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January 31, 2022

48C5.21
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Study Type Efficacy 
Pertaining to  Erysipelothrix rhusiopathiae 
Study Purpose Establish efficacy against Erysipelothrix rhusiopathiae 

Product 
Administration  

2 dose IM route: 1st dose 6 weeks before breeding and 2nd dose (booster)  
14-28 days later 

Study Animals  Breeding pigs including sow, gilts, and boars 

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. 

USDA Approval 
Date 

May 19, 2004 
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Study Type Efficacy 
Pertaining to  Erysipelothrix rhusiopathiae 
Study Purpose Establish duration of immunity of 121 days against Erysipelothrix 

rhusiopathiae 
Product 
Administration  

2 dose IM route: 1st dose 6 weeks before breeding and 2nd dose (booster)  
14 -28 days later 

Study Animals  Breeding pigs including sow, gilts, and boars 

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. 

USDA Approval 
Date 

May 19, 2004 
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Study Type Efficacy 
Pertaining to  Leptospira interrogans var canicola 
Study Purpose Establish efficacy against Leptospira interrogans var canicola 

Product 
Administration  

2 dose IM route: 1st dose 6 weeks before breeding and 2nd dose (booster)  
14 -28 days later 

Study Animals  Breeding pigs including sow, gilts, and boars 

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. 

USDA Approval 
Date 

May 19, 2004 
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Study Type Efficacy 
Pertaining to  Leptospira interrogans var grippotyhposa  
Study Purpose Establish efficacy against Leptospira interrogans var grippotyhposa  

Product 
Administration  

2 dose IM route: 1st dose 6 weeks before breeding and 2nd dose (booster)  
14 -28 days later 

Study Animals  Breeding pigs including sow, gilts, and boars 

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. 

USDA Approval 
Date 

May 19, 2004 
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Study Type Efficacy 
Pertaining to  Leptospira interrogans var hardjo  
Study Purpose Establish efficacy against Leptospira interrogans var hardjo  

Product 
Administration  

2 dose IM route: 1st dose 6 weeks before breeding and 2nd dose (booster)  
14 -28 days later 

Study Animals  Breeding pigs including sow, gilts, and boars 

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. 

USDA Approval 
Date 

May 19, 2004 
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Study Type Efficacy 
Pertaining to  Leptospira interrogans var icterohaemorrhagiae  
Study Purpose Establish efficacy against Leptospira interrogans var icterohaemorrhagiae  

Product 
Administration  

2 dose IM route: 1st dose 6 weeks before breeding and 2nd dose (booster)  
14 -28 days later 

Study Animals  Breeding pigs including sow, gilts, and boars 

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. 

USDA Approval 
Date 

May 19, 2004 
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Study Type Efficacy 
Pertaining to  Leptospira interrogans var pomona  
Study Purpose Establish efficacy against Leptospira interrogans var pomona  

Product 
Administration  

2 dose IM route: 1st dose 6 weeks before breeding and 2nd dose (booster)  
14 -28 days later 

Study Animals  Breeding pigs including sow, gilts, and boars 

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. 

USDA Approval 
Date 

May 19, 2004 
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Study Type Efficacy 
Pertaining to  Parvovirus 
Study Purpose Establish efficacy against Parvovirus  

Product 
Administration  

2 dose IM route: 1st dose 6 weeks before breeding and 2nd dose (booster)  
14 -28 days later 

Study Animals  Breeding pigs including sow, gilts, and boars 

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. 

USDA Approval 
Date 

May 19, 2004 
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Study Type Safety 
Pertaining to  All fractions 
Study Purpose Establish field safety of vaccine under typical field conditions to breeding 

pigs 
Product 
Administration  

2 dose IM route: 1st dose 6 weeks before breeding and 2nd dose (booster)  
14 -28 days later 

Study Animals  Breeding pigs including sows, gilts, and boars 

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. 

USDA Approval 
Date 

May 19, 2004 
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