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role of appropriate documentation. This assessment, plus
the fears and hesitations which members often express,
demonstrate that there is a clear need to educate the
frontline clinician on 1. the controversies surrounding
prescribing pain medication, 2. the impact of laws and
regulations on providing adequate pain relief, and 3. the
implementation a comprehensive policy that promotes
both adherence to legal and professional guidelines and
effective treatment of the chronic pain patient. This
activity will address these educational gaps by focusing on
the legal aspects of treating chronic non-malignant pain.
At the end of this activity, clinicians will be able to
confidently and effectively intervene and improve the
quality of life for the patient with chronic pain. 

Learning Objectives:
At the conclusion of this session, participants should be
able to:

Accreditation Statement: This activity has been planned
and implemented in accordance with the Essential Areas
and policies of the Accreditation Council for Continuing
Medical Education (ACCME) through the joint
sponsorship of the American Academy of Pain
Management and SynerMed® Communications. The
American Academy of Pain Management is accredited by
the ACCME to provide continuing medical education for
physicians and takes responsibility for the content,
quality, and scientific integrity of this CME activity.

Credit Designation: The American Academy of Pain
Management designates this educational activity for a
maximum of .5 hour in Category 1 credit toward the
AMA Physician’s Recognition Award. Each physician
should claim only those hours of credit that he/she
actually spent on the activity. 

Faculty Information: As a sponsor accredited by the
Accreditation Council for Continuing Medical
Education, the American Academy of Pain Management
must insure fair balance, independence, objectivity, and
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. Describe the barriers associated with clinician
reluctance to treat chronic non-malignant pain 

. Explain the federal regulations regarding
prescription pain medications

Title: Ethical Issues in the Treatment of Chronic 
Non-Malignant Pain: A Focus on the Legal Side

Release Date: December 19, 2007

Expiration Date: December 19, 2008

Target Audience: This continuing medical education
activity is intended for members of the American
Academy of Pain Management, primary care physicians,
and other healthcare professionals who can take advantage
of AMA PRA Category 1 Credit ™.

Statement of Need: The National Center for Health
Statistics estimates that 32.8% of the US general
population has persistent or chronic pain symptoms. The
reluctance to use certain classes of analgesics for
nonmalignant pain has resulted in ineffective relief for a
large group of patients. Unlike the risks of most other
classes of medications, the risks of opioid pain
medications also include the potential for abuse and
diversion to illicit channels of distribution for illegal use.
Over the years, increasing media attention to the risks of
opioids has clouded objectivity and has helped perpetuate
misunderstandings of the actual benefits and risks of
prescription analgesics. Without globally accepted
guidelines, chronic pain management remains burdened
with debate that centers around the appropriate role of
prescription medications for moderate to severe pain. 

When treating chronic pain, physicians must walk a
fine line between adhering to state, federal, and
professional guidelines and providing the best possible
care for their patients. Whereas guidelines are often an
agency’s current position statement and are not clinical
care standards, deviations from guidelines are often used
during review of board cases and may result in
administrative sanctions. This contributes to the fear and
reluctance among many clinicians to prescribe certain
opioids, which may be in conflict with the physicians’
responsibility to provide the best possible care for their
chronic pain patients. 

An annual needs assessment conducted by the
American Academy of Pain Management in the second
quarter of 2007 found that 75% of members surveyed
requested more educational opportunities in medico-legal
aspects of clinical practice. Similarly, 65% of members
indicated that they would like more information on the
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scientific rigor in all its sponsored educational activities.
All faculty participating in a sponsored activity are
expected to disclose to the activity audience any
significant financial interest or other relationship with
manufacturer(s) for any commercial product(s) and/or
provider(s) of commercial services discussed in an
educational presentation. The intent of this disclosure is
not to prevent a faculty contributor/speaker with a
significant financial or other relationship from making the
presentation, but rather to provide participants with
information on which they can make their own
judgments. It remains for the audience to determine
whether the faculty contributor/speaker’s interests or
relationships may influence the presentation with regard
to exposition or conclusion. 

