
Summary of Studies Supporting USDA Product Licensure 

Establishment Name 
USDA Vet Biologics 
Establishment Number 

Product Code 
True Name 

Tradename(s) / Distributor or 
Subsidiary
(if different from manufacturer) 

Date of Compilation 
Summary 

Disclaimer:  Do not use the following studies to compare one 
product to another.  Slight differences in study design and execution 
can render the comparisons meaningless.   

Mannheimia Haemolytica-Pasteurella Multocida Vaccine,
Avirulent Live Culture

Intervet Inc.

165A

October 30, 2020

1861.02

Bovilis Once PMH IN - Merck Animal Health
Bovilis Once PMH IN - No distributor specified
Once PMH - No distributor specified
Once PMH IN - Merck Animal Health
Once PMH IN - No distributor specified

165A                   1861.02 Page 1 of 7



 
Study Type EfficacyEfficacyEfficacy 
Pertaining to  Mannheimia haemolytica 
Study Purpose To demonstrate effectiveness against M. haemolytica.  
Product 
Administration  

1 dose administered by the intranasal route 

Study Animals  40, 3- to 8-day-old calves; 20 controls/placebo, 20 vaccinates 
Challenge Description  All calves were challenged with M. haemolytica 23 days after 

vaccination.  
Interval observed after 
challenge 

All calves were monitored daily for 7 days post-challenge for clinical 
signs of respiratory disease then tissues were examined. 

Results Lung Lesions:  
The percent of the affected lung tissue was determined.   

Group n* Min Q1 Median Q3 Max 
Placebo 13 1.2 24.9 33.0 34.4 68.7 
Vaccinates 15 0.0 0.9 3.0 7.1 32.4 

*Two placebo calves and three vaccinated calves died between vaccination and 
challenge and were excluded from analysis.  Another five placebo calves and two 
vaccinated calves died post-challenge. Only surviving animals are summarized in the 
table. 
 
Respiratory Rate:  

Maximum post-challenge respiratory rate was compared to the 
median pre-challenge respiratory rate and the difference was 
calculated. Due to five deaths in the placebo group and two deaths 
in the vaccinated group prior to the end of the observation period, 
data only through the third post-challenge day were analyzed.   

Group n* Q1 Median Q3 
Placebo 18 40.0 44.0 60.0 
Vaccinates 17 8.0 10.0 16.0 

*Two placebo calves and three vaccinated calves died between vaccination and 
challenge and were excluded from analysis. 
 
 
Raw data shown on attached page.  
 

USDA Approval Date 05/04/2009 
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Study Type Efficacy 
Pertaining to  Pasteurella multocida 
Study Purpose To demonstrate effectiveness against P. multocida.  
Product 
Administration  

1 dose administered by the intranasal route 

Study Animals  32, 3- to 7-day-old calves; 15 controls/placebo, 14 vaccinates 
Challenge Description  All calves were challenged with P. multocida 27 days after 

vaccination.  
Interval observed after 
challenge 

All calves were monitored daily for 7 days post-challenge for clinical 
signs of disease, then tissues were examined. 

Results Lung Lesions:  
The percent of the affected lung tissue was determined, and a lung 
lesion score was calculated for each animal.    

Group Min Q1 Median Q3 Max 
Placebo 4 20 24 35 43 
Vaccinates 0 1 2 5 9 

 
 
 
Raw data shown on attached page.  
 

USDA Approval Date 10/31/2007 
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*INTRA-NASAL is the vaccinate group 
**LA = Left Apical, LC = Left Cardiac, LD = Left Diaphragm, RA = Right Apical, RC = Right Cardiac, RM = Right 

Middle, RD = Right Diaphragm, Inter = Intermediate 
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Study Type Safety 
Pertaining to  ALL 
Study Purpose To demonstrate safety under typical field conditions  
Product Administration  One dose administered by the intranasal route  
Study Animals  1833 calves (914 vaccinates & 919 controls) ranging in age from 1 

day to 5 months, located at 3 different sites.  33% of calves were 
of 3 days of age or younger.   

Challenge Description  N/A 
Interval observed after 
challenge 

All calves were individually observed once between 2- and 6-
hours following vaccination and then daily through 14 to 21 days 
post-vaccination, depending on site.  

Results  
Adverse Event (AE) Summary 
 

Group # Calves 
Enrolled 

Calves with AE’s 
No. % 

Vaccinates 914 139 15.2 

Controls 
(Placebo) 919 96 10.4 

 
 

AE Type Vaccinates Controls (Placebo) 
No.  %* No.  %* 

Diarrhea 65 7.1 50 5.4 
Eye 13 1.4 12 1.3 
Ear 10 1.1 5 0.5 
Respiratory 3 0.3 2 0.2 
Joint 4 0.4 - - 
Omphalitis 4 0.4 2 0.2 
Non-Specific 26 2.8 15 1.6 
Other  3 0.3 - - 
Mortality** 4 0.4 4 0.4 
* % of total animals vaccinated with respective vaccine/control group.  

**Affirmed by licensee to have a cause other than product administration. 
 

USDA Approval Date 07/12/2012 
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