Tenn. Comp. R. & Regs. R. 1050-2-.13
1050-2-.13 SPECIFICALLY REGULATED AREAS AND ASPECTS OF MEDICAL PRACTICE

(1) The scope of practice of osteopathic physicians in Tennessee is broadly defined in the Osteopathic
Medical Act and promulgated rules and includes many aspects which if not particularly regulated could
lead to serious ramifications for the consuming public. This rule is to designate specific areas in the
practice of osteopathic medicine for regulation the violation of which may result in disciplinary action
pursuant to T.C.A. § 63-9-111.

(2) Pharmaceutical Dispensing - Osteopathic physicians who elect to dispense medication for remuneration
must comply with the following:

(d) Dispensing or prescribing controlled substances in amounts or for durations not medically necessary,
advisable or justified is considered to be practicing beyond the scope of the professional practice.

(5) Guidelines for the Use of Controlled Substances for the Treatment of Pain —
(@) Purposes and Intent

1. The Board recognizes that principles of quality medical practice dictate that the people of the State
of Tennessee have access to appropriate and effective pain relief. The appropriate application of
up-to-date knowledge and treatment modalities can serve to improve the quality of life for those
patients who suffer from pain as well as reduce the morbidity and costs associated with untreated
or inappropriately treated pain. The Board encourages physicians to view effective pain
management as a part of quality medical practice for all patients with pain, acute or chronic, and it
is especially important for patients who experience pain as a result of terminal illness. All
physicians should become knowledgeable about effective methods of pain treatment as well as
statutory requirements for prescribing controlled substances.

2. Inadequate pain control may result from physicians' lack of knowledge about pain management or
an inadequate understanding of addiction. Fears of investigation or sanction by federal, state and
local regulatory agencies may also result in inappropriate or inadequate treatment of chronic pain
patients. Accordingly, these guidelines have been developed pursuant to the Tennessee Intractable
Pain Treatment Act to clarify the Board's position on pain control, specifically as related to the use
of controlled substances, to alleviate physician uncertainty and to encourage better pain
management.

3. The Board recognizes that controlled substances, including opioid analgesics, may be essential in
the treatment of acute pain due to trauma or surgery and chronic pain, whether due to cancer or
non-cancer origins. Physicians are referred to the U.S. Agency for Health Care and Research
Clinical Practice Guidelines for a sound approach to the management of acute and cancer-related
pain. The medical management of pain should be based on current knowledge and research and
include the use of both pharmacologic and non-pharmacologic modalities. Pain should be assessed
and treated promptly, and the quantity and frequency of doses should be adjusted according to the
intensity and duration of the pain. Physicians should recognize that tolerance and physical
dependence are normal consequences of sustained use of opioid analgesics and are not
synonymous with addiction.

4. The Board is obligated under the laws of the State of Tennessee to protect the public health and
safety. The Board recognizes that inappropriate prescribing of controlled substances, including



opioid analgesics, may lead to drug diversion and abuse by individuals who seek them for other
than legitimate medical use. Physicians should be diligent in preventing the diversion of drugs for
illegitimate purposes.

Physicians should not fear disciplinary action from the Board for prescribing, dispensing or
administering controlled substances, including opioid analgesics, for a legitimate medical purpose
and in the usual course of professional practice. The Board will consider prescribing, ordering,
administering or dispensing controlled substances for pain to be for a legitimate medical purpose
if based on accepted scientific knowledge of the treatment of pain or if based on sound clinical
grounds. All such prescribing must be based on clear documentation of unrelieved pain and in
compliance with applicable state and federal law.

Each case of prescribing for pain will be evaluated on an individual basis. The board will not take
disciplinary action against a physician for failing to adhere strictly to the provisions of these
guidelines, if good cause is shown for such deviation. The physician's conduct will be evaluated to
a great extent by the treatment outcome, taking into account whether the drug used is medically
and/or pharmacologically recognized to be appropriate for the diagnosis, the patient's individual
needs-including any improvement in functioning-and recognizing that some types of pain cannot
be completely relieved.

The Board will judge the validity of prescribing based on the physician's treatment of the patient
and on available documentation, rather than on the quantity and chronicity of prescribing. The
goal is to control the patient's pain for its duration while effectively addressing other aspects of the
patient's functioning, including physical, psychological, social and work-related factors. The
following guidelines are not intended to define complete or best practice, but rather to
communicate what the Board considers to be within the boundaries of professional practice.

(b) Guidelines - The Board adopts the following guidelines when evaluating the use of controlled
substances for pain control:

1.

Evaluation of the Patient - A complete medical history and physical examination must be
conducted and documented in the medical record. The medical record should document the nature
and intensity of the pain, current and past treatments for pain, underlying or coexisting diseases or
conditions, the effect of the pain on physical and psychological function, and history of substance
abuse. The medical record also should document the presence of one or more recognized medical
indications for the use of a controlled substance.

Treatment Plan - The written treatment plan should state objectives that will be used to determine
treatment success, such as pain relief and improved physical and psychosocial function, and
should indicate if any further diagnostic evaluations or other treatments are planned. After
treatment begins, the physician should adjust drug therapy to the individual medical needs of each
patient. Other treatment modalities or a rehabilitation program may be necessary depending on the
etiology of the pain and the extent to which the pain is associated with physical and psychosocial
impairment.

Informed Consent and Agreement for Treatment - The physician should discuss the risks and
benefits of the use of controlled substances with the patient, persons designated by the patient or
with the patient's surrogate or guardian if the patient is incompetent. The patient should receive
prescriptions from one physician and one pharmacy where possible.

Periodic Review - At reasonable intervals based on the individual circumstances of the patient, the
physician should review the course of treatment and any new information about the etiology of the
pain. Continuation or modification of therapy should depend on the physician's evaluation of
progress toward stated treatment objectives, such as improvement in patient's pain intensity and
improved physical and/or psychosocial function, i.e., ability to work, need of health care
resources, activities of daily living and quality of social life. If treatment goals are not being



achieved, despite medication adjustments, the physician should reevaluate the appropriateness of
continued treatment. The physician should monitor patient compliance in medication usage and
related treatment plans.

5. Consultation - The physician should be willing to refer the patient as necessary for additional
evaluation and treatment in order to achieve treatment objectives. The management of pain in
patients with a comorbid psychiatric disorder may require extra care, monitoring, documentation
and consultation with or referral to an expert in the management of such patients.

6. Medical Records - The physician should keep accurate and complete records to include the
medical history and physical examination; diagnostic, therapeutic and laboratory results;
evaluations and consultations; treatment objectives; discussion of risks and benefits; treatments;
medications (including date, type, dosage and quantity prescribed); instructions and agreements;
and periodic reviews. Records should remain current and be maintained in an accessible manner
and readily available for review.

(c) No physician is required to provide treatment to patients with intractable pain with opiate medications
but when refusing to do so shall inform the patient that there are physicians whose primary practice is in the
treatment of severe, chronic, intractable pain with methods including the use of opiates. If the patient
requests a referral to such a physician, and the physician makes such a referral that referral shall be noted in
the patient's medical records.

(d) If a physician provides medical care for persons with intractable pain, with or without the use of opiate
medications, to the extent that those patients become the focus of the physician’s practice the physician
must be prepared to document specialized medical education in pain management sufficient to bring the
physician within the current standard of care in that field which shall include education on the causes,
different and recommended modalities for treatment, chemical dependency and the psycho/social aspects of
severe, chronic intractable pain.

(e) The treatment of persons with an acute or chronic painful medical condition who also require treatment
for chemical dependency by a physician shall be governed by subsections T.C.A. § 63-6-1107 (c) and (d).



