 9, 2020
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Study Type Efficacy

Pertaining to Marek’s Disease Virus Serotype 3

Study Purpose Demonstrate efficacy against Marek’s Disease

Product Administration | One dose by the in ovo route

Study Animals Chicken eggs at 18 days of embryonation, divided into 3 groups:

Group 1 vaccinated with product and challenged

Group 2 placebo vaccinated and challenged (positive control)
Group 3 placebo vaccinated non-challenged (negative control)
Challenge Description GA 22 strain given at 5 days of age.

Interval observed after The birds were observed daily for 49 days.

challenge

Results Vaccines and controls were evaluated in terms of Marek’s
disease grossly observable lesions per the criteria in 9 CFR
113.330(c).

Birds with grossly observable lesions:
Group 1: 6/30

Group 2: 27/29

Group 3: 0/30

Requirements of 9 CFR 113.330(c) were met.

Raw data on attached page

USDA Approval Date May 13, 2021
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Study Type Efficacy

Pertaining to Marek’s Disease Virus Serotype 3

Study Purpose Demonstrate efficacy against Marek’s Disease
Product Administration | One dose by the subcutaneous route

Study Animals Day-old chicks divided into 3 groups

Group 1 vaccinated with product and challenged

Group 2 placebo vaccinated and challenged (positive control)
Group 3 sham vaccinated non-challenged (negative control)
Challenge Description Marek’s Disease Virus GA 22 strain given at 5 days of age.

Interval observed after The birds were observed daily for 49 days, then evaluated for

challenge grossly observable lesions consistent with Marek’s disease

Results Vaccines and controls were evaluated in terms of Marek’s
disease grossly observable lesions per the criteria in 9 CFR
113.330(c).

Birds with grossly observable lesions:
Group 1: 5/30

Group 2: 25/30

Group 3: 0/30

Requirements of 9 CFR 113.330(c) were met.

Raw data on attached page

USDA Approval Date 11 May 2020
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Study Type Efficacy

Pertaining to Newcastle disease Virus (NDV)

Study Purpose Demonstrate efficacy against Newcastle disease

Product Administration | One dose by in ovo route

Study Animals Chicken eggs at 18 days of embryonation, divided into 3 groups:

Group 1 vaccinated with product and challenged
Group 2 placebo vaccinated and challenged (positive control)
Group 3 sham vaccinated non-challenged (negative control)

Challenge Description Newcastle Disease Virus strain Texas GB given at 28 days of
age.

Interval observed after Birds were daily observed for 14 days post challenge for clinical

challenge signs of NDV, including mortality.

Results Vaccines and controls were evaluated in terms of Newcastle

disease clinical signs per the criteria in 9 CFR 113.329(c).
Birds with clinical signs, including mortality:

Group 1: 2/40

Group 2: 40/40

Group 3: 0/40

Requirements of 9 CFR 113.329(c) were met.

Raw data on attached page

USDA Approval Date 27 April 2020
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Group

Animal

Clinical Signs of NDV
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Study Type Efficacy
Pertaining to Newcastle Disease Virus (NDV)
Study Purpose Demonstrate effectiveness against NDV 63 days after
vaccination
Product Administration | One dose by the in ovo route
Study Animals Chicken eggs at 18 days of embryonation, divided into 3 groups:
Group 1 vaccinated with product in ovo and challenged
Group 2 placebo vaccinated and challenged (control)
Group 3 placebo vaccinated and not challenged (control)
Challenge Description NDYV Texas GB strain given at 63 days after vaccination
Interval observed after The birds were observed daily for 14 days post-challenge
challenge
Results Vaccines and controls were evaluated in terms of Newcastle
disease clinical signs per the criteria in 9 CFR 113.329(¢)(4).
Birds with clinical signs, including mortality:
Group 1: 0/28
Group 2: 29/29
Group 3: 0/30
Requirements of 9 CFR 113.329(c)(4) were met.
Raw data on attached page
USDA Approval Date September 21, 2020
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Study Type Efficacy

Pertaining to Newcastle Disease Virus (NDV)

Study Purpose Demonstrate effectiveness against NDV 63 days after
vaccination

Product Administration | One dose by the subcutaneous route

Study Animals Day old chicks divided into 3 groups:

Group 1 vaccinated with product and challenged
Group 2 placebo vaccinated and challenged (control)
Group 3 placebo vaccinated not challenged (control)

Challenge Description NDYV Texas GB strain given at 63 days after vaccination
Interval observed after The birds were observed daily for 14 days post-challenge
challenge

Results Vaccines and controls were evaluated in terms of Newcastle

disease clinical signs per the criteria in 9 CFR 113.329(¢)(4).
Birds with clinical signs, including mortality:

Group 1: 1/30

Group 2: 29/29

Group 3: 0/30

Requirements of 9 CFR 113.329(c)(4) were met.

Raw data on attached page

USDA Approval Date September 21, 2020
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Study Type Efficacy

Pertaining to Newcastle disease Virus

Study Purpose Demonstrate efficacy against Newcastle disease
Product Administration | One dose by subcutaneous route

Study Animals Day-old chicks divided into 3 groups

Group 1 vaccinated with product and challenged

Group 2 placebo vaccinated and challenged (positive control)
Group 3 placebo vaccinated non-challenged (negative control)
Challenge Description USDA Newcastle Disease Virus strain Texas GB given at 28

days of age.
Interval observed after Birds were daily observed for 14 days post challenge.
challenge
Results Vaccines and controls were evaluated in terms of Newcastle

disease clinical signs per the criteria in 9 CFR 113.329(c¢).
Birds with clinical signs, including mortality:

Group 1: 0/40

Group 2: 40/40

Group 3: 1/40

Requirements of 9 CFR 113.329(c) were met.

Raw data on attached page

USDA Approval Date April 28, 2020

Raw data shown below for birds classified as positive. All other birds normal.

Group | Animal | Clinical Signs of NDV
Paralysis | Depression | Respiratory | Mortality
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Study Type Safety
Pertaining to ALL
Study Purpose To demonstrate safety under field conditions.
Product One dose administered in ovo (IO) or subcutaneously (SC) at day-
Administration of-hatch.
Study Animals Approximately 237,452 commercial broiler chickens
Site A: Vaccinates: 34,300, Controls: 34,300
Site B: Vaccinates: 26,900, Controls: 26,900
Site C: Vaccinates: 58,058, Controls: 56,994
Challenge Description

Interval observed
after challenge

Results
Overall Total
Mortality (%) | Condemnation
Percent Total | 35 to 62 days- Rates (%)
Description | Site | Route | Hatchability | Placed of-age
A (0] 87.30 34,300 5.64 0.167
Vaccinates B 10 86.13 26,900 4.09 0.130
C SC NA 58,058 5.16 0.716
A 10 83.55 34,300 5.08 0.672
Controls B 10 79.07 26,900 3.30 0.168
C SC NA 56,994 5.87 0.791
USDA Approval Date | September 13, 2021
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