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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 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 STD strain given at 34 days of age

Interval observed after The birds were observed daily for 4 days then tissues 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: 0/29

Requirements of 9 CFR 113.331(c) were met.

Raw data on attached page

USDA Approval Date 21 September 2018

Group | Animal | Normal | Edema
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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 to 18-day-old embryonated chicken
eggs

Study Animals E18 eggs divided into 3 groups

Group 1 vaccinated with product and challenged

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

Interval observed after The birds were observed daily for 4 days and then tissues

challenge examined.

Results Vaccinates and controls were evaluated in terms of infectious
bursal disease gross acute lesions per the criteria in 9 CFR
113.331(c).

Birds with observable lesions:
Group 1: 0/30

Group 2: 30/30

Group 3: 0/29

Requirements of 9 CFR 113.331(c) were met.

Raw data on attached page

USDA Approval Date 20 September 2018

Edema and

Group Animal Normal Edema Hemorrhage
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Study Type Efficacy
Pertaining to Infectious Bursal Disease Virus
Study Purpose Demonstrate efficacy against Standard Infectious Bursal disease

63 days post vaccination

Product Administration

1 dose by in ovo route

Study Animals Treatment groups:
Group 1 vaccinated in ovo at 18 days of embryonation with
product and challenged
Group 2 placebo vaccinated SQ at day-of-age and challenged
(positive control)
Group 3 placebo vaccinated SQ at day-of-age and not challenged
(negative control)
Challenge Description USDA STD IBDV given 63 days after vaccination
Interval observed after Birds observed daily for 4 days
challenge
Results Vaccinates and controls were evaluated in terms of Infectious
Bursal Disease gross bursal lesions per criteria in 9 CFR
113.331(b)(2)(1).
Birds with grossly observable lesions:
Group 1: 0/30
Group 2: 30/30
Group 3: 0/28
Requirements of 9 CFR 113.331(b)(2)(i) were met.
Raw data on attached page.
USDA Approval Date January 6, 2020
Group | Animal | Normal | Edema
1 103 X
1 135 X
1 161 X
1 164 X
1 171 X
1 174 X
1 183 X
1 184 X
1 204 X
1 214 X
1 220 X
1 223 X
1 226 X
1 230 X
1 233 X
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Study Type Efficacy
Pertaining to Infectious Bursal Disease Virus
Study Purpose Demonstrate efficacy against Standard Infectious Bursal disease
63 days post vaccination
Product Administration | 1 dose by the subcutaneous (SQ) route
Study Animals Treatment groups at day-of-age:
Group 1 vaccinated SQ with product and challenged
Group 2 placebo vaccinated SQ and challenged (control)
Group 3 placebo vaccinated SQ and not challenged (control)
Challenge Description USDA STD IBDV given 63 days after vaccination
Interval observed after Birds observed daily for 4 days
challenge
Results Vaccinates and controls were evaluated in terms of Infectious
Bursal Disease gross bursal lesions per criteria in 9 CFR
113.331(b)(2)(1).
Birds with grossly observable lesions:
Group 1: 0/25
Group 2: 30/30
Group 3: 0/28
Requirements of 9 CFR 113.331(b)(2)(i) were met.
Raw data on attached page.
USDA Approval Date January 6, 2020
Group Animal Normal Edema
1 102 X
1 112 X
1 124 X
1 163 X
1 169 X
1 185 X
1 197 X
1 199 X
1 202 X
1 207 X
1 209 X
1 218 X
1 224 X
1 228 X
1 231 X
1 238 X
1 265 X
1 270 X
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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

Eggs at 18 days of embryonation divided into three groups

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

Challenge Description

GA 22 strain given at 5 days of age

Interval observed after
challenge

The birds were observed daily for 7 weeks

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: 26/30

Group 3: 0/30

Requirements of 9 CFR 113.330(c) were met.

Raw data on attached pages.

USDA Approval Date

7 September 2018

190 1A88.R3

Page 14 of 22



Tissue Examined
“X” indicates tissue has grossly observable lesion due to Marek’s disease
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Study Type Efficacy

Pertaining to Marek’s Disease Virus (MDV) 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 Code 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 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: 3/30

Group 2: 25/29

Group 3: 0/27

Requirements of 9 CFR 113.330(c) were met. Thirty birds in
Group 2 and Group 3 survived to 5 days of age; birds were
excluded from the study for causes unrelated to conduct of the
study.

Raw data on attached page
USDA Approval Date 18 October 2018
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Study Type Safety
Pertaining to ALL
Study Purpose To demonstrate safety under field conditions.

Product Administration

One dose administered in ovo (10) at days 18-19 of embryonation

or subcutaneously (SC) at hatch.

Study Animals

Approximately 277,257 commercial broilers:
Site A: Vaccinates: 39,000, Controls: 39,000
Site B: Vaccinates: 56,200, Controls: 56,200
Site C: Vaccinates: 21,920, Controls: 21,937
Site D: Vaccinates: 21,500, Controls: 21,500

Challenge Description

Not applicable (NA)

Interval observed after

Not applicable. Daily mortality rates determined through 60 days

challenge of age.
Results
Percent Total Percent | Condemnation
Description | Site | Route | Hatchability | Placed | Mortality Rates (%)
A 10 82.4 39,000 54 0.43
Vaccinat B 10 85.2 56,200 4.3 0.04
acemates o8¢ NA 21,920 3.5 0.58
D SC NA 21,500 1.4 0.65
A 10 85.4 39,000 4.6 0.39
B 10 85.1 56,200 4.2 0.09
Controls
C SC NA 21,937 2.9 0.58
D SC NA 21,500 2.3 0.72
USDA Approval Date December 1, 2020
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