Chapter 4:  Dissemination of Product Information


1st Amendment


Personal and political speech


Generally protected


Ideas can be stupid, wrong, and dangerous


Deadly diets and self-help books


Violent movies


No prior restraint


Usually cannot prevent publication


Can sue afterwards if the speech is actionable


Defamation


Exceptions for public figures


Opinions are protected


Truth is a defense


Intentional interference with a business relationship


Like defamation but of a business


Can be easier to prove than defamation because truth is not a defense


Product disparagement laws are constitutionally suspect


Oparh's comments about burgers


Hollywood personalities comments about pesticides in apples


Invasion of Privacy


Publishing sensitive personal information


Truth is not a defense


Key is usually that you violate the law in getting it, and that is an important part of the action


Copyright


You cannot use other's words


Some rights of fair use


Trade secrets


Can be enjoined (prior restraint)


Treated as taking another's property, not as speech


Can be difficult to undo publication on the Internet


National security


Cannot tell government secrets


What if you develop a code that the government wants suppressed?


Commercial speech


Speech in conjunction with selling products and services


Much less protection


More like action than speech


Extensively regulated


Can sell deadly diet book


Cannot mislead investors about corporate performance


Kordel v. United States 335 U.S. 345 (1948) 


What is the term the FDA uses for an improperly labeled product?


What does § 502(a) use as a standard for this determination?


What was the defendant's argument as to why the pamphlets at issue in this case were not labels and thus were beyond FDA jurisdiction?


Was there a comprehensive label on the product?


Why does this matter?


What standard did the United States Supreme Court say should be used to decide if materials constitute labels?


United States v. Urbuteit 335 U.S. 355 (1948) 


What labeling was on the machine itself?


What did the government claim was a label?


How was the claimed label supplied?


Was it subject to the labeling requirements, thus leaving the device misbranded?


What if the device had been sold with no label at all?


Notes - 296


What if the manufacturer supplies a book or article written by another who has nothing to do with the product?


What would you look at to determine whether such info is a label?


When you get a prescription drug, are you routinely given the product label?


Who is the label intended for?


How is a label written differently if it is for a physician rather than a patient?


What can you assume about the physician's background knowledge?


Is a longer, more detailed label always better than a short label?


Drug names - most drugs have three names:


Chemical name - a long, descriptive name that allows a chemist to draw the structure of the molecule


Established name - a generic name for the chemical which anyone may use in lieu of the chemical name, i.e., a name that is not a trademark


Trade name - the trademarked name of that a specific manufacturer uses to sell a drug, which can only be used by the manufacturer or with its permission.  For example, the patent has long expired on Valium and it is sold as a generic, but only the owner of the trade name can call it Valium.


Study question


Assume your client is an author who writes about health and diet.  She writes a book and in it described the use of Prozac as a diet aid, claiming that if you take enough Prozac you will not care if you are hungry, and even if you overeat, you will not care if you are fat, thus reaching dietary nirvana.  She publishes the book with Little Brown and it is sold on Amazon.  Amazon runs the publisher's blurb on its WWW site, which describes the book as unlocking the miraculous dietary properties of Prozac.  The manufacturer puts a link from its WWW pages on Prozac to the Amazon page for the book.  There is evidence that a large number of people visit the Prozac site, buy the book, and then demand that their doctors give them Prozac.  


Can the manufacturer of Prozac be sanctioned by the FDA for misbranding?  


What is the statutory authority?


Can the FDA impound the author's books?


What if drug stores put a display of the books by the prescription counter?


What if Little Brown puts a display next to the Prozac display at the Annual Meeting of the College of Internal Medicine?


United States v. Article of Drug . . . Decholin 264 F. Supp. 473 (E.D. Mich. 1967) - 297


Why weren't these labeling issues resolved during pre-market approval of Decholin?


Study 503(b)(1)


Assuming that a drug is safe and effective, what is the statutory provision governing whether it is Rx or OTC?


If it is Rx, how may the physician fulfill the Rx requirement?


What must the drug packaging say about its status?


What were the two major concerns of Congress as to whether a drug is Rx or OTC?


Which is at issue in this case?


Did Congress mean to ban all the OTC remedies?


What warning do all OTC drugs give the user?


How is the problem worse now, with managed care, than it was when this case was decided?  (Conversely, why has the problem always been serious for the poor?)


How does patient empowerment affect this?


Since most OTCs will delay seeking a physician's care because the patient will wait to see if they work, what must the FDA show beyond delaying care?


What is the most serious risk of otherwise save OTC?


Does this also pose tort law issues for the manufacturer?


OTC v. Rx (Notice of Public Hearing on OTC Drug Products - 302)


What are the economics of OTC v. Rx drugs?


Why does a manufacture usually want to introduce a drug as Rx?


Can you think of tort reasons as well?


Why might a manufacturer want to switch a drug to OTC and when is the best time to do it?


Since the FDA initially determined that the drug should be RX, what must be shown for an OTC switch?


How must the labeling be changed?


Why is the labeling often the major stumbling block to an OTC switch?
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What are the arguments for making "morning after" birth control pills available without an Rx?


What would the FDA need to consider in making this switch?


How does the Internet change the Rx process?


Alternative Medicine


Some states want to lower the cost of medical care by letting non-physicians prescribe drugs.  Looking at the statutory provisions on access to Rx drugs (ignore the Federal CSA):


Could LA allow nurses to prescribe drugs?  


Voodoo healers? 


Could lawyers be allowed to prescribe Prozac to their clients so that they would not keep calling the lawyers about their cases?


How would such changes affect tort liability?


Professional Labeling - 307


While reading this section, think about nature of most medical practice these days.  Physicians are paid by the number of patients they treat, not by the time it takes to treat them.  Unlike lawyers, physicians are not paid by the clients to learn about new things.  Physicians must read and study drug information, medical journal articles, and all other sources of professional information on their own time and their own nickel.  A clinic physician will see patients all day, with just enough break time (maybe) to fill out the medical records.  The physician, in many cases, will also have some call responsibilities to deal with patients after hours.  Many private practice physicians, work 60 or more hours a week.  Self-education, including learning about new drugs, is done after this, and is un-reimbursed.  It is like doing a parking ticket practice where the lawyer is paid on volume, rather than being paid by the hour.  Every hour you are reading the advance sheets is an hour you are not making any money.


How is risk information presented in the label?


How is a contraindication different from a warning or precaution?


Why is "rational prescribing"?


Lawyers tend to tell clients to present all the risks in gory detail so that they cannot be sued later for hiding the risks.


How would this undermine rational prescribing?


Why do clients usually ignore this advice and soft-pedal even significant risks?


What are the special problems with drugs for pregnant women?


What are the legal reasons that there are few studies of the effectiveness of drugs in pregnant women?


Given that animal data is not a good predictor of whether a drug causes birth defects in humans, what does this lack of info do to the pregnancy risk classification system?


What would tell a physician client who asks you about the legal risks of using a drug to treat a pregnant patient when that drug has never been tested in pregnant women?


What if the client told you that most of the drugs used to treat pregnant women have never been tested in pregnancy?


Why does the FDA say that the problems with physicians reading labels can slow down the approval of new drugs?


What labeling information does the FDA require about unapproved uses?


What if a significant % of prescriptions are for unapproved uses?


Can the drug company put information in the label that the FDA does not require?


What issues does this pose for physicians who use drugs for unapproved uses?


If physicians do not read drug labels, who are we labeling drugs for?


Do drug companies want to stop the use of drugs for unapproved uses?


What is the requirement for labeling medical devices?





