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PAaN & Poricy Stupies GrRour

N WHO Collaborating Center

Yy for Policy and Communications
in Cancer Care

April, 1998

Dear Colleague:

This gompilation of state policies relating to pain management is being provided to you by the University

of Wisconsin Pain and Policy Studies Group (PPSG) with grant support from the Robert Wood Johnson
Foundation.

The management of pain at the end of life and also for people with chronic diseases and conditions has
become an important focus of public and professional discussion in the United States. States have begun
to enact new pain-related policies, including statutes, regulations and guidelines.

The PPSG is studying this unprecedented growth trend in state pain policy, in cooperation with pain
medicine and legal experts, national organizations and government agencies. We need to understand the

reasons for inadequate pain management, know what impediments exist in current policies, and what
new policies could make a difference.

While we are studying these issues, it is important for policy makers, regulators, health professionals,
paticnts and the public to have access to existing policics. This compilation contains the current pain-
related statutes, regulations and medical board guidelines for each state. Every effort has been made to
ensure that the policies in the binder are the same as the originals. Questions about interpretation or
application of these policies should be directed to the relevant state agency.

Appendix A addresses what state legislatures can do to improve pain management and discusses whether
we need state intractable pain treatment acts or legislative leadership to study a more comprehensive
approach. Appendix B contains articles which identify the principles which can be used to identify
impediments and guide the development of pain-related controlled substances and medical policy, a
report on workshops that have been held for state medical boards, as well as a review of state medical
board guidelines'. Terminology is discussed in Appendix C.

The information in this compilation and other publications relevant to the US and other countries, are
available on the PPSG website: (http://www.biostat.wisc.edu/painpolicy/domestic.htm).

We welcome comments on this compilation.

Sincerely

David E. Joransorr Senior Scientist

Director

' At this writing, the PPSG 1s planning six more workshops on pain management issues for state medical

boards, and the Federation of State Medical Boards of the United States is developing a model guideline for state
medical boards.

UW Comprehensive Cancer Center - University of Wisconsin-Madison Medical School
1900 University Avenue  Maduson, W153705 USA  (608) 263-7662 FAX: (608) ) 263-0259
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Current Status of Pain Management Policies, March 1998
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ALABAMA

Alabama Administrative Code

540-X-4-.08. Alabama Board of Medical Examiners Pain Control Policy.

(1) The Alabama Board of Medical Examiners has for some time been considering the
subject of quality medical practice and how a basic component of a quality practice dictates that
patients who suffer pain and other distressing symptoms should be adequately relieved so their
quality of life is as optimum as possible. The Board has conducted several pain management
seminars throughout the state in an effort to inform Alabama physicians of this policy. This
policy statement is another effort of the Alabama Board to keep the Alabama physicians
informed of their policies.

(2) The Board recognizes that opiates (narcotics) and other controlled substances are
indispensable for the treatment of pain: and, are useful for relieving and controlling other
distressing symptoms that patients suffer. It is the policy of the Board that these drugs be
prescribed for the treatment of these symptoms in appropriate and adequate doses after an
appropriate diagnosis is made.

(3) The Board believes the standard of practice for the use of these drugs should focus on
their use for the targeted symptom diagnosed after a careful history, physical examination and
appropriate laboratory studies have been done. The Board does recognize that complaints of pain
and other related symptoms most times are subjective, and the appropriateness and adequacy of
drugs and dosages will vary. The standard will be determined largely by the treatment outcome
taking into consideration that the drug used is pharmacologically recognized to be appropriate for
the diagnosis as determined by a consensus of recognized medical experts. The quantity of the
prescribing will be judged on the basis of diagnosis and treatment of the targeted symptoms.

(4) The Board further recognizes that controlled substances are subject to abuse and when
practitioners are prescribing controlled substances they should be diligent in preventing them
from being diverted from legitimate to illegitimate use.

(5) The Alabama Board of Medical Examiners hopes this statement will clarify its

position on the appropriate use of opiates and other controlled substances for the treatment of
pain related distressing symptoms.