Jennifer E. Bolen, JD
Founder, The Legal Side of Pain®

Lenoir City, Tennessee

Jennifer Bolen served as an Assistant U.S. Attorney with
the U.S. Department of Justice for nearly fourteen 
years. In 2002, Ms. Bolen founded The Legal Side of
Pain© and entered private practice in 2003 to educate
health care providers on medico-legal issues on the use of
controlled substances to treat pain. Ms. Bolen serves on
several national advisory boards and committees dedicated
to improving legal and regulatory educational efforts for
health care providers. She is the Legal Editor for Pain
Medicine News and publishes a regular column in both
Pain Medicine News and Anesthesiology News. Ms. Bolen
serves on the editorial board for the American Academy
of Pain Medicine’s journal, Pain Medicine, and for the
Journal of Opioid Management. Ms. Bolen’s most recent
efforts include a new mentoring effort to help pain
management practitioners improve medical record
documentation of controlled substance prescribing
practices through the Chronic Pain Network and her Pain
Law MentorTM training series. 

Disclosures: Jennifer E. Bolen, JD, is on the speakers’
bureau for AIT Laboratories, Alpharma Inc., Ortho-
McNeil, Inc., and Purdue Pharma L.P. She is on the
speakers’ bureau and is a consultant for Dominion
Diagnostics and King Pharmaceuticals, Inc. She is on the
speakers’ bureau for, is a consultant for, and has received
grant support from Ligand Pharmaceuticals, Inc. She is a

consultant for Abbott Laboratories. She is Legal Editor of
Pain Medicine News, is Special Counsel to the American
Academy of Pain Medicine, and has written on occasion
for Cephalon, Inc.  

Instructions: To receive credit for this activity, you must
read the entire article and successfully complete the post-
test, answering 4 of the 5 questions correctly. It is
estimated that this activity will take approximately one
half hour to complete.   

Fee: There is no charge for members of the American
Academy of Pain Management.

Commercial Support: This activity is supported by 
an educational grant from PriCaraTM, unit of Ortho-
McNeil, Inc.

Disclosure Statement: The opinions express are those 
of the faculty contributor who may include the
discussion of off-label uses of medications and do not
necessarily represent the opinions of the editors, the
American Academy of Pain Management, or 
SynerMed® Communications. Writers, editors, reviewers,
staff, and others who have the ability to control content
for this activity have stated that they have nothing to
disclose.
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approach these boundaries as limitations that can be used
proactively to further guide physician/patient
relationships regarding pain management and the use of
controlled substances. 

The covenantal relationship between clinician and
patient is the commitment to provide the utmost care for
that person while doing no harm (2). Unlike a
contractual relationship, the covenantal relationship is not
based on rigid boundaries or obligations, but is based on
empathy, understanding, and the commitment to work
with patients to improve their health. Physicians are
obligated to find a way to protect a patient’s legitimate
access to controlled substances, while demonstrating
compliance with legal/regulatory guidelines. Clinicians
should read and learn all applicable federal and state
regulatory material on using controlled substances in pain
management, stay current on clinical standards of care,
and implement a compliance program to minimize the
potential for abuse and diversion of controlled substances.
Appropriate use of pertinent regulations can protect both
the physician and patient and strengthen the covenantal
relationship. Three general rules for proper medical
decision making are summarized below.

It is important to remember that guidelines are
nothing more than an agency’s current position statement
on a particular subject. Guidelines are not clinical care
standards. In fact, in most instances, they represent the
minimal expectations of the agency. Guidelines are not
laws, and do not carry any legal sanctions or penalties.

