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Establishment Name Zoetis Inc.
USDA Vet Biologics 190
Establishment Number

Product Code 16N1.RO
True Name

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-ND - No distributor specified

Date of Compilation
Summary

October 08, 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 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 sham vaccinated non-challenged (negative control)

Challenge Description GAZ22 strain given at 5 days of age

Interval observed after The birds were observed daily for 7 weeks.

challenge

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

Birds with observable lesions:
Group 1: 5/30

Group 2: 27/30

Group 3: 0/30

Requirements of 9 CFR 113.330(c) were met.

Raw data on attached page

USDA Approval Date
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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 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 GA 22 strain given at 5 days of age

Interval observed after The birds were observed daily for 7 weeks then tissues were

challenge examined

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

Birds with observable lesions:
Group 1: 6/30

Group 2: 30/30

Group 3: 0/30

Requirements of 9 CFR 113.330(c) were met.

Raw data on attached page.

USDA Approval Date 26 February 2019
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Study Type Efficacy

Pertaining to Newcastle disease virus (NDV)

Study Purpose Demonstrate efficacy against Newcastle Disease
Product Administration 1 dose by subcutaneous route

Study Animals Day-old chicks divided into 2 groups:

Group 1 sham vaccinated and challenged (control)
Group 2 vaccinated and challenged

Challenge Description NDV Texas GB given 28 days after vaccination

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

Results Vaccinates and controls were evaluated in terms of Newcastle

disease clinical signs per the criteria in 9 CFR 113.329(c)(4).
Birds with clinical signs:

Group 1: 40/40

Group 2: 1/38

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

Raw data on attached page

USDA Approval Date October 5, 2017
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Study Type Efficacy

Pertaining to Newcastle disease virus (NDV)

Study Purpose Demonstrate efficacy against Newcastle Disease
Product Administration 1 dose by in ovo route

Study Animals Embryonated eggs at 18-19 days divided into 2 groups:

Group 1 sham vaccinated and challenged (control)
Group 2 vaccinated and challenged

Challenge Description NDV Texas GB given 28 days after vaccination

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

Results Vaccinates and controls were evaluated in terms of Newcastle

disease clinical signs per the criteria in 9 CFR 113.329(c)(4).
Birds with clinical signs:

Group 1: 40/40

Group 2: 3/40

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

Raw data on attached page

USDA Approval Date October 4, 2017
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Study Type Efficacy
Pertaining to Newecastle disease virus
Study Purpose Demonstrate duration of immunity against Newcastle Disease
Product Administration 1 dose by in ovo route
Study Animals DO chicks divided into 2 groups:
Group 1 sham vaccinated and challenged (control)
Group 2 vaccinated with product and challenged
Challenge Description NDV Texas GB given 63 days after vaccination
Interval observed after Birds observed daily for clinical signs for 14 days post challenge
challenge
Results Vaccinates and controls were evaluated in terms of Newcastle
disease clinical signs per the criteria in 9 CFR 113.329(c)(4).
Birds with clinical signs, including mortality:
Group 1: 30/30
Group 2: 0/30
Requirements of 9 CFR 113.329(c)(4) were met.
Raw data on attached page
USDA Approval Date 06AUG19
Clinical Signs of NDV
Group | Bird Paralysis | Respiratory | Mortality
1 104 X X
1 111 X X
1 127 X X
1 152 X X
1 178 X X
1 186 X X
1 200 X X
1 204 X X
1 208 X X
1 229 X X
1 238 X X
1 290 X X
1 294 X X
1 295 X X
1 332 X
1 134 X X
1 139 X
1 144 X X
1 154 X X
1 188 X X
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Study Type Efficacy

Pertaining to Newecastle disease virus

Study Purpose Demonstrate duration of immunity against Newcastle Disease
Product Administration 1 dose by the subcutaneous route

Study Animals DO chicks divided into 2 groups:

Group 1 sham vaccinated and challenged (control)
Group 2 vaccinated with product and challenged
Challenge Description NDV Texas GB given 63 days after vaccination

Interval observed after Birds observed daily for clinical signs for 14 days post challenge
challenge
Results Vaccinates and controls were evaluated in terms of Newcastle

disease clinical signs per the criteria in 9 CFR 113.329(c)(4).

Birds with clinical signs, including mortality:
Group 1: 30/30
Group 2: 0/30

Requirements of 9 CFR 113.329(c)(4) were met.
Raw data on attached page

USDA Approval Date 06AUG19

Clinical Signs of NDV

Group | Bird | Paralysis | Respiratory | Mortality
1 104 X X

1 111 X X

1 127 X X

1 152 X X

1 178 X X

1 186 X X

1 200 X X

1 204 X X

1 208 X X

1 229 X X

1 238 X X

1 290 X X

1 294 X X

1 295 X X

1 332 X
1 134 X X

1 139 X
1 144 X X

1 154 X X

1 188 X X

190 16N1.RO Page 18 of 20



191
212
218
232
239
251
275

299

319
322

110

114
115

129

137

198
201

202
242
249
250
253

270
292
327

122
135
141

143
193
195
230
243

256

266
268

269
287
324
340

Page 19 of 20

16N1.RO

190



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 hatch.
Administration

Study Animals Approximately 175,698 commercial broilers:

Site A: Vaccinates: 20,300, Controls: 20,300
Site B: Vaccinates: 24,000, Controls: 24,000
Site C: Vaccinates: 21,500, Controls: 21,995
Site D: Vaccinates: 21,500, Controls: 22,103
Challenge Not applicable (NA)

Description
Interval observed | Not applicable
after challenge

Results
Percent Total Percent | Condemnation Rates (%)
Description | Site | Route | Hatchability | Placed | Mortality at Processing
A 10 96.84 20,300 2.78 0.02
. B 10 95.01 24,000 2.96 0.21
Vaceinates 7 sC NA 21,500 | 1.75 1.19
D SC NA 21,500 1.75 1.06
A 10 97.22 20,300 2.97 0.06
B 10 94.82 24,000 2.95 0.97
Controls
C SC NA 21,995 2.06 1.06
D SC NA 22,103 1.76 1.40

USDA Approval | 28 August 2019
Date
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