March 15, 1995.
ol Effective Date: April 21, 1995
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ALASKA

Alaska State Medical Board
Source: Letter to Alaska Physicians dated June 22, 1993

WALTER J. HICKEL, GOVERNOR

DEPARTMENT OF COMMERCE AND 3601 C STREET, SUITE 722

ECONOMIC DEVELOPMENT ANCHORAGE, ALASKA 99503-5986
PHONE: (907) 561-2878
DIVISION OF OCCUPATIONAL LICENSING FAX: (907) 562-5781

June 22, 1993

Dear Alaskan Physicians:

On October 8, 1992, the Alaska State Medical board heard complaints from patients and physicians
that licensees were uncomfortable about prescribing narcotic analgesics. Discomfort arose from a
fear that such prescribing might lead to disciplinary action from state or federal regulatory agencies.

Patients with documented diagnoses related stories of enduring pain due to underprescribing by
practitioners. The board is sensitive to such issues. It recognized the impropriety of withholding
necessary treatment in the form of narcotic analgesics at the expense of patient suffering. The board
is providing the attached summary published by the Minnesota Board of Medical Examiners as a
guideline for Alaska physicians as it pertains to prescribing practices.

The members of the Alaska State medical Board continue to be aware of uncertainty on the part of
physicians regarding the medical board’s intervention in the prescriptive use of DEA controlled
substances. This memorandum is intended to clarify the responsibility of the Alaska State Medical
Board when a complaint is received. Complaints come to board attention by way of patients, family
members, friends, nurses, insurance companies, pharmacies, and other physicians.

When a complaint is filed, an investigation is mandatory. In the majority of cases, the complaints
can be handled in an expeditious manner in the absence of apparent illegal or negligent medical
practice. The case is then closed without further action.

When the DEA contacts the State Medical Board regarding a potential problem, a routine review
often closed the case. The DEA performs computerized monitoring which may identify significant
over-prescription of a given drug. A routine review of patient records, conducted by the board
investigator in cooperation with the involved physician often results in case closure. On occasion, a
board member may be requested to participate in the record review and recommendation process.
When injudicious prescribing is recognized, the priorities of the State Medical board are those of
patient protection, physician education, and rehabilitation.
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The DEA publishes a booklet for physicians outlining the Controlled Substances Act. Copies of this
publication, JUS-437, may be obtained from the DEA’s Seattie Division Office, 220 West Mercer,
Suite 301, Seattle Washington 98119; telephone (206) 442-5590. For further concerns of inquiries,
contact the Executive Secretary, Caroline Stuart, telephone (907) 561-2878.

Attachment
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STATE MEDICAL LICENSING BOARD
State of Alaska
Division of Occupational Licensing
3601 C Street, Suite 722
Anchorage, Alaska 99503

% GUIDELINES FOR PRESCRIBING CONTROLLED SUBSTANCES

1.

IN COMMONWEALTH OF KENTUCKY, EX REL. JACK CONWAY

J 2
!

Perform a work up sufficient to support a diagnosis, including all necessary tests.

Document a treatment plan that includes the use of non-addictive modalities, and
make referrals to specialists within the profession when indicated.

Document by history or clinical trial that non-addictive modalities are not
appropriate or are ineffective.

Identify drug seeking patients. Review your records. If the patient is new, discuss
drug and chemical use and family chemical history with the patient. If drug abuse is

suspected, consider obtaining a chemical dependency evaluation or contacting local
pharmacies.

Obtain informed consent of the patient before using a drug with the potential to cause
dependency. Drug companies, the AMA, and other outlets provide printed material
in layman’s terms that can be used for patient education.

Monitor the patient. It is important to follow the patient for the primary condition
that necessitates the drug, and for side effects of the drug, as well as the results of the

drug. Drug holidays to evaluate for symptom recurrence or withdrawal are
important.

Control the supply of the drug. Keep detailed records of the type, dose, and amount
of the drug prescribed. Monitor, record, and control refills. Require the patient to
return to obtain refill authorization at least part of the time. Records of cumulative
dosage and average daily dosage are valuable.

Maintain contact with the patient’s family as an objective source of information on
the patient’s response and compliance to the therapy.

