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Study Type Efficacy 
Pertaining to  Feline Leukemia Vaccine (FeLV) 
Study Purpose To demonstrate efficacy against FeLV in cats. 
Product Administration  Two subcutaneous doses were administered three weeks apart.  
Study Animals  Forty (40) cats, approx. 8 to 10 weeks of age, were randomly 

assigned into either a placebo control (20 animals) or a vaccinate 
group (20 animals).  

Challenge Description  Suppressive FeLV challenge was administered two weeks after 
the second vaccination. 

Interval observed after 
challenge 

Cats were observed for 16 weeks post-challenge. Weekly blood 
samples were collected throughout this period.   

Results Cats were defined as persistently viremic if they had three or 
more positive serum tests for FeLV p27 antigen 12-16 weeks 
post-challenge. 
 
Table 1: Frequency Distribution of Viremic Cats 
 

Treatment Group No. Affected (%) 
Vaccinate  4/19 (21%) 
Controls  18/20 (90%) 

 
 
Raw data contained on the following pages. 

USDA Approval Date 12 March 2008 
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Table 2: Control Treatment Group Results 
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Table 3: Vaccinate Treatment Group Results 
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Study Type Safety 
Pertaining to  All 
Study Purpose To demonstrate safety of product in typical field conditions. 
Product 
Administration  

Two doses administered subcutaneously, 3-4 weeks apart. 

Study Animals  143 minimum age cats (8-9 weeks-old) were vaccinated  
Challenge 
Description  

N/A 

Interval observed  Immediate vaccination reactions were documented for 30 minutes 
following each vaccination, and late post-vaccination reactions were 
documented for 14 days following each vaccination. 

Results Reduced-scale field safety study to support manufacturing change 
that reduces adverse events. 
 
Table 1: Frequency Distribution of Immediate Post-vaccination 
Reactions Observed 
 

Clinical 
signs 

 
Vaccination 

Number 
of events 

Total 
injections 

Events in 
total1 (%) 

Vocalization First 1 143 3/278 
(1.1%) Second 2 135 

Injection 
site stinging 

First 2 143 3/278 
(1.1%) Second 1 135 

1: Total of first (143) and second (135) vaccinations = 278 injections 
 
Table 2: Late Post-vaccination Reactions Observed 
 

Clinical signs  
Vaccination 

Number 
of events 

Total 
injections 

Events in 
total2 (%) 

 
Anorexia 

First 4 143 4/279 
(1.4%) Second 0 136 

Behavior 
change 

First 2 143 2/279 
(0.7%) Second 0 136 

Decreased 
Appetite 

First 1 143 1/279 
(0.4%) Second 0 136 

Depression & 
Lethargy 

First 3 143 3/279 
(1.1%) Second 0 136 

Injection site 
pain 

First 4 143 4/279 
(1.4%) Second 0 136 

 
Lameness 

First 2 143 2/279 
(0.7%) Second 0 136 

Hard injection 
site swelling 

First 0 143 4/279 
(1.4%) Second 4 136 

2: Total of first (143) and second (136) vaccinations = 279 injections 
USDA Approval 
Date 

29 January 2015 
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Study Type Safety 
Pertaining to  All 
Study Purpose To demonstrate safety under typical field conditions. 
Product 
Administration  

Two doses administered subcutaneously, 3-4 weeks apart. 

Study Animals  A total of 621 were vaccinated in 11 veterinary clinics in 3 different 
geographic locations. One hundred ninety-two cats were 8-9 weeks 
old (minimum age) and 429 cats were 10 weeks of age or older. 

Challenge Description  N/A 
Interval observed  Cats were monitored for 1 hour at the clinic and 14 days post-

vaccination. 

Results Please see raw data below.    
 
 
 
 
 
 
 
 
 
 

USDA Approval Date October 16, 2009 
 
 
Table 1: Frequency Distribution of Immediate Post-vaccination Reactions Observed 
Associated with Vaccinations 
 

Clinical signs Vaccination Number of 
events 

Total 
injections 

Events in 
total1 (%) 

Vocalization First 195 636 292/956 
(30.5%) Second 97 320 

Injection site 
stinging 

First 126 636 185/956 
(19.4%) Second 59 320 

Injection Site 
Self Trauma 

First 5 636 6/956 
(0.6%) Second 1 320 

Lameness First 3 636 3/956 
(0.3%) Second 0 320 

1Total of first (636) and second (320) vaccinations = 956 injections 
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Table 2: Late Post-vaccination Reactions Observed Associated with Vaccinations 
 

Clinical signs Vaccination Number of 
events 

Total 
injections 

Events in 
total2 (%) 

Depression First 27 636 31/956 
(3.2%) Second 4 320 

Injection Site 
Pain 

First 15 636 18/956 
(1.9%) Second 3 320 

Decreased 
Appetite 

First 9 636 9/956 
(0.9%) Second 0 320 

Lameness First 8 636 11/956 
(1.2%) Second 3 320 

Anorexia First 6 636 6/956 
(0.6%) Second 0 320 

Hyperthermia First 3 636 4/956 
(0.4%) Second 1 320 

Vomiting First 3 636 3/956 
(0.3%) Second 0 320 

Injection Site 
Swelling 

First 2 636 3/956 
(0.3%) Second 1 320 

Not Drinking First 2 636 2/956 
(0.2%) Second 0 320 

Behavioral 
Disorder 

First 1 636 1/956 
(0.1%) Second 0 320 

Diarrhea First 1 636 2/956 
(0.2%) Second 1 320 

Muscle Pain First 1 636 1/956 
(0.1%) Second 0 320 

2: Total of first (636) and second (320) vaccinations = 956 injections 
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