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The following article was published in CBE Week on July __, 2019. 

In our studies examining the use of Medical Cannabis Therapy 
(MCT) by Oncologists and Pain Management Specialists A, we asked 
physicians what their biggest barrier was to their adoption of 
medical cannabis.  Two-thirds (65%), mention legal concerns. 
Concern for legal exposure and increased risk of malpractice 
associated with MCT remains high, given the federal status of 
cannabis being Schedule I. 

To contextualize the degree in which legal concerns have on 
physicians’ behavior, it is second only to the lack of clinical trials in 
preventing physicians from recommending MCT to patients.  In 
addition, lack of reliable guidance (from medical associations or 
colleagues), concern that patients will be punished by their 
employer, and professional/social stigma of being known as a MCT 
endorser are also significant barriers to adoption of cannabis into 
their treatment armamentarium.  

  

  

 

 

 

 

 

  

Who is Cannalytic Insights, LLC? 

Cannalytic Insights brings to the medical 
cannabis field consultants with decades of 
experience launching and marketing multiple, 
billion-dollar pharmaceutical brands. 

The growing social acceptance of cannabis as a 
legitimate treatment option for a variety of 
medical conditions has, to-date, outpaced 
scientific research and regulatory approval. 

For pharmaceuticals, advances are guided by 
scientific research and regulatory oversight in 
addressing distinct clinical needs.  For medical 
cannabis, this model has been thrown on its 
head. 

In prescribing pharmaceuticals, physicians will 
only turn to a drug if they have a clear 
expectation of the product’s efficacy, safety 
profile, and impact on the patients’ lives.  While 
many will admit that they may not have a 
complete understanding of the mechanisms of 
action and impact of a drug, they nonetheless 
assure that their decisions come from a well-
established context and are based on sound 
science. 

Conversely, in considering medical cannabis as 
a legitimate treatment for a patient, most 
physicians in today’s environment are driving 
blind.  As such, physicians are left to relying on 
anecdotal evidence and a trial-and-error 
process. 

Cannalytic Insights is dedicated to legitimizing 
cannabis and cannabis extracts for medical use 
and bridging the gap between the Medical 
Cannabis industry and its consumers and 
medical professional customers.  

insights™  
ISSUED JULY 2019 

Cannalytic Insights, LLC provides the Medical Cannabis and healthcare 
industries with intelligence about Medical Cannabis (MJJ), its impact on 
healthcare, and provides the Cannabis Industry with proven strategies to 
optimize their efforts in the medical community. 
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What are the actual legal risks to physicians if 
recommending MCT as a treatment for their patients? 

Based on federal regulations, if a physician was to prescribe MCT it would 

constitute aiding and abetting the acquisition of marijuana, which could 

result in revocation of DEA licensure and even prison time.  However, in 

states where medicinal cannabis is legal, doctors can write a 

recommendation for the plant, after determining and certifying that the 

patient suffers from one of the conditions that the state’s law deems to 

warrant medicinal cannabis. This recommendation “loophole” was upheld 

by the US Court of Appeals for the Ninth Circuit in Conant v. Walters, 

which decided that a physician’s discussion of the potential benefits of 

medicinal cannabis and making such recommendations constitute 

protected speech under the First Amendment. The court reasoned that 

doctors should not be held liable for conduct that patients might engage in 

after leaving the office and that open and unrestricted communication is 

vital in preserving the patient-doctor relationship and ensuring proper 

treatment B,C,D. 

Patients also face legal jeopardy through their employers.  Both state and 

federal courts have upheld firing an employee for medical cannabis use.  