Create an adequate record of care.
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ARIZONA

Arizona State Board of Medical Examiners.
Source: Bomex Basics Num. 31, Nov. 1997, p. 4.
Approved Sept. 24, 1997. '

BT

GUIDELINES FOR PRESCRIBING CONTROLLED SUBSTANCES

The use of opioids for the treatment of chronic pain was recently addressed in a

consensus statement from the American Academy of Pain Medicine and the American
1 Pain Society. It states, in part,

Pain is one of the most common reasons people consult a physician,
& yet it frequently is inadequately treated, leading to enormous social
i cost in the form of lost productivity, needless suffering, and excessive
’ healthcare expenditures. impediments to the use of opioids include
[physician] concerns about [patient] addiction, respiratory depression
" and other side effects, tolerance, diversion, and fear of regulatory
action.

i

§ The following guidelines have been developed to assist physicians in the proper
management of patients with chronic pain while complying with statutory requirements

) for prescribing controlled substances, in order to address physician's concerns about .

\ regulating the prescribing of controlled substances.

7 . Statutory ability to develop guidelines

Pursuant to Arizona Revised Statutes §32-1403(A)(3), the Board may develop
- and recommend standards govemning the profession in Arizona. In developing

these guidelines, the Board reviewed 18 guidelines developed by other states

and agencies'. The purpose of these guidelines is to inform the public as to the
standards the Board will use in reviewing prescribing cases.

Il. Guidelines for Patient Care when prescribing controlied substances for
chronic_pain

A) Pain Assessment

Pain assessment should occur during initial evaluation, after each new

report of pain, at appropriate intervals after each pharmacological

intervention, and at regular intervals during treatment. Unless a patient is
| terminally ill and death is imminent (in which case the diagnosis is usually

11
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evident and diagnostic evaluations may be of little value and discomforting
to the patient), the evaluation should include:

i Medical history, including the presence of a recognized medical
indication for the use of a controlled substances, the intensity and
character of pain, and questions regarding substance abuse;

ii. Psycho-social assessment, which may include but is not limited to:

1) The patient's understanding of the medical diagnosis,
expectations about pain relief and pain management
methods, concerns regarding the use of controlled
substances, and coping mechanisms for pain;

2) Changes in mood which have occurred secondary to pain
(i.e., anxiety, depression); and

3) The meaning of pain to the patient and his/her family.

jii. Physical examination, including a neurologic evaluation and
examination of the site of pain.

B)  Treatment Plan

A treatment plan should be developed for the management of chronic
pain and state objectives by which therapeutic success can be evaluated,

including:
i. Pain relief;
ii. Improved physical functioning;

iii.  Proposed diagnostic evaluations (i.e., blood tests, radiologic,
psychalogical and social studies such as CAT and bone scans,
MRI and neurophysiologic examinations such as
electromyography). and

iv.  Analysis of inclusion and exclusion criteria for opioid management:
Inclusion criteria includes a clear diagnosis consistent with
symptoms, all reasonable alternative therapies have been
explored; the patient is reliable and communicates well, there has
been informed consent or a treatment agreement signed; Potential
exclusion criteria include a history of chemical dependency, major
psychiatric disorder, chaotic social situation, or a planned
pregnancy.

C) . Informed Consent

The physician should advise the patient, guardian, or designated
surrogate of the risks and benefits of the use of controlled substances.
The patient should be counseled on the importance of regular visits, the

[rm—

o n

ER—
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D)

E)

F)

impact of recreational drug use, the number of physicians and pharmacies
used for prescriptions, taking medications as prescribed, etc.

Ongoing Assessment

The assessment and treatment of chronic pain mandates continuing
evaluation, and if necessary, modification and/or discontinuation of opioid
therapy. If clinical improvement does not oceur, the physician shouid
consider the appropriateness of continued opioid therapy, and consider a
trial of alternative pharmacologic and nonpharmacologic modalities.

Consultation

The physician should refer patients as necessary for additional evaluation
to achieve treatment objectives. Physicians should recognize patients
requiring individual attention, in particular, patients whose living situations
pose a risk for misuse or diversion of controlled substances. In addition,
the prescription of controlled substances to patients with a history of
substance abuse requires extra care, monitoring, and documentation, and
may also require consultation with an addiction medicine specialist. The
physician may also consider the use of physician-patient agreements or

contracts that specify the rules for medication use and the consequences
of misuse or abuse.

