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Study Type Efficacy 
Pertaining to  Infectious Bursal Disease (IBD), Standard Strain 
Study Purpose To demonstrate effectiveness in chickens to provide passive 

immunity against IBD, Standard strain to progeny. 
Product Administration  Subcutaneous, Intramuscular  
Study Animals  Chickens 
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 September 15, 1987 
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Study Type Efficacy 
Pertaining to  Infectious Bursal Disease (IBD), Delaware Variant A Strain 
Study Purpose To demonstrate effectiveness in chickens to provide passive 

immunity against IBD, Delaware Variant A strain, to progeny. 
Product Administration  Subcutaneous, Intramuscular  
Study Animals  Chickens 
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 September 15, 1987 
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Study Type Efficacy 
Pertaining to  Infectious Bursal Disease (IBD), Delaware Variant E Strain 
Study Purpose To demonstrate effectiveness in chickens to provide passive 

immunity against IBD, Delaware Variant E strain, in progeny. 
Product Administration  Subcutaneous, Intramuscular  
Study Animals  Chickens 
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 July 29, 1988 
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Study Type Efficacy 
Pertaining to  Infectious Bursal Disease (IBD), GLS-5 Strain 
Study Purpose To demonstrate effectiveness in chickens to provide passive 

immunity against IBD, GLS-5 strain, to progeny. 
Product Administration  Subcutaneous, Intramuscular  
Study Animals  Chickens 
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 February 8, 1991 
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Study Type Efficacy 
Pertaining to  Infectious Bursal Disease (IBD), Standard & Variant Strains 
Study Purpose To demonstrate effectiveness in chickens to provide passive 

immunity against IBD, standard and variant strains, to progeny. 
Product Administration  Subcutaneous, Intramuscular  
Study Animals  Chickens 
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 May 8, 1992 
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Study Type Efficacy 
Pertaining to  Infectious Bronchitis Virus (IBV), Massachusetts Type 
Study Purpose To demonstrate effectiveness against IBV, Massachusetts Type. 
Product Administration  Intramuscular  
Study Animals  Chickens 
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 May 8, 1992 
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Study Type Efficacy 
Pertaining to  Infectious Bronchitis Virus (IBV), Massachusetts Type and 

Newcastle Disease Virus (NDV) 
Study Purpose To demonstrate effectiveness against IBV, Massachusetts Type, 

and NDV. 
Product Administration  Subcutaneous 
Study Animals  Chickens 
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. Study data, however, are no longer 
available. 

 

USDA Approval Date May 8, 1992 
 

165A                   12M5.01 Page 8 of 13



 
Study Type Efficacy 
Pertaining to  Newcastle Disease Virus (NDV) 
Study Purpose To demonstrate effectiveness against NDV. 
Product Administration  Intramuscular  
Study Animals  Chickens 
Challenge Description  NDV Texas GB strain  
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 June 30, 1982 
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Study Type Efficacy 
Pertaining to  Avian Reovirus 
Study Purpose To demonstrate effectiveness in chickens to provide passive 

immunity against malabsorption caused by Avian Reovirus to 
progeny. 

Product Administration  Subcutaneous, Intramuscular  
Study Animals  Chickens 
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 November 17, 1983 
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Study Type Efficacy 
Pertaining to  Avian Reovirus 
Study Purpose To demonstrate effectiveness against tenosynovitis caused by 

avian reovirus 
Product Administration  Intramuscular  
Study Animals  Chickens 
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 November 17, 1983 
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Study Type Efficacy 
Pertaining to  Avian Reovirus 
Study Purpose To demonstrate effectiveness against tenosynovitis caused by 

Avian Reovirus. 
Product Administration  Subcutaneous 
Study Animals  Chickens 
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. Study data, however, are no longer 
available. 

 

USDA Approval Date March 23, 1994 
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Study Type Safety 
Pertaining to  ALL 
Study Purpose To demonstrate safety of product under typical field conditions 
Product Administration  Subcutaneous, Intramuscular  
Study Animals  Chickens 
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 3, 1985 
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