Employees have been 

unsuccessful when challenging 

employee statutes, citing state 

medical cannabis laws as well as 

federal and state anti-

discrimination laws to justify 

their MCT. The state medical 

cannabis laws ordinarily 

immunize medical cannabis users 

from the adverse consequences of 

the law, but do not give them a 

right that can be used 

affirmatively against a private 

entity. The Americans with 

Disabilities Act (ADA) and 

similar state anti-discrimination 

in employment statutes are  

 Over 25 years in pharmaceuticals/medical 
research 

 Research conducted over product lifecycle 

 Research conducted in 50 countries 

 Qualitative, quantitative, forensic analysis, 
consulting 

 Methodologies suitable for various 
healthcare targets  

Global Marketing Research 

 Over 30 years in pharma/biotechnology 
marketing, new product planning, strategy, 
and analytics 

 Expertise in exploring market gaps and 
translating data into insights 

 Intellectual curiosity and objectivity 
resulting in practical recommendations and 
solutions   

 Hands on “know how” to navigate the 
course of the business lifecycle 

Marketing Consultation 

Strategy 
We’ll help you shape the market & develop 
brands that: 
 Appeals to physicians’ need for robust 

data and their reflexive need to avoid risks 
 Appeals to specific patients based on their 

medical needs 
 Can be communicated across geographic 

areas of the country and the world 
 Positioning to the healthcare field 
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predicated upon discrimination based on lawful activity and the Controlled Substances Act has consequently 

proven to be an insurmountable obstacle C. 

Finally, medical associations within the USA are cautiously developing guidelines for use and monitoring of 

cannabinoids.  Most advocate individualized approach to cannabinoid recommendations/use, with careful 

monitoring of beneficial and adverse effects.  The American Medical Association has been advocating for the re-

scheduling of cannabis in order to facilitated large, well-controlled clinical trials of cannabinoids.  Yet, they have 

been slow to modify their published recommendations about MCT. 

But, isn’t recommending MCT the same as off-label use of approved 
pharmaceuticals? 

The FDA makes it clear that it does not regulate the practice of medicine and that the federal Food, Drug, and 

Cosmetic Act of 1938 will not play a role in creating physician liability for off-label drug use E.  Before using a drug 

off-label, physicians are trained to ask themselves five questions F: 

1. Does the drug have FDA approval?  
2. Has the off-label use been subjected to substantial peer review?  
3. Is the off-label use medically necessary for treatment?  
4. Is the use of the medication nonexperimental?   
5. Am I using this off-label drug in good faith, in the best interest of the patient, and without fraudulent intent? 

It is not necessary for a physician to answer in the affirmative to each of these questions in order to prescribe a 

drug off-label.  However, the further they stray, the more legal jeopardy they place themselves into.   

So, why not just have a patient sign a consent form to lessen the physician’s 
liability? 

To-date, no court has mandated that a physician must disclose, through an informed consent process, the off-label 

use of a drug.  In fact, informed consents may unintentionally bias a patient by 1) unduly frightening patients, and 

2) placing a burden on physicians forcing them to constantly review and communicate medication risk and benefit 

information.  This may divert attention away from other more important patient care issues G.  Further, a case in 

1972, stated: the test for determining whether a particular peril must be divulged is its materiality to the patient's 

decision.” A material risk is one in which “a reasonable person, in what the physician knows or should know to be the 

patient's position, would be likely to attach significance to the risk or cluster of risks in deciding whether or not to 

forego the proposed therapy H.  

MCT, while somewhat supported by off-label use practices, remains apart from traditional pharmaceuticals due to 

its Schedule I status.  While opioids account for roughly 25% of drug-related medical malpractice lawsuits in the 

US I, to-date, no court has considered potential malpractice liability for a physician certifying or recommending 

medical cannabis. Courts may, however, be expected to confront such cases as more states approve the use 
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of MCT and as substantially more patients gain access to cannabis. If wide-spread use begins to uncover serious 

health risks, there continues to be a lack of evidence supporting the use of MCT for a variety of health conditions, 

and with less risky FDA approved pharmaceutical cannabinoids continue to enter the market, legal risk of 

recommending MCT may grow. Douglas Marlowe, JD/PhD J, former Chief of Science, Law & Policy for the National 

Association of Drug Courts and Associate Professor of Psychiatry at the University of Pennsylvania Medical School, 

outlines the process most likely to be taken by the courts when a malpractice suit involving the use of MCT 

eventually is filed. 