Documentation

The physician must maintain adequate, accurate and timely records
regarding items A-E from above. "Adequate Records," pursuant to A.R.S.
§32-1401(2), "means legible records containing, at a minimum, sufficient
information to identify the patient, support the diagnosis, justify the
treatment, adequately document the results, indicate advice and
cautionary wamings provided to the patient, and provide sufficient
information for another practitioner to assume continuity of the patient's
care at any point in the freatment.”

Specific to chronic pain patients, the documentation should include:

i The medical history and physical examination;

iii. Related evaluations and consultations, treatment plan and
objectives;

iii. Evidence of discussion regarding informed consent;

iv.  Prescribed medications and treatments;

V. Periodic reviews of treatments and patient response; and

vi. Any physician-patient agreements or contracts.
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lli. Compliance with Laws and Reguilations

To prescribe controlled substances, physicians must comply with all applicable §
laws, including but not limited to the following:

A) Possess a valid current license to practice medicine in the State of
Arizona;

B) Possess a valid and current controlled substances Drug Enforcement
Administration registration for the schedules being prescribed;

C) If drugs are dispensed from the office, comply with Arizona Revised
Statutes §32-1491 et. seq., and ACC R4-16-201 through R4-16-205.

D) If controlled substances are provided for detoxification, comply with 22
CFR 1306.07(a).

.M = .

' Statutes were reviewed from the Alabama, Delaware and Texas Medical
Boards; Palicies were reviewed from the California, Colorado, Florida, Idaho,
Minnesota, New Mexico, North Carolina, Ohio, Oregon, Rhode Island,
Tennessee, and Vermont Medical Boards, as well as the Agency on Health Care -
Policy and Research, American Academy of Pain Management and American

Pain Society, and the Arizona Pain Society/American Society of Anesthesiologist «
Task Force. ’
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ARKANSAS

Regulations of the Arkansas State Medical Board

The Treatment of pain with dangerous drugs and controlled substances is a legitimate
medical purpose when done in the usual course of medical practice. If the provisions as set out
below in this Resolution are met, and if all drug treatment is properly documented, the Board
= . will consider such practices as prescribing in a therapeutic manner, and prescribing and
= . practicing medicine in a manner consistent with public health and welfare.

3 1 . However, a physician who prescribes controlled substances or dangerous drugs (e.g.

; - regulated drugs which commonly produce habituation) on a long-term basis (more than six (6)
months) for a patient with intractable pain will be considered exhibiting gross negligence or
ignorant malpractice unless he has complied with the following:

Bl

a. The physician will maintain a complete medical history and physical examination of
the patient, to include an assessment of the pain, physical and psychological function, substance
abuse history, assessment of underlying and co-existing diseases.

"

b. The physician will develop a treatment plan which would state the objectives by which
treatment success can be evaluated, such as pain relief and/or improved physical or psychosocial
function, and indicate if any further diagnostic evaluations or other treatments are planned.

c. The physician will obtain informed consent of the patient by discussing the risks and
benefits of the use of controlled substances or dangerous drugs with the patient, his guardian or
authorized representatives. The informed consent of the patient should be in writing and should
be kept in the patient’s file.
| d. The physician should periodically review the course of schedule drug treatment of the
patient and any new information about the etiology of the pain. If the patient has not improved,
the physician should assess the appropriateness of continued prescribing of scheduled
% medications or dangerous drugs, or trial of other modalities.

¢. The physician should be willing to refer the patient as necessary for additional
evaluation and treatment in order to achieve treatment objectives. Physicians should give special
attention to those intractable pain patients who are at risk for misusing their medications
2 including those living arrangements that pose a risk for medication misuse or diversion.

f. The physician should keep accurate and complete records according to the items listed
above, to include the medical history, physical examination, other evaluations and consultations,
treatment plan objective, informed consent, treatment, medications given, agreements with the
patient and periodic reviews.

i g. The physician should be licensed appropriately in Arkansas and have a valid controlled
' substance registration and comply with the Federal and State regulations for the issuing of

controlled substances and prescriptions, more especially the regulations as set forth in 21 Code of
Federal Regulations Section 1300, et sequence.

