Study Questions - Access to Experimental Products


Are all unapproved substances treated the same?


Why are these treated differently?


Experimental drugs on an IND?


Unapproved substances?


Controlled Substances?


Should unapproved substances that have never been tested or submitted to the FDA be treated differently from substances that were tested and found ineffective or otherwise rejected by the FDA?  


How would you argue this difference if you were representing a patient wanting to be treated with such as substance?  


A physician being questioned by the licensing board?  


What if the physician is using a drug approved in Europe that the physician has sent to him from a from a friend in France?


Should the severity of the patient's condition and the availability of other treatments matter?


Rutherford v. United States 438 F. Supp. 1287 (W.D. Okla. 1977) - 183


What is the drug?


Where do the patients have to go to get it?


Why does this trouble the judge?


How do they have to pay for it?


What are the patient's constitutional arguments?


Is this like the right to an abortion?


What did the district court rule?


As emphasized earlier, the right to use a harmless, unproven remedy is quite distinct Does this mean that the FDA has no power to regulate Laetrile?


How was this modified by the Circuit Court?


What did the United States Supreme Court rule?


What federalism problem does this present?


Private importation of unapproved substances


What are the restrictions?


Could this be used to import Laetrile?


Why should there be a difference between foreign and domestic unapproved substances?


May individuals purchase and use substances that are not regulated or sold as drugs to use to treat their own illnesses?


If so, what must the sellers of such substances do to avoid FDA problems?


What products liability issues might such sales raise?


If you are the attorney for Texaco, what do you advise your client about selling DMSO to individuals who want to use it for medical puposes?


State limitations on physician use of drugs


Washington v. Glucksberg, 521 U.S. 702 (1997) held that a prohibition on physician-assisted suicide does not violate the due process rights of competent, terminally ill adults who want to obtain medication to hasten their deaths.  The court reserved the issue of whether the state could completely ban the use of effective pain killers because NY did not ban the use of pain killers, only their use to kill patients.


Could the FDA enforce this restriction?


Controlled Substances


United States v. Oakland Cannabis Buyers' Cooperative 121 S.Ct. 1711 (2001) - 188


What is the drug?


What did the CA law allow?


How was this law passed?


Why was it passed in this way?


What legal action did the DOJ take?


What do the feds usually do to big time illegal sales outlets?


Why this approach?


What defense does the defendant raise?


Is this in the controlled substances act?


What type of case is this sort of defense usually used in?


Is medical use allowed for some controlled substances?


Which class has no medical use?


Given that it has been shown that marijuana does have some medical uses, why do you think Congress decided it had not medical uses?


What can be done with marijuana under the Controlled Substances Act?


Did the court accept the defendant's arguments?


How did the dissent say the case was limited?


When facts did the dissent pose as an example where this case might not apply?


From an enforcement perspective, what other cases can you think of that the feds might not want to prosecute?


What are the federalism problems with this decision?


What happens as more states enact such laws?


Assuming marijuana has medical value, what would be an alternative to letting patients get access under laws such as this one?  


Why not just have the FDA approve it only for limited use in AIDS and cancer patients?


DeVito v. HEM, Inc. 705 F. Supp. 1076 (M.D. Pa. 1988) - 191


What is plaintiff suffering from


How did he get the drug Ampligen?


Why did the defendant stop the trial?


What does plaintiff want?


Is there a legal way this can be done?


What is plaintiff's federal claim?


Is there any legal support for this claim?


If there were, what would plaintiff have to do before going to court?


If you were representing plaintiff, how would you argue that this should not apply?


Did the company misrepresent its position in the informed consent?


What is the problem with plaintiff's reliance on Rutherford?


Why did the plaintiffs with chronic fatigue syndrome win in a related case?


What if the FDA has pulled the IND?


Treatment IND


What are treatment INDs?


Why did the FDA allow this?