First the courts will need to address whether certifying the need for medical cannabis creates a traditional 

doctor/patient relationship. This carries with it a concomitant duty to render competent professional care. A 

professional duty of care is created by the virtue of the powers and authority vested in physicians through state 

licensure and accreditation laws, as well as the reasonable expectations of patients. If a patient is legally obligated 

to obtain certification for medical cannabis from a physician, and if the patient reasonably believes that the 

physician will exercise professional judgment and training in making that decision, then a doctor/patient 

relationship is likely to be recognized. Courts typically find that a doctor/patient relationship has been created 

where the physician assumed some degree of responsibility for making a diagnostic or treatment decision or saw 

the patient as part of a formal consultation even if the physician had no further involvement with the patient’s 

care. 

The second issue involves the courts determining whether a physician has breached the duty of care by 

engaging in substandard medical practice J. For example: 

• Did the physician breach the duty of care by failing to take an adequate medical history of a patient which 

would have uncovered contraindicated conditions that are likely to be made worse by cannabis use? 

• Did a physician breach the duty of care by certifying cannabis to treat a condition that is unlikely to improve 

from its use  

Some states employ a custom-based test for determining the standard of care J, requiring the physician to provide 

the type and level of care that an ordinary and prudent physician with comparable training and experience would 

have provided under similar circumstances in the same or a similar locality. In these states, expert testimony from 

physicians who are familiar with the relevant locality and area of practice is usually required to establish the 

customary standard of care. 

In contrast, a growing number of states apply a reasonable physician standard J, which evaluates the physician’s 

actions against what he or she should have done as opposed to what is customarily done. In these states, expert 

witnesses may describe the results of scientific studies to support their conclusions about reasonable care, or on 

cross-examination, may be called upon to defend their conclusions in the face of conflicting findings. 
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So how does a conscientious physician recommend 
MCT while minimizing their legal liability? 

 

Although the number of medical malpractice claims has been dropping 
since 2001, nearly 8,500 claims were filed against physicians in the US in 
2018 K. 

 

In order to minimize the legal jeopardy of physicians, the Federation 
of State Medical Boards has provided guidelines for practitioners 
considering the use of MCT for their patients L. 

1. Assure that a collaborative effort has been 
established between physician and patient.   

The physician-patient relationship is fundamental to the provision of 

acceptable medical care. Therefore, physicians must have documented that 

an appropriate physician-patient relationship has been established, prior to 

providing a recommendation, attestation, or authorization for MCT to the 

patient. 

Failing to obtain adequate informed consent from patients may expose 

physicians to third-party liability for foreseeable harms to other persons. 

For example, physicians could be held liable to third parties who are 

injured in a car or work accident caused by a patient’s use of cannabis. 

Although the physician has no doctor/patient relationship with the third 
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parties, s/he may be liable in ordinary negligence for nonfeasance by failing to take simple precautions that could 

have avoided a serious injury. Courts have found physicians liable to third parties for failing to warn patients about 

potential driving hazards associated with the use of prescription medications. 

Warning a patient about risks associated with MCT is ordinarily sufficient to shield the physician from third-party 

liability even if the patient ignores the physician’s advice and engages in hazardous activity. Courts will typically view 

a patient’s willful noncompliance with a physician’s directive as an intervening factor that erases a physician’s legal 

liability. 

 
2. Document the patient medical evaluation and relevant clinical history.   

At minimum, the evaluation should include the patient’s history of present illness, social history, past medical and 

surgical history, alcohol and substance use history, family history with emphasis on addiction or mental 

illness/psychotic disorders, physical exam, documentation of therapies with inadequate response, and diagnosis 

requiring the MCT recommendation. 

 
3. Provide the patient with information about the known and unknown 

risk/benefits of MCT.  
Patients should be advised of the variability and lack of standardization of cannabis preparations and the known 

effects of cannabis. Patients should be reminded not to drive or operate heavy machinery while under the influence. 

Most states apply an objective test for causality of malpractice. This requires that an ordinary, reasonable and prudent 

patient would not have undergone the treatment if the potential harms had been disclosed. Other states apply a 

subjective test that requires that the patient would have elected to proceed with a treatment in light of the known 

medical risks and benefits. It is incumbent upon a physician to disclose all known risk of MCT to the patient. 

