THE FATAL FLAWS OF ”MEDICAL” MARIJUANA

The “medical” marijuana advocates have many questions to answer  

The “medical” marijuana advocates claim that marijuana is good for many medical conditions. Before these claims are upheld, they must answer some fundamental questions:

What peer-reviewed scientific research exists on marijuana use for the conditions that shows:

	1. the effectiveness of marijuana use for the condition 
	2. the risks of marijuana use for that condition 			
	3. the benefits of marijuana use for that condition 
	4. the dosage of marijuana for adults and children for that condition 
	5. the interactions with other drugs and marijuana for that condition 
	6. the impact of marijuana use on other pre-existing conditions 
	7. the alternatives to marijuana use for that condition? 

What studies exist that show the frequency of administration, duration of administration, time of administration, in relation to time of meals, time of onset of symptoms, or other time factors, route or method of administration of marijuana for all these medical conditions? These questions must be answered before a drug can be used for medicine. 

Any studies should include:

	1. Independent verification - the study is not financed by industry who has a financial gain to be had on the study’s outcome. 
	2. Double-blind controls 
	3. Study done on a significant patient population  
	4. Peer reviewed and published in a respectable journal dedicated to medicine or the particular illness.
	5. Controlled comparison to existing medications for the particular illness. 

If these studies do not exist, all these conditions should not be included. 

The anecdotal reports regarding “medical” marijuana are not reliable scientific evidence because the claimed benefits were not independently verified and do not reflect double-blind controls. The anecdotal reports may also be inaccurate due to the emotional expectancy of the person using marijuana and the placebo effect. In some cases there may be deliberate exaggeration for ideological reasons.

WHEN “MEDICAL” MARIJUANA IS SOLD THERE ARE MINIMAL INFORMATION REQUIREMENTS

At minimum information of marihuana should include:

	1. Indications and Usage 
	2. Dosage and Administration 
	3. Dosage Forms and Strengths 
	4. Contraindications 
	5. Warnings and Precautions 
	6. Adverse Reactions 
	7. Drug Interactions 
	8. Use in Specific Populations 
	9. Drug Abuse and Dependence 
	10. Overdosage 
	11. Description 
	12. Clinical Pharmacology 
	13. Nonclinical Toxicology 
	14. Clinical Studies 
	15. References 
	16. How Supplied/Storage and Handling 
	17. Patient Counseling Information 

	The problem is that this information does not exist for all the forms of “medical” marijuana that are sold. FDA “Guidance for Industry, Labelling for Human Prescription Drug and Biological Products - Implementing the PLR Content and Format Requirements

NATIONAL MEDICAL ORGANIZATIONS OPPOSE MEDICAL MARIJUANA

Before the development of modern pharmaceutical science, the field of medicine was fraught with potions. There were as many anecdotal stories about these potions as there are today about crude marijuana. Many people were convinced that these potions helped them; however, many of these potions were absolutely useless, or conversely, were harmful to unsuspecting ill people. Thus evolved our current FDA drug approval process. The FDA process has protected us for 100 years; it is dangerous to undermine it. [FN1] 

No medicine is smoked 

Smoking is a very poor way to deliver a drug because we cannot calculate the dose of smoked marijuana since there is no way exists to determine how much is actually inhaled. In addition, the harmful chemicals and carcinogens that are byproducts of smoked marijuana create new health problems. The smoking of marijuana has significant risks. For a drug to be acceptable, its beneficial results must outweigh the adverse effects, especially when the advocates argue for the repeated use for symptomatic relief.[FN2] 

National medical organization oppose “medical” marijuana 

Many medical organizations have issued statements against “medical” smoked marijuana. A few of these notable organizations include: 

The American Medical Association, which rejected pleas to endorse marijuana as medicine and instead urged that it remain a prohibited, schedule I controlled substance, at least until more research is done. [FN3] 

The American Cancer Society, which "does not advocate inhaling smoke, nor the legalization of marijuana.” [FN4] 

The American Academy of Pediatrics, which expressed the view that any change in the legal status of marijuana, even if limited to adults, could affect the prevalence of use among adolescents, and while it supports scientific research on the possible medical use of cannabinoids as opposed to smoked marijuana, it opposes the legalization of marijuana. [FN5] 

The National Multiple Sclerosis Society, which stated in April 2008 that it could not recommend that medical marijuana be made widely available for people with multiple sclerosis (MS) for symptom management, explaining: "studies to date do not demonstrate a clear benefit compared to existing symptomatic therapies and because issues of side effects, systemic effects, and long-term effects are not yet clear." [FN6]

Many other medical organizations do not support smoked “medical” marijuana to include: 

American Academy of Opthamology
American Glaucoma Society
National Eye Institute
National Institute for Neurological Disorders and Stroke 

Some medical organizations, such as the American College of Physicians (ACP), support research into cannabinoids. This has been used by marijuana legalization advocates to claim that these organizations support crude smoked marijuana - but this is not accurate. For example, the ACP supported research into cannabinoids such as THC but they specifically stated “the ACP encourages the use of nonsmoked forms of THC that have proven therapeutic value.” It should be non-smoked and it must have proven value such as being approved by the FDA. [FN7] 

Recently, the federal Institute of Medicine also conducted research on this issue and they see “little future in smoked marijuana as a medicine.” [FN8] 

The anecdotal reports regarding “medical” marijuana are not reliable scientific evidence because the claimed benefits were not independently verified and do not reflect double-blind controls. 

The anecdotal reports may also be inaccurate due to the emotional expectancy of the person using marijuana and the placebo effect. In some cases there may be deliberate exaggeration for ideological reasons.

