






Method & timing of 
challenge 

• If the timing of the challenge is expressed as Day X, ensure 
that you have defined the context of X.  Example:  If the 
animals were challenged 35 days after the first vaccination, 
don’t say challenged on “Day 35” unless you have already 
defined the first vaccination as Day 0. 

•  
 Outcome/Results 

Description of outcome 
variable 

• Include only the outcome variable(s) that formed the basis for 
your regulatory decision.  Do not attempt to include every 
outcome variable the firm evaluated if they did not factor into 
your regulatory decision.   

• Indicate how the outcome variable was measured.  If the 
outcome was based on clinical signs, list the actual signs 
evaluated; don’t just say “clinical signs”.  

• Ensure that results are included below for each listed outcome.  
• An outcome is a single observation that is made on each subject.  

Thus, do not define the outcome variable as “a reduction of ...” 
or “a difference in …” which are comparisons of group 
summary measures.   

Observation interval after 
challenge 

• Include how many days after challenge the animals were 
observed, as well as the frequency of observations (for example 
daily clinical observations for 2 weeks, blood samples tested for 
viremia every 3 days for 2 weeks, etc).  Include how/when 
frequently animals were monitored, as well as if/when they were 
necropsied 

Results • Enter the CVB’s statistical analysis, not the firm’s.  (Statistics 
will provide electronic copies of their tables and graphics to 
paste into the e-FOIA form.)  

• List only the results for outcomes that formed the basis of your 
regulatory decision. 

• If a scoring system was used, do not list arbitrary numeric scores 
(e.g, nasal discharge=1); instead define what the score means 
(e.g., nasal discharge = mild serous).  Remember that the 
summary must be understandable to someone who does not have 
access to the entire study report. 

• If results are expressed as mitigated fraction, ensure that a shift 
estimator and quartile values are also included.  Statistics has a 
template table for this information. 

Label claim   
Claim approved (Y/N)  

Other pertinent 
information 

 

 
 