FEATURE | ETHICAL ISSUES IN THE TREATMENT OF CHRONIC NON-MALIGNANT PAIN: A FOCUS ON THE LEGAL SIDE

Physicians treating chronic pain sufferers must walk
a fine line between adhering to the guidelines and
regulations set forth by state, federal, and

professional authorities and providing the best possible
care for their patients. As a former U.S. attorney with the
Justice Department, a legal and educational consultant,
and sufferer of chronic non-malignant pain, I am fully
aware of the day-to-day intricacies healthcare providers
face when balancing these contractual and covenantal
relationships. 

Clearly, physicians have a contractual relationship with
the varying regulatory and healthcare agencies such as the
U.S. Drug Enforcement Agency (DEA), various licensing
boards, and managed care organizations (See Figure 1). As
healthcare professionals, they are obligated to provide a
certain level of care to patients while staying within the
parameters designated by regulatory and healthcare
agencies. While these contractual relationships exist for
good reason, they may sometimes be viewed as restrictive
to practical practice. Therefore, clinicians should

Factors Cited by DEA Regarding Recurring
Concomitance of Condemned Behavior (1)
1. An inordinately large quantity of controlled substances

prescribed.
2. Large numbers of prescriptions issued.
3. No physical examination given.
4. Physician warned the patient to fill prescriptions at different

drug stores.
5. Physician issued prescriptions to a patient known to be

delivering the drugs to others.
6. Physician prescribed controlled drugs at intervals inconsistent

with legitimate medical treatment
7. Physician involved used street slang rather than medical

terminology for the drugs prescribed.
8. There was no logical relationship between the drugs prescribed

and treatment of the condition allegedly existing. 
9. Physician wrote more than one prescription on occasions in

order to spread them out.

Three General Rules in Medical Decision Making
Rule 1: Read all applicable federal and state laws, regulations, 
and guidelines relating to the use of controlled substances,
particularly, the use of controlled substances in pain medicine.
Maintain records and routinely update copies of these laws,
regulations, and guidelines in the office.

Rule 2: Stay current on the accepted clinical care standards 
by educating yourself. Read the most current journals, take
continuing medical education courses, and attend the 
appropriate conferences where legal/regulatory issues are 
taught by qualified instructors. 

Rule 3: Keep updated records that focus on patient monitoring
and assessment for all patients taking opioids for pain
management. Before you incorporate a new form into your
practice (or modify existing forms), make sure the language in 
the form is consistent with federal and state regulatory materials
and current clinical standards of care. Your entire documentation
and practice system should incorporate, and be consistent with,
current legal/regulatory guidelines identified through Rule 1.

Ethical Issues in the
Treatment of Chronic
Non-Malignant Pain:
A Focus on the Legal Side
BY JENNIFER BOLEN, JD



4 | T H E  P A I N  P R A C T I T I O N E R | S P R I N G  2 0 0 8

However, deviations from guidelines may result in
administrative sanctions and licensing board experts often
use these guidelines during review of board cases. In the
absence of state legal/regulatory guidelines regarding
opioid therapy or the use of controlled substances in pain
management, clinicians should consider the Federation of
State Medical Boards’ Model Policy for the Use of
Controlled Substances for the Treatment of Pain (3). The
seven elements from the policy include:

1. History and physical examination. The process
begins with clear and detailed documentation of
the nature and intensity of pain, any past and
current treatments for pain, and the effect the pain
has on the patient’s physical and psychosocial
function. Any underlying or coexisting diseases or
conditions, history of substance abuse, and the
medical implications for the use of a controlled
substance should be documented. Physicians should
confirm the patient’s history with previous
healthcare providers and review all medical
documents regarding the patient. In addition, an
initial drug screen may be used to verify the
patient’s self-reports.

2. Treatment plan. A written treatment plan is critical
to the covenantal relationship. The plan should
outline what medications will be used, the
parameters that will be used to determine treatment
success, as well as outline any further diagnostic
evaluations or treatments planned. The plan should
also outline the frequency of treatment assessment,
and, if determined necessary, how it will be altered. 