Marijuana is intoxicating, so it's not surprising that sincere people report relief of their symptoms when they smoke it. They may be feeling better - but they are not actually getting better. They may even be getting worse due to the detrimental effects of marijuana.
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“MEDICAL” MARIJUANA AND CHEMOTHERAPY 

Marijuana legalization advocates would have you believe that smoking marijuana is the only alternative for cancer sufferers who are going untreated for the nausea associated with chemotherapy. However, numerous medications and treatments are currently available for this condition. Below is a list of the medications currently available for chemotherapy and some other illnesses. 

Serotonin Antagonists
Ondansetron (Zofran)
Granisetron (Kytril)
Tropisetron (Navoban)
Dolasetron
Phenothiazines
Prochlorperazine (Compazine)
Chlorpromazine (Thorazine)
Thiethylperazine (Torecan)
Perphenazine (Trilafon)
Promethazine (Phenergan)
Corticosteroids
Dexamethasone (Decadron)
Methylprednisolone (Medrol)
Anticholinergics
Scopolamine (Trans Derm Scop)
Butyrophenones
Droperidol (Inapsine)
Haloperidol (Haldol)
Domperidone (Motilium)
Benzodiazepines
Lorazepam (Ativan)
Alprazolam (Xanax)
Substituted Benzamides
Metoclopramide (Reglan)
Trimethobenzamide (Tigan)
Alizapride (Plitican)
Cisapride (Propulsid)
Antihistamines 
Diphenhydramine (Benedryl) 

Medication list compiled by Dr. Eric Voth, Fellow of the American College of Physicians, SOURCE: 2001 WL 30659 (Appellate Brief) Brief of the Institute on Global Drug Policy of the Drug Free America Foundation; National Families in Action; Drug Watch International; Drug-free Kids: America's Challenge, et al., as Amici Curiae in Support of Petitioner (Jan. 10, 2001, ), U.S. v. Oakland Cannabis Buyers' Cooperative, 121 S.Ct. 1711 (2001); List reconfirmed on May 14, 2006 

FDA STATEMENT April 20, 2006 

INTER-AGENCY ADVISORY REGARDING CLAIMS THAT SMOKED MARIJUANA IS A MEDICINE

Claims have been advanced asserting smoked marijuana has a value in treating various medical conditions. Some have argued that herbal marijuana is a safe and effective medication and that it should be made available to people who suffer from a number of ailments upon a doctor’s recommendation, even though it is not an approved drug.

Marijuana is listed in schedule I of the Controlled Substances Act (CSA), the most restrictive schedule. The Drug Enforcement Administration (DEA), which administers the CSA, continues to support that placement and FDA concurred because marijuana met the three criteria for placement in Schedule I under 21 U.S.C. 812(b)(1) (e.g., marijuana has a high potential for abuse, has no currently accepted medical use in treatment in the United States, and has a lack of accepted safety for use under medical supervision). Furthermore, there is currently sound evidence that smoked marijuana is harmful. A past evaluation by several Department of Health and Human Services (HHS) agencies, including the Food and Drug Administration (FDA), Substance Abuse and Mental Health Services Administration (SAMHSA) and National Institute for Drug Abuse (NIDA), concluded that no sound scientific studies supported medical use of marijuana for treatment in the United States, and no animal or human data supported the safety or efficacy of marijuana for general medical use. There are alternative FDA-approved medications in existence for treatment of many of the proposed uses of smoked marijuana.

FDA is the sole Federal agency that approves drug products as safe and effective for intended indications. The Federal Food, Drug, and Cosmetic (FD&C) Act requires that new drugs be shown to be safe and effective for their intended use before being marketed in this country. FDA’s drug approval process requires well-controlled clinical trials that provide the necessary scientific data upon which FDA makes its approval and labeling decisions. If a drug product is to be marketed, disciplined, systematic, scientifically conducted trials are the best means to obtain data to ensure that drug is safe and effective when used as indicated. Efforts that seek to bypass the FDA drug approval process would not serve the interests of public health because they might expose patients to unsafe and ineffective drug products. FDA has not approved smoked marijuana for any condition or disease indication.

A growing number of states have passed voter referenda (or legislative actions) making smoked marijuana available for a variety of medical conditions upon a doctor’s recommendation. These measures are inconsistent with efforts to ensure that medications undergo the rigorous scientific scrutiny of the FDA approval process and are proven safe and effective under the standards of the FD&C Act. Accordingly, FDA, as the federal agency responsible for reviewing the safety and efficacy of drugs, DEA as the federal agency charged with enforcing the CSA, and the Office of National Drug Control Policy, as the federal coordinator of drug control policy, do not support the use of smoked marijuana for medical purposes.

USING MARIJUANA IS DANGEROUS FOR PEOPLE WITH HIV/AIDS

The HIV virus impairs the immune system in the body. One of the earliest findings in marijuana research was the effect of marijuana use on immune functions. Cellular immunity is impaired, pulmonary immunity is impaired, and the ability to fight infection is impaired. Abnormal immune function is the cornerstone of problems with HIV/AIDS. This impairment leaves the patient unable to fight infections and fatal diseases. The potential for these complications exists in all forms of administration of marijuana. [FN1]

A recent study from Harvard Medical School shows that marijuana use opens the door for the virus that causes Kaposi's Sarcoma (attached). This is a serious life threatening problem for people with HIV infection. [FN2] 

In addition, contaminants of marijuana smoke are known to include bacteria and fungi. Those at particular risk for the development of infection when these substances are inhaled are people with impaired immunity such as those with HIV/AIDS. [FN3]

An unintended consequence of using marijuana is that it may harm people with HIV/AIDS. Until we know more, we should not approve marijuana as medicine.
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