Adopted March 13, 1997. (Amendment)
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CALIFORNIA

Business and Professions Code
Section 2241.5 Intractable Pain Treatment Act

Section 2241.5. (a) Notwithstanding any other provision of law, a physician and
surgeon may prescribe or administer controlled substances to a person in the course of the
_ physician and surgeon’s treatment of that person for a diagnosed condition causing intractable
pain.
(b) “Intractable pain,” as used in this section, means a pain state in which the cause of the
= pain cannot be removed or otherwise treated and which in the generally accepted course of
i medical practice no relief or cure of the cause of the pain is possible or none has been found after
‘ reasonable efforts including, but not limited to, evaluation by the attending physician and
surgeon and one or more physicians and surgeons specializing in the treatment of the area,
system, or organ of the body perceived as the source of the pain.
(c) No physician and surgeon shall be subject to disciplinary action by the board for
prescribing or administering controlled substances in the course of treatment of a person for
i intractable pain.
(d) This section shall not apply to those persons being treated by the physician and
surgeon for chemical dependency because of their use of drugs or controlled substances.
| (e) This section shall not authorize a physician and surgeon to prescribe or administer
= controlled substances to a person the physician and surgeon knows to be using drugs or
substances for nontherapeutic purposes.
i (f) This section shall not affect the power of the board to deny, revoke, or suspend the
license of any physician and surgeon who does any of the following:
‘ (1) Prescribes or administers a controlled substance or treatment that is nontherapeutic in
| nature or nontherapeutic in the manner the controlled substance or treatment is administered or
prescribed or is for a nontherapeutic purpose in a nontherapeutic manner.
‘ (2) Fails to keep complete and accurate records of purchases and disposals of substances
i] listed in the California Controlled Substances Act, or of controlled substances scheduled in, or
o pursuant to, the federal Comprehensive Drug Abuse Prevention and Control Act of 1970. A
X physician and surgeon shall keep records of his or her purchases and disposals of these drugs,
§ including the date of purchase, the date and records of the sale or disposal of the drugs by the
physician and surgeon, the name and address of the person receiving the drugs, and the reason
for the disposal of or the dispensing of the drugs to the person and shall otherwise comply with
; all state recordkeeping requirements for controlled substances.
: (3) Wntes false or fictitious prescriptions for controlled substances listed in the
California Controlled Substances Act or scheduled in the federal Comprehensive Drug Abuse
i Prevention and Control Act of 1970.
(4) Prescribes, administers, or dispenses in a manner not consistent with public health and
welfare controlled substances listed in the California Controlled Substance Act or scheduled in
the federal Comprehensive Drug Abuse Prevention and Control Act of 1970.

17

7000806174

PDD1701063938
NON-CONFIDENTIAL

PKY180284712

IN COMMONWEALTH OF KENTUCKY, EX REL. JACK CONWAY, ATTORNEY GENERAL v. PURDUE PHARMA L.P., ET AL,
CIVIL ACTION NO. 07-CI-Ol 303 (PIKE COUNTY CIRCUIT COURT)

P-29975 _ 00018



(5) Prescribes, administers, or dispenses in violation of either Chapter 4 (commencing with
Section 11150) or Chapter 5 (commencing with Section 11210) of Division 10 of the Health and
Safety Code or this chapter.

(g) Nothing in this section shall be construed to prohibit the governing body of a hospital
from taking disciplinary actions against a physician and surgeon, as authorized pursuant to
Sections 809.05, 809.4, and 809.5.

(Added by Stats.1990, c.1588 (S.B.1802), § 1.)

i
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CALIFORNIA

California Medical Board

Source: Action Report. Vol. 51, pp. 1, 8-9, Oct. 1994,
Adopted May 6, 1994.

Text of "Guideline for Prescribing Controlled -
Substances for Intractable Pain"

PREAMBLE

On May 6, 1994, the Medical Board of California formally adopted a policy statement entitled
"Prescribing controlled substances for pain." (Action Report, July 1994) The statement outlines
the Board's proactive approach to improving appropriate prescribing for effective pain
management in California, while preventing drug diversion and abuse. The policy statement is
the product of a year of research, hearings and discussions. California physicians are
encouraged to consult the policy statement and these guidelines.

