June 26, 2003

Mark B. McClellan, M.D., Ph.D.

Commissioner
U. S. Food and Drug Administration
5600 Fishers Lane

Rockville MD 20857-0001
Dear Dr. McClellan,
Data from a San Mateo Medical Center survey of HIV patients presented last month at the American Psychiatric Association conference revealed that one-third of HIV patients who smoked “medical” marijuana do so for “recreational” reasons and the vast majority smoked marijuana for purported mental health reasons. 

“We expected to see people smoking marijuana to alleviate nausea, pain and to increase their appetite-- all the reasons that are commonly cited,” said Diane Prentiss, a research epidemiologist with the Medical Center.  “We were surprised that 57 percent say they smoked to relieve anxiety or depression.”

I was not surprised by these results.  What I am surprised about is that the Food and Drug Administration (FDA) is allowing a dangerous, illegal drug to be promoted and abused under the guise that marijuana is a legitimate medicine.

Ironically and tragically, regarding the allegation that marijuana somehow promotes mental health according to the National Institute on Drug Abuse (NIDA), “High doses of marijuana can induce psychosis (disturbed perceptions and thoughts), and marijuana use can worsen psychotic symptoms in people who have schizophrenia.  There is also evidence of increased rates of depression, anxiety, and suicidal thinking in chronic marijuana users.”  “Marijuana use may trigger panic attacks, paranoia, even psychoses, especially if you suffering from anxiety, depression or having thinking problems,” according to the American Psychiatric Association.  

All of the patients suffering from mental health problems that have turned to marijuana as a form of medicine are, therefore, worsening both their mental and physical health while forgoing real treatment that could improve their lives.

I frequently hear from pharmaceutical companies and researchers who have developed and are seeking approval to market revolutionary health care products in the U.S., but are deterred by burdensome FDA regulatory requirements and bureaucracy.  As you know, all drugs must undergo rigorous clinical trials and be proven to be safe and effective before they can be made legally available to patients.  My staff has even heard from researchers who have had their research threatened by FDA agents simply because they did not file paperwork to the satisfaction of the agency.  

Yet, the FDA’s notorious bureaucratic red tape, meticulous safety trials and fearsome enforcers have done nothing to stop marijuana-- a dangerous, illegal drug-- from being made widely available in the U.S. as a purported “medical” option.

Marijuana is a Schedule I controlled substance, meaning that it, by law, has no commonly accepted medical use.  In considering possible medical uses of marijuana, it is important to distinguish between whole marijuana and pure THC or other specific chemicals derived from cannabis, according to NIDA.  Whole marijuana contains hundreds of chemicals, some of which are clearly harmful to health.  THC, manufactured into a pill that is taken by mouth, not smoked, can be used for treating the nausea and vomiting that go along with certain cancer treatments and is available by prescription. Another chemical related to THC (nabilone) has also been approved for treating cancer patients who suffer nausea. The oral THC is also used to help AIDS patients eat more to keep up their weight.  

The volume of literature detailing the harmful effects of whole, smoked marijuana abuse continues to grow.  Marijuana can be harmful in a number of ways, through both immediate effects and damage to health over time.

Marijuana hinders the user's short-term memory, and may cause trouble for a user in handling complex tasks.  With the use of more potent varieties of marijuana, even simple tasks can be difficult.  Because of the drug's effects on perceptions and reaction time, users could be involved in auto crashes.  Drug users also may become involved in risky sexual behavior.  There is a strong link between drug abuse and the spread of HIV.  Under the influence of marijuana, students may find it hard to study and learn. 

While all of the long-term effects of marijuana use are not yet known, there are studies showing serious health concerns.  For example, a group of scientists in California examined the health status of 450 daily smokers of marijuana.  They found that the marijuana smokers had more sick days and more doctor visits for respiratory problems and other types of illness than did a similar group who did not smoke.  Findings so far show that the regular use of marijuana or THC may play a role in cancer and problems in the respiratory, and immune systems. 

Marijuana smoke contains some of the same cancer-causing compounds as tobacco, sometimes in higher concentrations. Studies show that someone who smokes five joints per day may be taking in as many cancer-causing chemicals as someone who smokes a full pack of cigarettes every day.  Tobacco smoke and marijuana smoke may work together to change the tissues lining the respiratory tract. Marijuana smoking could contribute to early development of head and neck cancer in some people.

The immune system protects the body from many agents that cause disease. Both animal and human studies have shown that marijuana impairs the ability of T-cells in the lungs’ immune defense system to fight off some infections.

People who smoke marijuana regularly may develop many of the same breathing problems that tobacco smokers have, such as daily cough and phlegm production, more frequent chest colds, a heightened risk of lung infections, and a greater tendency toward obstructed airways. Cancer of the respiratory tract and lungs may also be promoted by marijuana smoke, since it contains irritants and carcinogens. Marijuana smokers usually inhale more deeply and hold their breath longer, which increases the lungs’ exposure to carcinogenic smoke. Thus, puff for puff, smoking marijuana may increase the risk of cancer more than smoking tobacco does.

Marijuana abuse is also linked to social problems.  “Recent research has indicated that for some people there is a correlation between frequent marijuana use and aggressive or violent behavior,” according to the National Crime Prevention Council.


Why is the FDA permitting the sale, use and prescription of a drug that has never undergone clinical trials, has not been deemed safe and effective and has known health risks?


And a new study presented at a conference on global health economics in San Francisco earlier this month found that high school students who smoke marijuana are likely to see lower math scores, and ultimately, lower wages, than peers. 


Clearly, whole, smoked marijuana is dangerous and therefore, not safe.  Yet, nine states have legalized marijuana for “medical” use.  This is an obvious contradiction since no medical use for marijuana is known and marijuana has not been approved by the FDA for any medical use.  And the result of marijuana being accessible for false medical reasons is likely to be patients harming their own health and more widespread abuse of marijuana.


I understand that it illegal drugs with no approved medical use, including marijuana, are under the jurisdiction of the Drug Enforcement Administration (DEA).  Yet, since marijuana is being promoted and prescribed for false medical reasons, the FDA should and must be involved in clarifying the scientific facts about marijuana and preventing patients from being harmed by this misinformation.


Could you please provide the Subcommittee with the following information:

(1) Has smoked marijuana been reviewed and approved by the FDA as a safe and effective medicine?

(2) What, if anything, is the FDA doing to stop the illegal promotion and use of marijuana?

(3) Is marijuana an exceptional case or are there other drugs that the FDA has allowed to be made available on a state-by-state basis without first undergoing FDA clinical trials and receiving approval as being safe and effective for patient use?

(4) Since marijuana is not available from any manufacturers who have received FDA approval to produce the drug, how can the FDA ensure that marijuana being used under the guise as medicine is not contaminated with other harmful ingredients or that the facilities of those currently providing marijuana meet FDA manufacturing safety standards?

(5) What precedent does the availability of a drug that has not undergone trials or been approved by the FDA set?  Will the manufacturers of other illegal drugs or even legitimate health products be permitted to promote and distribute their products without FDA review or approval?

(6) What penalties, if any, is the FDA levying on those who are prescribing and selling marijuana for “medical” use?

Thank you for your attention to this matter.






Sincerely,





Mark E. Souder





Chairman
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  Drug Policy and Human Resources
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