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Study Type Efficacy 
Pertaining to  Campylobacter fetus 
Study Purpose To demonstrate effectiveness against infertility caused by C. 

fetus 
Product Administration  Subcutaneous 
Study Animals  Bovine 
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 March 26, 2004 
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Study Type Efficacy 
Pertaining to  Leptospira canicola 
Study Purpose To demonstrate effectiveness against disease caused by L. canicola 
Product Administration  Subcutaneous 
Study Animals  Bovine 
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 March 10, 2005 
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Study Type Efficacy 
Pertaining to  Leptospira grippotyphosa 
Study Purpose To demonstrate effectiveness against disease caused by  

L. grippotyphosa 
Product Administration  Subcutaneous 
Study Animals  Bovine 
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 March 10, 2005 
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Study Type Efficacy 
Pertaining to  Leptospira hardjo 
Study Purpose To demonstrate effectiveness against disease caused by L. hardjo 
Product Administration  Subcutaneous 
Study Animals  Bovine 
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 24, 2004 
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Study Type Efficacy 
Pertaining to  Leptospira hardjo 
Study Purpose To demonstrate effectiveness against urinary shedding of L. 

hardjo 
Product Administration  1 dose administered by the subcutaneous route 
Study Animals  29 calves, > 6 months of age, 14 vaccinates and 15 controls 
Challenge Description  All calves were challenged with L. hardjo 21 days after 

vaccination. 
Interval observed after 
challenge 

All calves were monitored daily for 30 days for clinical signs of 
disease.  Urine samples were taken on days 16 (Week 2), 23 
(Week 3) and 30 (Week 4) post challenge for Leptospira 
isolation.   

Results Leptospira Isolation:  A calf was considered positive if 
leptospires were isolated from the urine during any of the four 
post-challenge weeks. 

Group # of Animals # Positive Percent (%) 
Vaccinates 14 0 0 
Controls 15 15 100 

 
 
 
Raw data shown on the attached page. 

USDA Approval Date March 27, 2012 
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L. hardjo Urine Isolations 
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Study Type Efficacy 
Pertaining to  Leptospira icterohaemorrhagiae 
Study Purpose To demonstrate effectiveness against disease caused by L. 

icterohaemorrhagiae 
Product Administration  Subcutaneous 
Study Animals  Bovine 
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 June 22, 2004 
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Study Type Efficacy 
Pertaining to  Leptospira pomona 
Study Purpose To demonstrate effectiveness against disease caused by L. pomona 
Product Administration  Subcutaneous 
Study Animals  Bovine 
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 24, 2004 
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Study Type Safety 
Pertaining to  ALL 
Study Purpose To demonstrate safety under field conditions.  
Product Administration   
Study Animals  Bovine 
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 June 16, 2004 
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