The Medical Board recognizes that inappropriate prescribing of controlled substances including
the opioids can lead to drug abuse and diversion. Inappropriate prescribing can also lead to
ineffective management of pain, unnecessary suffering of patients and increased health care
costs. The Board recognizes that some physicians do not treat pain properly due to lack of
knowledge or concern about pain. Fear of discipline by the Board may also be an impediment
to medically appropriate prescribing for pain. This Guideline is intended to encourage effective
pain management in California, and help physicians reach a level of comfort about appropriate
prescribing by clarifying the principles of professional practice that are endorsed by the Board.

”" "

The Board strongly urges physicians to view effective pain management as a high priority in all
patients, including children and the elderly. Pain should be assessed and treated promptly,
effectively and for as long as pain persists. The medical management of pain should be based
on up-to-date knowledge about pain, pain assessment and pain treatment. Pain treatment may
involve the use of several drug and non-drug treatment modalities, often in combination. For
some types of pain the use of drugs is emphasized and should be pursued vigorously; for other
types, the use of drugs is better de-emphasized in favor of other therapeutic modalities.

Physicians should have sufficient knowledge or consultation to make such judgments for their
patients.

Drugs, in particular the opioid analgesics, are considered the cornerstone of treatment for pain
associated with trauma, surgery, medical procedures, and cancer. Physicians are referred to the
U.S. Agency for Health Care Policy and Research Clinical Practice Guidelines which have been

endorsed by the Board as a sound yet flexible approach to the management of these types of
pain.
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The prescribing of opioid analgesics for other patients with intractable non-cancer pain may
also be beneficial, especially when efforts to remove the cause of pain or to treat it with other
modalities have been unsuccessful. %

Intractable pain is defined by law in California as: "a pain state in which the cause of the pain
cannot be removed or otherwise treated and which in the generally accepted course of medical
practice no relief or cure of the cause of the pain is possible or none has been found after
reasonable efforts including, but not limited to, evaluation by the attending physician and
surgeon and one or more physicians and surgeons specializing in the treatment of the area,
system, or organ of the body perceived as the source of the pain." (Section 2241.5(b) California
Business and Professions Code)

Physicians who prescribe opioids. for intractable pain should not fear disciplinary action from
any enforcement or regulatory agency in California if they follow California law (section
2241.5 (c)), which reads, "No physician and surgeon shall be subject to disciplinary action by
the board for prescribing or administering controlled substances in the course of treatment of a
person for intractable pain." Also, physicians should use sound clinical judgment, and care for
their patients according to the following principles of responsible professional practice:

GUIDELINES

NEW, EASY GUIDELINES ON PRESCRIBING

Adopted unanimously by the Medical Board on July 29, 1994.

“No physician and surgeon shall be subject to disciplinary action by the board for prescribing or
administering controlled substances in the course of treatment of a person for intractable pain.”
-Business and Professions Code §2241.5(c) =

1. HISTORY/PHYSICAL EXAMINATION

A medical history and physical examination must be accomplished. This includes an
assessment of the pain, physical and psychological function, substance abuse history, : § :
assessment of underlying or coexisting diseases or conditions, and should also include the '
presence of a recognized medical indication for the use of a controlled substance. Prescribing
controlled substances for intractable pain in California, as noted in the definition in the text of :
the Report, also requires evaluation by one or more specialists. -

2. TREATMENT PLAN, OBJECTIVES E
The treatment plan shouid state objectives by which treatment success can be evaluated, such as
pain relief and/or improved physical and psychosocial function, and indicate if any further
diagnostic evaluations or other treatments are planned. The physician should tailor drug
therapy to the individual medical needs of each patient. Several treatment modalities or a

rehabilitation program may be necessary if the pain has differing etiologies or is associated with
physical and psychosocial impairment.

3. INFORMED CONSENT
The physician should discuss the risks and benefits of the use of controlled substances with the

20
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patient or guardian.

4. PERIODIC REVIEW

The physician should periodically review the course of opioid treatment of the patient and any
new information about the etiology of the pain. Continuation or modification of opioid therapy
depends on the physician's evaluation of progress toward treatment objectives. If the patient

has not improved, the physician should assess the appropriateness of continued opioid
treatment or trial of other modalities.

