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ProHeart( 6 Update

September 27, 2004

Fort Dodge Animal Health has been notified of a legal petition filed in Oklahoma to certify a lawsuit against Fort Dodge Animal Health (regarding ProHeart 6) as a class action. As this action will undoubtedly result in additional media coverage and questions and concerns from veterinarians and pet owners, it is imperative you understand the circumstances of this situation and the information you may share about it. As always, if you receive media inquiries or are made aware of media activity in your market, please contact Kelly Goss, Communications Manager, at (913) 664-7276. Thank you. 

Fort Dodge Animal Health Statement

Fort Dodge Animal Health has not been officially served on this matter, and does not comment on potential litigation issues. Fort Dodge Animal Health can, however, address the current situation with ProHeart( 6. 

· Based on a thorough evaluation of FDA’s data, and consultation with independent experts in veterinary medicine and epidemiology, Fort Dodge Animal Health remains confident in the safety and efficacy of ProHeart 6. 

· Fort Dodge has voluntarily complied with the U.S. Food and Drug Administration Center for Veterinary Medicine’s request to temporarily cease marketing and recall ProHeart 6 to the veterinary level until the FDA’s questions regarding safety are resolved. 

· While Fort Dodge Animal Health is cooperating with FDA’s request for a recall, we disagree with the Agency’s interpretation of the data and the conclusions that were drawn. As such, Fort Dodge Animal Health fully supports the FDA’s formation and convening of an independent Advisory Panel, which will thoroughly review and evaluate safety data based on reports submitted through the FDA’s system. 

· All potential adverse events reported to the FDA are “unfiltered,” meaning all reported potential events are submitted without regard to cause, and cases subsequently determined not to be related to the product remain in the overall reporting numbers. We take each and every adverse event report very seriously and evaluate them thoroughly, regardless of whether or not the product appears to be involved. Our first and foremost concern is providing safe and effective products to ensure the health and well being of all pets.

· A thorough evaluation of the data indicates that the incidence of disease and death seen with the use of ProHeart 6 is at or below the baseline (the normal number that would be expected) for the U.S. canine population. Since launch in 2001 through August 2004, the overall rate of reports for ProHeart 6 has been calculated at approximately 3 unfiltered reports for each 10,000 doses sold, with more than 18 million doses sold to veterinarians.

· While ProHeart 6 is unavailable, we urge dog owners to consult with their veterinarians about alternative heartworm disease preventatives, as protection against this potentially deadly disease is vital to a dog’s health and well being.

Questions and Answers

Q:  What is the situation regarding the lawsuit?

A:  A plaintiff attorney in Edmond, Oklahoma, filed a petition to have this action certified as a class action lawsuit. The plaintiff alleges the pet was adversely affected and subsequently died after receiving ProHeart 6. Fort Dodge has checked its database for information about this dog, but, to the best of our knowledge, it does not appear the pet owner or the attending veterinarian filed an adverse event report. Thus, we have no information available about the case at this time.

Q:  What does it mean to certify a class action lawsuit?

A:  A class action is a lawsuit in which one or more individual plaintiffs seek to act on behalf of all others who allegedly have suffered injuries or damages similar to their own. The plaintiffs must meet a number of requirements before a court will certify (approve) the lawsuit as a class action. We will vigorously resist class action certification just as we will vigorously defend any individual lawsuit.

Q:  Has Fort Dodge officially been served?

A:  No. 

Q:  How will Fort Dodge address this issue?

A:  As there is no official court document at this time, Fort Dodge continues to diligently pursue its current course of action with ProHeart 6 – working with the FDA to convene an independent advisory council to thoroughly review and evaluate the product data. If this action moves forward, Fort Dodge will vigorously defend itself – as we maintain that ProHeart 6 is a safe and effective product that has protected millions of dogs against potentially deadly heartworm disease.

Q:  What can we tell our clients about this situation?

A:  It is important that we continue to focus our message on our confidence in the safety and efficacy of ProHeart 6, and our commitment to working with the independent advisory panel to fairly review and evaluate the data to help return it to the veterinary market. With regard to the lawsuit, we feel this action is without merit. If the action moves forward, however, we will defend ourselves vigorously. Fort Dodge will continue to communicate with veterinarians about the situation with ProHeart 6 to ensure they have the most up-to-date information for themselves, and their clients and staff. 

Q:  How will future information about this situation be communicated?

A:  Ensuring all of our constituencies have the information they need about ProHeart 6 and related issues continues to be a priority for Fort Dodge. We will continue to utilize existing communication mediums to disseminate information, and will explore additional information resources, as needed.

Q:  Does this legal action affect the voluntary recall situation or the convening of the independent advisory panel?

A:  While both situations involve ProHeart 6, they will be handled separately. The legal action should not impact the independent advisory panel as that is a science-based review and evaluation of product data. 

ProHeart 6 is generally well tolerated. Caution is advised in sick, debilitated or underweight dogs.  A small percentage of dogs showed mild, transient swelling or itching at the injection site. While rare, digestive, neurological or hypersensitivity reactions may occur. For additional information, call 1-800-477-1365.
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