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The so-called crisis in medical malpractice insurance’has been very much 
in the news, both in the lay press and in the medical press. All of this, of 
course, has grown out of a rather recent inclination on the part of the public 
to hold individual medical practitioners personally responsible for perfor- 
mance at  a certain accepted level or standard. 

Many feel that the pendulum has swung much too far, with the result that 
damages awarded are excessive, liability findings in some cases are unjusti- 
fied, and many physicians have resorted to practicing “defensive medicine” 
in an effort to protect themselves. Be this as it may, the fact remains that 
medical malpractice lawsuits have become a major concern in the medical 
field. 

Except perhaps for attorneys who specialize in food and drug law, relative- 
ly few people in the area of pharmaceutical production and distribution are 
even aware that a somewhat comparable situation potentially exists with re- 
spect to liability relative to the manufacture and distribution of pharmaceu- 
tical products. 

To date, most action on the part of regulatory agencies is directed either a t  
a specific product or a corporation. That is to say, a particular product is al- 
leged to be adulterated or misbranded and is condemned or seized; or in 
other cases, a specific corporation is found to be in violation of good manu- 
facturing practices and may be forced to close down. 

For some time, however, questions have been asked as to whether this line 
of enforcement is either adequate or effective. Comments have been made to 
the effect that a certain major corporation when found guilty pays its $lo00 
fine and the next day resumes its multimillion dollar business with no real 
effort to correct the situation about which court action was initiated. In 
other instances, it has been felt that those responsible for supplying the pub- 
lic with pure food and with safe and effective drugs have not exercised suffi- 
cient concern, with the result that substantial injury-and a t  times, even 
death-have directly resulted. This experience has prompted thoughtful ob- 
servers to suggest that enforcement-related action in more cases should be 
against persons within the corporation, and that such court action might 
even take the form of prosecution on the basis of criminal liability. 

A case is now before the United States Supreme Court, United States u. 
Park, in which the president of a major food company has been held to be 
criminally responsible for not seeing that necessary steps were taken to pre- 
vent rodents from contaminating food stored in one of his corporation’s 
warehouses. The outcome of this test case will undoubtedly have a signifi- 
cant impact on the degree of personal liability individuals may be held to 
have in the case of pharmaceutical manufacturing and distribution. 

Indeed, it is reported that proposed revisions in good manufacturing prac- 
tice (GMP) regulations for large-volume parenterals will place direct and 
specific responsibility on the designated quality assurance officer for certify- 
ing as to the qualifications of the manufacturing plant, all processes and pro- 
cedures in the production of the article, and the suitability of the container 
and its enclosure before the product is released. Undoubtedly, many ques- 
tions can be raised as to who specifically should bear the responsibility if 
criminal liability action is brought as the result of some defective product. 

Although he did not originate it, Harry Truman made famous the com- 
ment “the buck stops here!” But again, where is “here”? Is it the person or 
persons who work out the formulation, or is it those who prepare the formu- 
lation, or is it those who are responsible for assuring the quality of the for- 
mulation, or is it those in some high strata of company management? These 
are questions which eventually the courts will decide. 

In the meantime, it appears to us that the only prudent course of action 
for everyone involved in drug production is to perform in a manner as if such 
liability does rest directly on one’s personal shoulders. 

But, even putting the issue of personal liability aside, isn’t such an atti- 
tude what we ought to expect from those who have assumed responsibility 
for producing and supplying our drug products? At  times, it seems that a 
good deal of lip service is given to the term “a reputable manufacturer.” 
Saying “we are sorry” after having a recall for a defective drug product really 
is not sufficient. A reputable drug manufacturer, in the true sense, is one 
which, to the extent possible, takes the necessary actions to anticipate and 
prevent the defect from occurring. It seems to us that companies as well as 
individual employees and corporation executives who perform with this phi- 
losophy will have little cause for concern in the event that criminal liability 
does indeed become a strategy of drug quality enforcement. 