5. CONSULTATION

The physician should be willing to refer the patient as necessary for additional evaluation and
treatment in order to achieve treatment objectives. In addition, physicians should give special
attention to those pain patients who are at risk for misusing their medications including those
whose living arrangements pose a risk for medication misuse or diversion. The management of
pain in patients with a history of substance abuse requires extra care, monitoring,
documentation and consultation with addiction medicine specialists, and may entail the use of

) agreements between the provider and the patient that specify the rules for medication use and
consequences for misuse.

% 6. RECORDS
The physician should keep accurate and complete records according to items 1-5 above,

including the medical history and physical examination, other evaluations and consultations,

» treatment plan objectives, informed consent, treatments, medications, agreements with the
o} patient, and periodic reviews.

1 7. COMPLIANCE WITH CONTROLLED SUBSTANCES LAWS AND
j REGULATIONS
To prescribe controlled substances, the physician must be appropriately licensed in California,
. have a valid controlled substances registration and comply with federal and state regulations for
» issuing controlled substances prescriptions. Physicians are referred to the Physicians Manual of
the U.S. Drug Enforcement Administration and the Medical Board's Guidebook to Laws

3 Goveming the Practice of Medicine by Physicians and Surgeons for specific rules govemning
v issuance of controlled substances prescriptions.

} POSTSCRIPT

Under federal and state law, it is unlawful for a physician to prescribe controlled substances to a

9 patient for other than a legitimate medical purpose (for example, prescribing solely for the

i maintenance of opioid addiction), or outside of professional practice (for example, prescribing
without 2 medical examination of the patient). It is lawful to prescribe opioid analgesics in the
course of professional practice for the treatment of intractable pain according to federal
regulations and California Business and Professions Code Section 2241.5, the California
Intractable Pain Treatment Act (CIPTA). However, the CIPTA does not apply to those persons
being treated by the physician and surgeon for chemical dependency because of their use of
drugs or controlled substances (Section 2241.5(d)), and does not authorize a physician or
surgeon to prescribe or administer controlled substances to a person the practitioner knows to

i be using drugs or substances for nontherapeutic purposes (Section 2241.5(e)).
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THE MISSION OF THE MEDICAL BOARD OF CALIFORNIA

The mission of the Medical Board of California is to protect consumers through proper
licensing of physicians and surgeons and certain allied health professions and through the
vigorous, objective enforcement of the Medical Practice Act.

22
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CALIFORNIA

Medical Boai'd of California
Action Report, July 1994, pp. 4-5.

% A Statement by the Medical Board:
= On May 6 the Medical Board formally adopted the following statement on
} "Prescribing Controlled Substances For Pain Management."”

It is the first formal statement of its kind in the nation made by a licensing board.

“ This statement was adopted after a year of testimony at hearings held by the Board's Task Force on Appropriate
4 Prescribing and a day-long "Summit," sponsored by Governor Wilson, involving scores of experts
from around the country.

. } At the Board's July 28-29 meeting the members will consider formal adoption of a set of guidelines
based on this policy statement. The guidelines, once adopted, will be published in the
October Action Report and other publications read by physicians.

INTRODUCTION

! The 1993 report of the Medical Board to the Governor signalled a new beginning in the history
i of medical regulation in California. An important part of this initiative is implementation of the

recommendations made by the Board's Task Force on Appropriate Prescribing, chaired by
Jacqueline Trestrail, M.D.

The Task Force was established to look into "malprescribing," one of the fastest growing
categories of physician discipline. The Board continues to be concerned that controlled
substances are subject to abuse by individuals who seek them for their mood altering and other
psychological effects, rather than for legitimate medical purposes.

1 The Board is also concerned about effective pain management and the appropriate medical use
of controlied substances. During the Task Force's public meetings, the members heard
] testimony that some physicians avoid prescribing controlled substances, including the
| "triplicate” drugs, for patients with intractable pain for fear of discipline by the Board. The
) Task Force recommended that the Board take a pro-active approach to emphasize to all
California physicians that it supports prescribing of opioid analgesics (narcotics) and other
1 controlled substances when medically indicated for the treatment of pain, including intractable
pain. After careful review of this matter, the Board concurs with the following statement.

