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Last week, opponents of Michigan’s drug industry immunity shield law brought the issue to the floor of the Michigan Senate.  Despite Majority Leader Bishop’s assertion that the Senate would not consider rescinding the bill, an action that the Michigan House has already endorsed, Senators who oppose our shield law fought for such consideration.

Among those who adamantly defend immunizing drug companies is Senator Roger Kahn, who represents the 32nd District.  Senator Kahn, who is also a physician, made two primary points in defense of our shield law in the recent debate.  Neither stands up to scrutiny.

First, Senator Kahn suggested that Michigan’s law is not unique, and he listed a number of states in which similar laws may be “pending.”  To say a law may be “pending” in another state is equivalent to saying that divorce may be “pending” in every marriage.  It may be true theoretically, but it is beside the point.  

The reality is that, for thirteen years, Michigan has been the only state in the country that shields drug companies for liability for FDA approved drugs.  Even a new law in Texas, which comes closest to the Michigan statute, contains exceptions to immunity absent in Michigan.

Even more extraordinary, however, was Senator Kahn’s discussion of medical fact.  On the Senate floor, he suggested that drugs like Vioxx and Celebrex “have cut down the number of deaths in our country from gastrointestinal bleeds” [medication-caused stomach perforations].   Indeed, he suggested that this benefit was “dramatic” compared with “a small incidence of increase of heart attacks,” and that “these things are all in the product information that is present and given to patients.”

Nothing could be further from the truth.  The manufacturer of Celebrex tried and failed to win FDA backing of the notion that the drug had any gastrointestinal benefit whatsoever.  That is why, despite Senator Kahn’s assertion, there is no such claim in the “product information” given to patients.  The FDA flatly rejected it.  

Furthermore, we now know that an article about Celebrex published in 2000 in the Journal of the American Medical Association that suggested such a benefit left out half of the original data.  Written primarily by company employees and its consultants, the article has become infamous as a worst example of cherry-picked publications. When the excluded data was restored, the suggested benefit disappeared.
The charade caused an uproar.   Dr. Robert Temple, the FDA’s most senior medical reviewer, commented that “the hype” resulting from the misleading article “probably has more impact than our [FDA’s] labeling does.”   A physician who wrote a favorable editorial based on the article reflected: “"I am furious. . . . I wrote the editorial.   I looked like a fool. . . But all I had available to me was the data presented in the article."  (Susan Okie, “Missing Data on Celebrex: Full Study Altered Picture of Drug,” Washington Post, 8/5/01).
All of us should be furious.  Quite clearly, Senator Kahn is not.

As for Vioxx, the most important study on the gastrointestinal issue (“VIGOR”) showed there was no statistically significant benefit at all with the exception of a subset of patients who were also taking steroids like prednisone. Such patients are a very small percentage of the people for whom Vioxx was prescribed in the general population. 

 Again, therefore, the “good news” was rigged.   But even including these patients, any gastrointestinal benefit of Vioxx was definitively overshadowed by its cardiovascular risks. When Merck tried to downplay those risks in marketing to physicians, FDA sent the company a warning letter describing its advertising as “false, lacking in fair balance, and otherwise misleading.”  Indeed, the FDA described Merck’s promotional campaign as “simply incomprehensible.”  (See the analysis of VIGOR in John Abramson, M.D., Overdosed America, p. 34).
In his comments the other day, Senator Kahn insisted that “we need to start with accurate data.”  These episodes of defrauding—not of the FDA, but of physicians like Senator Kahn--suggest how important it is that we do.  He also said he looked forward “to further discussions of this important issue.”

Every citizen of our great state should look forward to that continuing discussion.

And we should also look forward to the presentation of genuinely “accurate data.”  In politics, as in medicine, trust is everything.