3. Informed consent and treatment agreement.
Informed consent is the physician’s ethical, and in
most states, legal obligation to discuss the
treatment’s risk and benefits with the patient.
When prescribing controlled substances, the
physician is also obligated to discuss any treatment
alternatives that may be available to the patient. On
the other hand, the treatment agreement outlines
the physician’s policy regarding controlled
substances. These documents will be discussed in
more detail later.

4. Periodic review. Most licensing boards give
physicians discretion on the timing of periodic

review. However, physicians should use current
clinical care standards to determine the appropriate
follow-up period and what criteria will be used in
the review process. 

5. Consultations (and referrals). Physicians should
be willing to refer patients to pain specialists or
psychologists for evaluation and treatment
alternatives in order to achieve treatment objectives;
this is especially true for patients who are at risk for
medication misuse, abuse, or diversion.

6. Medical records. Physicians should check with
state regulatory authorities to make sure
appropriate records are being kept; however,
medical records should include information
regarding physical examinations; clinical,
diagnostic, and laboratory results; treatment
objectives; informed consent agreements;
medications; and periodic reviews. 

7. Compliance with controlled substance laws and
regulations. Physicians must be licensed in the
state in which they practice, and comply with all
applicable federal and state regulations regarding
the prescribing, dispensing, and administering of
controlled substances. 

Informed Consent and Treatment Agreement
Perhaps no other area illustrates the convergence of the
covenantal and contractual relationships better than the
Informed Consent and Treatment Agreement. Informed
Consent is more than just a document outlining the
treatment that a patient agrees to undergo. Informed
Consent represents two ethical, and in some cases legal,
obligations. First, the practitioner must give the patient
sufficient information about the recommended treatment
plan, including the use of any medication and its related
risks, expected benefits, treatment alternatives, and special
issues so that the patient can make an informed decision
about the treatment. The discussion of risks should also
include frank language regarding the risks of addiction or
abuse with opioid use. 

Second, the patient must be provided an opportunity
to ask questions. Once the practitioner provides the
patient the information and an opportunity to ask
questions, a patient’s consent to treatment is more likely
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to withstand legal scrutiny and be considered “informed.”
Failure to accomplish informed consent can lead to a
negligence action against a practitioner (4). Treatment
Agreements set boundaries and expectations concerning
the physician-patient relationship as it relates to the use 
of controlled substances to treat pain. Most state
guidelines suggest the use of Treatment Agreements 
with “high risk” patients or those with a history of
substance abuse. Few state guidelines require them with
all patients. In the courtroom (or in a licensing board
context), it is through these documents and the
practitioner’s method of handling the patient’s response
(or lack thereof ) to treatment and compliance issues, 
that treatment shortcomings are challenged and probably
most evident.

In the Model Policy and in pain policy in general, the
informed consent and treatment agreement appear to be
treated as one concept. However, in law these are two
distinct concepts and practitioners should take care to
cover the formal elements of each concept after a careful
review of their practice, existing ethical and clinical
standards, and federal and state regulatory materials.
Many state and professional medical organizations have
blended informed consent elements with treatment
agreements and created forms (5) that may fall short of
ethical obligations and regulatory standards if challenged
in a board hearing or the courtroom. 

The Treatment Agreement sets up boundaries for both
physician and patients and sets forth the office policy
regarding the prescription of controlled substances. This
document can be modified to meet a specific patient’s
needs outlining what the physician will do to treat the
patient and what is expected from the patient in return.
Beware that inconsistencies between state terminology
and the office form, and/or the use of multiple terms to
refer to controlled substances can cause confusion. These
inconsistencies may cause problems over the long-run,
especially if the patient’s treatment is ever called into
question.

