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Study Type Efficacy 
Pertaining to  Mycoplasma hyopneumoniae 
Study Purpose Demonstrate 23 weeks DOI against pneumonia caused by Mycoplasma 

hyopneumoniae 
Product 
Administration  

One dose IM  

Study Animals  Total of 48 three-week-old pigs, grouped into 24 vaccinated and 24 control 
group 

Challenge 
Description  

Pigs were challenged 23 weeks post vaccination, intranasally with virulent 
Mycoplasma hyopneumoniae. 

Interval 
observed after 
challenge 

At 3 weeks post challenge, lung lesions were evaluated.   

Results 

 
 
Raw data is presented in tables below. 
 

Five number summary of lung lesion scores 

Groups N Minimum 
25th 
percentile 

Median 75th  
percentile 

Maximum 

Vaccinated 
(Group 1) 24 0 

0 0.2 7.7 32.7 

Control 
(Group 2) 24 0 

1.9 8.3 25.3 48.1 

USDA Approval 
Date 

June 6, 2001 
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Lung Lesion Score (LLS): 
 
            Group 1 Vaccinated       Group 2 Control 
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Study Type Efficacy 
Pertaining to  Mycoplasma hyopneumoniae 
Study Purpose Efficacy against pneumonia caused by Mycoplasma hyopneumoniae 

Product 
Administration  

IM 

Study Animals  3-week-old pigs 

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 

December 18, 2001 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

165A                   2775.02 Page 4 of 7



 
Study Type Safety 
Pertaining to  Mycoplasma hyopneumoniae 
Study Purpose To demonstrate field safety of product 

Product 
Administration  

Single dose, IM 

Study Animals  A total of 1,317 pigs,  3-weeks-of-age were vaccinated and monitored from 
four herds in distance geographical areas. Pigs were observed for systemic 
events, localized injection site events, and palpable lesions. 

Challenge 
Description  

N/A 

Interval 
observed after 
challenge 

N/A 

Results Out of  1,317 pigs, vaccinated only one systemic type event was noted and 
no mortalities were reported attributable to vaccination. Localized injection 
site swellings and/or redness were observed. 
 
See the summary table below. 

USDA Approval 
Date 

November 14, 2001 
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Adverse Event Summary Table 
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Study Type Safety 
Pertaining to  Mycoplasma hyopneumoniae 
Study Purpose To demonstrate field safety of product 

Product 
Administration  

2 doses: 1 mL dose at 3 weeks of age or older followed by a second 1 mL 
dose 21 days later 

Study Animals  Pigs 3-4 weeks of age 

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 

2005 
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