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DEPARTMENT OF PROFESSIONAL & FINANCIAL REGULATION

BOARD OF OSTEOPATHIC LICENSURE
& joint chapter with
BOARD OF LICENSURE IN MEDICINE

Chapter 11: USE OF CONTROLLED SUBSTANCES FOR TREATMENT OF PAIN

Summary: Chapter 11 iz a joimt effort by the Board of Osteopathic Licensure and the Beard of Licensure in

Medicine to insure adequate relief of pain to the citizens of Maine,

Rule Index
Section I:. Definitions
Section II: Joint Statement on the Treatment of Pain
Section I Principles of Proper Pain Management
" Section V! Controlled Substances Contract

Section I. Definifions

§1. Definitions: As used by the Boards when evaluating practice and preseribing issues. the following ferms

are defined as follows:

1. Acute pain — Acute paip is the normal, predicted physiological response fo a noxious chemical,
thermal or mechanical stimulus and typically is essociated with invasive procedures, trauma and
disease. Ii is peperally thme-limited. '

2. Addiction — Addiction is a primary, chronic, neurobiglogic disease, with genetic, psychosocial and
environmenial  factors influencing its development and manifestations. It is characterized by
behaviors that include the following: impaired control over drug use, craving, compuilsive use and
continuad use despite harmm.  Physical dependence and tolerance are normal physiological
conseguences of extended onioid therapy for pain and are net the same as addiction.

3. Chronic Pain -~ Chronic pain is a state in which nain persists beyond the usual course of an acute
disease or healing of an infory that may or may not be associated with an acnte or chronic pathologic
nrocess that cauges continuous or intertnittent pain over months or years,

4, Clinician — An allopathic (MD)) or osteopathic (DQ) phyisican, physictan agsistant (PA}, or murse

- practitioner {(NP) workine under delegation of a physician.

5. Pain — An unpleasant sensory and emotional experience agsociated with actual or Doten‘nal figsue
damage or described in terms of such damage.

6. Physical Dependence — Physical dependence is a state of adaptation manifested by drug class-
specific sicns and svmptoms that can be produced by abrupt cessation. rapid dose reduction,

decreasing blood level of the drug, and/or administration of an antagonist. Physical dcgendenc", by

itself, dees not equate with addiction.

7. Psendoaddiction — the iafropenic syadrome (medicalty caused) resulting from the misinterpretation
of relief seekine behaviors as thoueh thev are drup-seeking behaviors thaf are commonly seen with
addiction. The relief seeking behaviors resolve uvon institution of effective analgesic therapy.

2  Substance Abuse - Substance abuse is the use of any substance(s) for non-theraneutic purposes of
medication for purposes other than those for which it is prescrbed.
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g Tolerance — Tolerance is a_physiologic state resulting from reeular use of a drue in which an
increased dosage is needed to produce a specific effect or a reduced effect is observed with a constant
dose over time. Tolerance may or may not be evident during opioid ireatment and does nof equate
with addiction.
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Section II: Joint Statement on the Treatment of Pain,

The Boards recosmize that principles of quality medical praciice dictate that the people of the State of Maine
have access to appropriate and effective pain relief. The appropriate application of up-to-date knowledee and
treatment modalities can serve to improve the quality of lif= for those patients who saffer from pain as well as
to reduce the morbidity and costs associated with untreated or inappronriately treated pain. For the purposes
of this policy, the inappropriate treatment of pain includes nontreatment, undertreatment, overizeatment and
the continued nse of ineffective ireatments,

The diaznosis and freatment of pain is ntepral fo the practice of medicine. The Beards encourage physisians
clinicians to view pain management as a part of quality medical practice for all patients with pain, acute or
chronic, and it is_especially vrgent for patients who experience pain as a result of terminal illness. Al
phyvsieiens clinicians should become kmowledveable aboul zssessing patients’ pain and effective methods of
pain freatment, as well ag statutory requirements for prescribing controlled subgtances. Accordinely, this
policy has been developed to clarify the Boards’ position on pain control, particularly as related to the use of
controlied substances. to alleviate physietan clinician ancertainty and fo encourage betier pain management.

{nappropriate pain treatment may result from shveicians’ clinicians’ lack of knowledge about pain
menacement. Fears of investigation or sanction by federal, state and loeal apencies may also result in
inappropriate reaiment of pain. Appropriate pein management is the treating  physietes’s clinician’s
responsibility. As such. the Boards will copsider the inaporopriate treatment of pain to be a departure from
standards of practice and will investigate such zllesations, recogmizing that some types of pain cannot be
completely relieved, and taking into account whether the treatment is appropriate for the diagnosis.

