FDA/CVM/ONADE/Division of Therapeutic Drugs for Food Animals
Swine Mycoplasmal Pneumonia Workshop, March 6&7, 2002
Breakout Session Questions


In the Breakout session, the objective is to pull together all the information from the past two days.  Our intention is have your input, based on your professional experience and expertise, on factors to consider in study design and evaluation of therapeutic effectiveness in the treatment of swine Mycoplasmal pneumonia. 

We want to reiterate that the purpose of the breakout session is not to write guidance or to arrive at a definitive study design or protocol. Discussion and open exchange of ideas is our goal for the breakout session specifically and for the workshop in general.

1.
What are the appropriate clinical and therapeutic endpoints for swine mycoplasmal pneumonia?

a. How do you decide when pigs have this disease (case definition - enrollment criteria: necropsy on a percentage of the animals?)  

b. How do you differentiate this disease from SRD caused by other bacterial and nonbacterial pathogens?  

c. How do you handle the presence of additional pathogens?  

d. Are there age-specific presentations and do they differ in presentation, response to therapy and clinical outcome?  

e. Are there acute and chronic presentations for this disease and how do they differ?

f. Are there additional considerations if this drug is to be used for individual animal treatment or group treatment?

2.
How do you evaluate the effectiveness of Drug X against swine mycoplasmal pneumonia? 

a. What is the best study design for demonstrating effectiveness of Drug X against pneumonia associated with M. hyopneumoniae infection?

b. Should the study be conducted at an existing swine facility [field study]?  One with a known Mycoplasma problem?  What about other concurrent diseases? 

c. Should we enroll animals that only have Mycoplasma?  Is this possible to do?  Is this useful to do?  What about the "real world"?  

d. What role could other possible types of studies including laboratory models (whose model?), pharmacokinetics studies, and/or in vitro microbiological safety studies have in this process? 

e. How will you define and assess 'success' and 'failure'? All animals in a study typically need to be classified as either a success or a failure.

f. What clinical and laboratory endpoints will be used/needed to demonstrate effectiveness?

g. What are the time-points for declaring the animal to be a 'success' or 'failure', and why do you pick these?  (On what day[s] will you evaluate for success/failure?)  

h. To what extent do the study design parameters that have been discussed meet the regulatory requirements of 'substantial evidence' and 'inferential value'? 
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Written or electronic comments on this workshop may be submitted by May 6, 2002, to the Dockets Management Branch (HFA-305), Food and Drug Administration, 5630 Fishers Lane, Room 1061, Rockville, MD 20852. Submit electronic comments to http://www.accessdata.fda.gov/scripts/oc/dockets/commentdocket.cfm. All comments should include Docket No. 02N-0027.


