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Welcome Address

On behalf of my colleagues at the Center for Veterinary Medicine’s Division of Therapeutic Drugs for Food Animals, I am pleased to welcome you to this workshop on swine mycoplasmal pneumonia.  Dr. Steven Vaughn, our Division Director, was supposed to welcome you all to this workshop today, but because of a family emergency he is unable to come.  As a result, my colleagues have put their trust on my shoulders to perform this job.

As you know, Food and Drug Administration is a regulatory agency whose mission is to protect the public health.  The Center for Veterinary Medicine is charged with ensuring that new animal drugs are safe and effective.  The Office of New Animal Drug Evaluation reviews safety and effectiveness study reports and decides whether to recommend approval of new animal drugs.  It is a tough job.  Often times, we are frustrated in our evaluation of a particular disease entity when the pathogen responsible for the disease is not readily cultured from the diseased animals, the valid clinical endpoints are not apparent, a disease has several presentations, or when one disease is commonly associated with other organisms.  One such example is mycoplasmal respiratory disease in swine.

The swine respiratory disease, caused by Mycoplasma hyopneumoniae, has been reported in many countries.  This is a very common and economically important disease of swine.  The organism is transmitted through direct contact between pigs.  Weaned (“nursery” pigs), and grower-finisher pigs are particularly vulnerable.  The Swine 2000 Survey conducted by the USDA’s National Animal Health Monitoring System (NAHMS) showed that 39.1% of deaths in grower-finisher pigs were due to respiratory diseases.  Of these respiratory diseases, the survey listed mycoplasmal pneumonia as the most common respiratory disease in grower-finishers.

Cases of pure mycoplasmal pneumonia in swine are rare.  Most commonly, the disease occurs as part of “Porcine Respiratory Disease Complex” (PRDC).  Clinical presentation of porcine respiratory disease complex varies in severity, with uneven growth rates among littermates, cough, respiratory distress, and reduced feed intake.  Conversely, clinical signs of pure mycoplasmal pneumonia are often subtle and mild, with dry non-productive cough.  Thus, it becomes difficult to diagnose infection with Mycoplasma hyopneumoniae in pigs.  Diagnostic methods commonly used to detect the disease in pigs are serology, culture of organism, polymerase chain reaction, gross pathology and histopathology.  Of these methods, culture is still considered the diagnostic “gold standard.”  However, because of the difficulty in isolating mycoplasmal organisms from the diseased animals, we look to evaluating the drug’s effectiveness based on clinical response of animals in field trials.  This creates a labeling problem for a drug product when the claim is “for the treatment of swine respiratory disease associated with Mycoplasma hyopneumoniae”.  In addition, performing susceptibility testing is difficult when there are only few clinical isolates to determine the minimum inhibitory concentrations (MICs) of the drug product at which the isolates are either killed or unable to multiply.  The MIC data is important and can be included in the package insert to help veterinarians select an effective therapeutic dose.

With all these difficulties in mind, the FDA has planned this workshop to seek scientific input from a broad public forum to help the agency determine an acceptable method, in light of the current state of scientific knowledge, for evaluating drug effectiveness against swine mycoplasmal respiratory disease.  This workshop is part of CVM’s leveraging initiative aimed at increasing interaction with industry, academia, practitioners, swine producers, and other government agencies. 

The workshop is divided into 4 sessions.  In today’s sessions 1 and 2, speakers will talk about the clinical presentations and cutting edge research on swine mycoplasmal pneumonia.  In tomorrow’s morning session 3, speakers will provide perspectives on evaluating therapeutic effectiveness against mycoplasmal pneumonia.  My colleagues, Drs. Julie Punderson, Nabil Anis, and Gillian Comyn will moderate these first 3 sessions.  In tomorrow’s afternoon breakout exercise, session four, we will explore various aspects of study design and other issues in determining drug effectiveness for swine mycoplasmal respiratory disease.  My colleague Dr. Cindy Burnsteel will be moderating the breakout session.  I want to emphasize that for the breakout session and for the workshop as a whole we do not intend to propose any guidance or arrive at a definitive study design or protocol.

I believe my job will remain unfinished if I do not recognize and express my sincere thanks to my colleagues who worked so hard to organize this workshop.

Now, it is my distinct pleasure to introduce Dr. Lisa Tokach, President of the American Association of Swine Veterinarians, who has kindly agreed to talk about the association.
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