Establishing Treatment Parameters
Unfortunately, treatment shortcomings resulting from a
fear of regulatory scrutiny or a misunderstanding of legal
or regulatory terms are often established in the creation 
of these documents. For example, physicians may discuss
the risks and benefits of certain medications but not
adequately address the risks of addiction or abuse of 

those treatments or alternative options. Failing to do 
so may not allow the patient to make an informed
decision regarding treatment nor establish realistic
expectations of the medication. Failing to communicate
the parameters of prescribing controlled substances, such
as a single prescribing physician, a single pharmacy, or
periodic drug testing, may put the patient at odds with
the physician or create a lack of trust between the two.
Parameters that go too far or not far enough may create 
a situation where patients wind up exhibiting what
appears to be drug-seeking behavior and physicians 
may react harshly, terminating treatment for fear of
regulatory reprisals and leaving patients with inadequate
treatment.

Because physicians’ obligations differ somewhat from
state to state, physicians must review their state’s
guidelines or position statements regarding the use 
of controlled substances for pain. Through these
guidelines medical licensing boards often attempt 
to define minimal licensing expectations through a
“board’s-eye view” of a state law or regulation that governs
medical practice in the state. Most state regulatory
material contains directive language, such as the use of
“shall” versus “should” or “must” versus “may.”
Practitioners should make a checklist of these directives
and use the checklist to perform a self-audit of their
medical practice. Directive language provides guidance
regarding the state’s boundaries around the prescribing of
controlled-substances and documentation that must be
generated in order to maintain medical licensing and
registration. 

The covenantal relationship between physician and
patients may, at times, seem like it comes in direct
contrast to the contractual one. Every patient is different,
including his or her response to pain and treatment, 
so physicians often must be willing and able to think
outside of the practice norms. The contractual
relationships physicians engage in are not meant to 
hinder this. State, federal, and board restrictions and
guidelines do not tell physicians how to practice
medicine. All they do is set forth boundaries on
prescribing controlled substances for legitimate medical
purposes in the usual course of professional practice 
(3, 6). It is those two phrases, “legitimate medical
purpose” and “usual course of professional practice” that
impact the ethics of medicine. Using that as guidance 
will help clinicians find language in these guidelines that
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can be used to set boundaries with patients in that initial
discussion of the roles and responsibilities of the physician
and patient. 

Physicians must learn the delicate balance of pain
management. With every patient they are juggling the
science and medicine of pain management; the reality of
treating a patient suffering from chronic pain; and the
ethics, legal and regulatory materials governing this
treatment. No amount of documentation, including an
informed consent or agreement to treat, can prevent a
lawsuit or licensing board investigation.  However, proper
documentation can impact how a deciding body, be it a
jury or board reviewer, perceives a physician and the
practice as a whole.  Physicians should understand that
the law can work for them and their patients. 
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Instructions: This activity should take approximately 1/2 hour to complete. The participant should read both the learning
objectives and the monograph, and answer the 5-question multiple-choice post-test below by circling the single-letter
responses that best answer the questions. The completed test should be faxed to (212) 532-5397 or sent via US mail to the
following address:

American Academy of Pain Management
Education Department
77 Park Avenue
New York, NY 10016

1. Physicians have a contractual relationship with:
a. Licensing boards
b. Managed care organizations
c. State and federal regulatory agencies
d. All of the above

2. Which of the following is NOT the basis of the covenantal relationship between clinician and patient?
a. Rigid boundaries or obligations
b. Empathy and understanding
c. Commitment to work with the patient to improve their health
d. Protecting a patient’s legitimate access to controlled substances

3. Guidelines are
a. Clinical care standards
b. Nothing more than an agency’s current position statement on a particular subject
c. Minimal expectations of an agency
d. Tantamount to laws with legal sanctions and/or penalties

4. As part of the Model Policy, the treatment plan includes:
a. Types and frequency of any medications used
b. The parameters used to determine treatment success
c. Any planned diagnostic or treatment evaluations
d. All of the above 

5. Which of the following is true of an informed consent?
a. It is a physician’s ethical, but not legal obligation
b. It is the physician’s ethical, and in most states, legal obligation 
c. It legally protects the physician from any regulatory scrutiny
d. A and C
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