The Roards recosnize conirolied substances, including opioid analeesics. mav be essential in the freatment of
acute pain due to frauma or surgery and chronic pain, whether due to_cancer or non-cancer origing.  The
Boards will refer ¢ current clinical pracfice riidelines and sxpert review in approaching cases involving
management of pain. The medical management of pain should consider current clinical kmowledge and
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seientific research and the use of pharmacologic and non-charmacolegic modalities according to the judgment
of the shvsteisn clinician. Pain should be assessed and treated prompély and the guantity end frequency of
doses should be adiusted according to the intensity, duration of the pain and trearment ouicomes. Physieians
Clinicians should recogmize that tolerance and physical dependence are normal consequences of sustained vse
of opioid analgesics and are not the same s addiction,

The Boards are obligated under the laws of the State of Maine to profect the public health and safetv. The
Boards recosnize that the use of opioid analgesics for other than leritimate medical purpoges poses a threat to
the individual and society and that the inappropriate prescribing of conirolled substances, imcluding opioid
analpesics, may lead to drug diversion and abuse by individuals who sesk them for other than lepitimate
medical use. Accordingly, the Boards expect that physieisns clinicians incorporate safeguards into their
practices 1o minimize the potential for the abuse and diversion of controlied substances.

Bhysicimss Clinicians should not fear disciplinary action from the Boards for ordering, prescribing, dispensing
or administering controlied substances, including ovioid analgesics, for a legitimaic medical porpose and in the
course of professional practice. The Boards will consider prescribing, ordering, dispensing or administering
controlled substances for pain fo be for a legitimate medical purpose if based on sound clinical judgment. All
such prescribing must be based on clear documentation of unrelieved pain. To be within the usual course of
professional practice, a plrysieien clinician-patient relationship must exist and the prescnbing should be based
on e diagnosis and documentation of unrelieved pain. Compliance with applicable state and/or faderal law is

required.

The Boards will judee the validity of the physieian clinician’s treaiment of the patient based on available
documentation. rather than solely on the guantity and duration of medication administration. The goal is to
control the patient’s pain while effectively addressing other aspects of the patient’s functioning, including
physical, psychological. social and wortk-related factors.

Allegations of inappropriate pain management will be evaluated on an individual basis. The Boards will not
take disciplinary action against a physieian clinician for deviatine From this policy when contemporaneous
medical records document reasonable cause for deviation. The shystatan clinician’s conduct will be evaluated
to & preat extent by the outcome of pain treatment, recosmizing (hal some tfypes of pain canmnot be completely
relieved, and by taking into account whether the dmg nsed is appropriate for the diagniosis, as well as
improvement in patient fupctioning and/or qualhicy of life.
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1. Evaluation of the Patient — A medical history and physical examination moust be pbtained,
evaluated and documented in the medical record. The medical record should document the nature and
intensity of the pain, current and past freatments for pain, underlying or cosxisiing diseases or conditions, the
effect of the pain on physical and psvehological function and history of substance abuse. The medical regord
also should document the presence of one or more recopmized medical indications for the use of a controlied
substance.

2. Treatment Plan — The written freatment plan should state obiectives that will be used to determing
treatment success, such as pain relief and improved physical and psychosocial function, and shouid indicate if
any further diagnostic evalnations or other trestmenis are planned. After treatment beoins, the physieian
clinician should adjust dme therapy to the individual medical needs of each patient Other reapment
modalities or a rehabilitation program may be necgssary depending on the etiology of the pain and the extent
to which the pain is associated with physical and neychospoial impairment.

3. Informed Consent and Agreement for Treatment — The physieinn cliniciean should discuss the
risks and benefits of the use of coptrofled substances with the patient, persons desipnated by the patient or with
the patient’s surrogate or guardian if the patient is without medical decision-making capacity. The patient
should receive prescriptions from one phrysiems clinician and one pharmacy whenever possible. If the patient
is at high risk for medicafion abuse or has a history of substance abuse, the physicten clinician should consider
the use of 4 writien agresment between phystean clinician and patignt ouilining patent responsibilities

including: ’

A urine/serum medication levels screening when requested;

b. number and frequency of all preseription refills: and Model Policy for the Use of Controlled
Substances for the Treatment of Pam

c. reasons for which drug therapy may be discontimed {e.p., vielation of agreement),