 
4. Develop a written treatment plan agreed upon by the patient.  

 
A written treatment plan that includes: 

• Review of other attempts to ease the suffering caused by the medical condition that do not involve 
the recommendation of cannabinoids. 

• Advice about other options for managing the condition. 
• Determination that a terminal or debilitating medical condition may benefit from MCT. 
• Advice about the potential risks of the medical use of cannabis. 
• Additional diagnostic evaluations or other planned treatments. 
• A specific duration for the MCT for a period no longer than twelve months. 
• A specific ongoing treatment plan as medically appropriate 
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5. Verify qualifying conditions.  

Recommending cannabis for certain medical conditions is at the professional discretion of the physician. 

The indication, appropriateness, and safety of the recommendation should be evaluated in accordance with 

current standards of practice and in compliance with state laws, rules and regulations which specify 

qualifying conditions for which a patient may qualify for MCT. 

 
6. On-going monitoring and adaptions to the treatment plan.  

The physician should regularly assess the patient’s response to the use of cannabis and overall health and 

level of function. This assessment should include the efficacy of the treatment to the patient, the goals of 

the treatment, and the progress of those goals. 

 
7. Consult and refer patients with a history of substance abuse or mental health 

disorders.  
A patient who has a history of substance use disorder or a concomitant mental health disorder may be at a 

higher risk than others using cannabis. As such, these patients should be referred to a pain management 

specialist, psychiatrist, or to an addiction/mental health specialist. 

 
8. Maintain accurate and complete medical records.  

Keep accurate and complete medical records, and should include but not necessarily limited to: 

• The patient’s complete medical history 
• Results of the physical examination, patient evaluation, diagnostic, therapeutic, and 
• laboratory results 
• Other treatments and prescribed medications 
• Authorization, attestation or recommendation for MCT (include date, expiration, and any 

additional information required by state statute) 
• Instructions to the patient, including discussions of risks and benefits, side effects and 
• variable effects 
• Results of ongoing assessment and monitoring of patient’s response to MCT 
• A copy of the signed Treatment Agreement, including instructions on safekeeping and not 

diverting. 
 

9. Eliminate conflicts of interest between physician and cannabis supply.  
Do not have a professional office located at a dispensary or cultivation center or receive financial 

compensation from or hold a financial interest in a dispensary or cultivation center. Nor should the 

physician be a director, officer, member, incorporator, agent, employee, or retailer of a dispensary or 

cultivation center. 
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In conclusion, a mindful physician has little to be concerned about regarding the  

recommendations of MCT to their patients as long as they apply sound medical 

practices to their use of cannabis.  Maintaining accurate and thorough records of the 

interaction between themselves and patients, provides the physicians with a wide degree 

of authority by the courts to assess and determine the best therapeutic interventions for 

the patients.  By becoming educated about the latest scientific data and opinions about 

the benefits, risks, and mechanism of action for medical cannabis, a physician can 

inoculate themselves against legal issues. 

 

 

Copyright © 2019, Cannalytic Insights, LLC ©  
All rights reserved.  You may NOT copy this brochure or make public the data and facts contained herein, in part or whole. 
For more copies, or to purchase the entire report, contact info@cannalyticinsights.com or go to http://www.cannalyticinsights.com 

Bringing Global Pharmaceutical Marketing & 
Research Experience to the Medical Cannabis Field  

 Experts in multiple medical categories – oncology, auto-immune 
diseases, cardiology, neurology, psychiatry, muscular/motor 
movement, pain 

 Launched/Marketed multiple billion-dollar brands – Lipitor, Enbrel, 

Lyrica, Herceptin, Abilify, Prozac, Ritalin, Nasonex  

 Deep understanding of the medical field dynamics – physicians 
nurses, patients, managed care, pharmacy, diagnostics 

 Comprehensive understanding of global legal and regulatory issues 
in the medical market in over 50 countries  

 Guiding clinical trials so that outcomes are compelling and actionable 

www.cannalyticinsights.com 

For more information, contact: 
info@cannalyticinsights.com 


