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Study Type Efficacy 
Pertaining to  Marek’s Disease Virus, Serotype 2 (SB-1) 
Study Purpose To demonstrate effectiveness against disease caused by very 

virulent Marek’s Disease Virus. 
Product Administration  One dose administered in ovo at 18 days of embryonation.  
Study Animals  Group 2: 35 embryos, vaccinates 

Group 3: 34 embryos, HVT inoculated challenged controls 
Group 4: 34 embryos, diluent inoculated challenged controls  
Group 5: 25 embryos, diluent inoculated non-challenged controls 

Challenge Description  Challenged with very virulent Marek’s disease virus RB1B 
strain at 5 days of age.  

Interval observed after 
challenge 

Observed for clinical signs through 49 days of age.  All birds 
were necropsied at the end of the observation period.   

Results Summary of results: 
 
Birds positive for Marek’s Disease: 
 
Group 2: 4/35 
Group 3:    7/34 
Group 4:   32/34 
Group 5:     0/25 
 
 
 
Requirements per 9 CFR 113.330(c) were met.  
 
Raw data attached 
 

USDA Approval Date April 20, 2020 
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Study Type Safety 
Pertaining to  ALL 
Study Purpose To demonstrate safety of product under typical field conditions 
Product 
Administration  

One dose was administered in ovo to 18-19 day old chicken embryos.  

Study Animals  A total of 2,366,613 chickens, representing 3 distinct geographical 
locations. 

Challenge 
Description  

N/A 

Interval 
observed after 
challenge 

Chicks were observed daily for mortality through 14 days post-hatch.  

Results  
Site Group Total 

Placed 
% 

Hatchability 
% 

Mortality 
Condemnation 

Rates 
1 Vaccinate 681,138 69.1-92.1 0.99-3.57 0.36-1.37 

Control 702,801 65.5-92.1 0.93-2.36 0.65-1.15 
2 Vaccinate 343,155 73.0-93.4 2.61-5.38*  0.37-0.47* 

Control** -- 73.7-87.5 -- -- 
3 Vaccinate 1,342,320 72.9-91.3 4.50-5.17 0.78-1.12 

Control 1,436,083 70.3-91.2 0.79-1.58 0.79-1.58 
*8 total houses that had test vaccinated birds, however only 2 has all test 
birds.  Percent mortality and condemnation rates were determined based on 
the 2 houses with test birds only.   
** Percent hatchability for Site 2 controls was the “Standard Hatch” value 
provided by the site.  
 
 
No adverse reactions attributable to vaccination with the test article were 
reported. 
 
 

USDA 
Approval Date 

April 13, 2009 
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Study Type Safety 
Pertaining to  ALL 
Study Purpose To demonstrate safety of product under typical field conditions 
Product Administration  In ovo 
Study Animals  Chicken 
Challenge Description   
Interval observed after 
challenge 

 

Results Study data were evaluated by USDA-APHIS prior to product 
licensure and met regulatory standards for acceptance at the time 
of submission.  No data are published because this study was 
submitted to USDA-APHIS prior to January 1, 2007, and APHIS 
only requires publication of data submitted after that date.  

USDA Approval Date January 18, 2007 
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