4, Periodic Review of Treatmen{ Efficacy — The physieiss clinician should perjodicalty review the
course of pain treatmery and any new information about the etiology of the pain or the patient’s state of health.
Continuation or modification of controlled substances for vain_mansgement therapy depends on_the
phvsiotens clinician’s evalianon of progress toward treatment objectives. Satisfactory response o treatment
may be indicated by the patient’s decreased pain, increased level of function or improved quality of life.
Obiective evidence of improved or diminished function should be monitored and information_from_famity
members or other caregivers should be considered ip determmining the patient’s response to treatment.  If the
natient’s progress is unsatisfactory, the physteian clinician shonld asscss the appropriateness of continued use
of the current freatment plan and consider the use of other therapeutic modalities, Likewise, the physieias
clinician should periodically review the course of trestment where psvchoactive drues are used for the
treatment of components of chronic pain, e.2., emotional, psychological, or psychosocial stressors, and assess
the aporopriateness of continued use of the current treatment plan if the pafient’s propress 1is unsatisiactory.

5. Consultation — The physisies clinician should he willing to refor the patient, as necessary, for
additional evaluation and treatment in order to achieve treatment objectives. Special attention shonld be given
to those patients with pain who are at risk for medication misuse, abuse or diversion. Chronic pain often has,
as a component, emofional, psvchological, of psychosocial stress. In these situations, & number of patients
may bensfit from psvchoactive medications, s well as controlled substances for puin control.  The
combination of opiates with psychoactive medications. e.o., benzodiazepines, may vlace the patient at greaisr
risk. The risk may be associated with drug : interaction, votentation, or abuse. In these situations, consulfation
with or referral {o an expert in the manasement of such patients mav be requirsd.

6. Medical Records — The phystetes clinician should keep accurate and complete records to include:

a the medical history and physical examination;

g
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1. dizrnostic, therapeutic ang laboratory resuits;

¢. evatuations and consultations;

d. treatment obiectives;

e. discussion of risks and benefits;

f. informed consent;

g, treatments;

h. rnedications (including date, type, dosage and quantity prescribed);

i, instructions and agreements; and

1. periodic reviews,

Recerds should remain current and be maintained in an accessible manner, readily available for review.

1. Reportable Acts — Generally, tnformation eained as part of the doctor/patient relationship remains
confidential, However, the shysietsn clinician has an obligation o deal with persons who use the ohysieinn
climician to perpeirate illegal acts, such as ileeal acanisition or selling of drugs; this ay include reporting to
iaw enforcement. Reports from other providers, such as pharmacisis and ER physicians, suggesting
inapproypriate or drug-seeking behavior, should be dealt with eppropriately.

8. Compliance With Controlled Subsfances Laws and Regulations — To prescribe, dispense OF
administer controlled substances. the physietss clinician must be Tcensed in the State and comply with
applicable federal and state regulations. Physieisns Clinicians are referred to the Physicians Manual of the -
LS, Drug Enforcemeni Administration apd {any televant documents issued by the state medical hoard) for:
specific rules povermning controlied substances as well as applicable state repulafions, '
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Appendict-

Section TV: Controlled Substances Contract.

+ Clontrelled Substonees Comtract: Snggested elements of a controlled substance confract are as
follows:

#) 1. specifies that the physieian clinician is the single source of controlled substances;
¥ 2. may specify the phanmacy;

e 3. provides written, informed consent to release contract to local emergency
' depeartments and pharmacies;

4. if written consent is given for release to local emergency departments and/or
pharmacies, consent is also being given to the other clinicians and providers such as
pharmacists to report violations of the contract back to the prescribing physieian
clinician, :

)5, specifies that if the physielan clinician becomes concerned that there has been illegal
activity, the physieian clinician may notify the proper authorities; '

£6.  provides that if the phrysieian clinician has obtained a written release, ER pcrsdnnel
and other providers shall report violations of the coutract back io the doetor who
srescribed the controlled substance(s).

specifies that a violation of the coniract will result in a tapering and discontinuation
“of the narcotics prescription,

W 8. specifies that a risk of chronic narcotics treatment is physical dependence (as
defined);

9. specifies that a tisk of chronic narcotics treatment is addiction {as defined);

10, specifies that it is the responsibility of the patient to be discreet about possessing
narcotics and keeping medications in an ipaccessible place so that they may not be
stolen;

1 11, if the patient violates the terms of the contract, the violation should be documenied.
The physietan clinician response o the violation should be docurnented, as well as
the rationale of and changes in the treamment plan.

P12, Physieien Clinician may consider “fill only at pharmacy” on
the prescription form.
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