P 55

This statement is consistent with good medical practice, protection of public health and
consumer interests, with international treaties, federal and Catifornia law, including the
| California Intractable Pain Treatment Act.
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THE PAIN PROBLEM

The Board recognizes that pain, whether due to trauma, surgery, cancer and other diseases, is
often undertreated. Minorities, women, children, the elderly and people with HIV/AIDS are at
particular risk for under treatment of their pain. Unrelieved pain has a harsh and sometimes
disastrous impact on the quality of life of people and their families.

While some progress is being made to improve pain and symptom management, the Board is
concerned that a number of factors continue to interfere with effective pain management.
These include the low priority of pain management in our health care system, incomplete
integration of current knowledge into medical education and clinical practice, lack of
knowledge among consumers about pain management, exaggerated fears of opioid side effects
and addiction, and fear of legal consequences when controlled substances are used.

i

PAIN MANAGEMENT SHOULD BE A HIGH PRIORITY IN CALIFORNIA

Principles of quality medical practice dictate that citizens of California who suffer from pain
should be able to obtain the relief that is currently available. The Board believes that the
appropriate application of current knowledge and treatments would greatly improve the quality

of life for many Califomia citizens, and could also reduce the morbidity and the costs that are
associated with uncontrolled pain.

e

In addition to making this statement, the Board will take a number of steps to help make

effective pain management a reality in California. The Board has provided information to all

state physicians about new clinical practice guidelines for pain management that have been ;
prepared by a panel of experts supported by the Agency for Health Care Policy and Research. =
The Board also co-sponsored and participated in the March 18, 1994 Pain Management and _
Appropriate Prescribing Summit in conjunction with the Department of Consumer Affairs on ]
removing impediments to appropriate prescribing of controlled substances for effective pain

management. Further, the Board will develop guidelines to help physicians avoid investigation

if they appropriately prescribe controlled substances for pain management.

Prescribing Controlled Substances for Pain

THE APPROPRIATE ROLE OF OPIOID ANALGESICS

There are numerous drug and non-drug treatments that are used for the management of pain and §
other symptoms. The proper treatment of any patient's pain depends upon a careful diagnosis '
of the etiology of the pain, selection of appropriate and cost-effective treatments, and ongoing
evaluation of the results of treatment. Opioid analgesics and other controlled substances are
useful for the treatment of pain, and are considered the comerstone of treatment of acute pain
due to trauma, surgery and chronic pain due to progressive diseases such as cancer. Large

doses may be necessary to control pain if it is severe. Extended therapy may be necessary if the 3
pain is chronic.

The Board recognizes that opioid analgesics can also be useful in the treatment of patients with i
intractable non-malignant pain especially where efforts to remove the cause of pain or to treat it

with other modalities have failed. The pain of such patients may have a number of different

etiologies and may require several treatment modalities. In addition, the extent to which pain is !
associated with physical and psychosocial impairment varies greatly. Therefore, the selection
of a patient for a trial of opioid therapy should be based upon a careful assessment of the pain

Lonmassiitasiadh
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as well as the disability experienced by the patient. Continuation of opioid therapy should be
based on the physician's evaluation of the results of treatment, including the degree of pain
relief, changes in physical and psychological functioning, and appropriate utilization of health
care resources. Physicians should not hesitate to obtain consultation from legitimate
practitioners who specialize in pain management.

The Board recommends that physicians pay particular attention to those patients who misuse

their prescriptions, particularly when the patient or family have a history of substance abuse
% that could complicate pain management. The management of pain in such patients requires
extra care and monitoring, as well as consultation with medical specialists whose area of
expertise is substance abuse or pain management.

e

The Board believes that addiction should be placed into proper perspective. Physical
dependence and tolerance are normal physiologic consequences of extended opioid therapy and
are not the same as addiction. Addiction is a behavioral syndrome characterized by
psychological dependence and aberrant drug-related behaviors. Addicts compulsively use
drugs for non-medical purposes despite harmful effects; a person who is addicted may also be
physically dependent or tolerant. Patients with chronic pain should not be considered addicts or
habitues merely because they are being treated with opioids.

%)

T

e
S

! PAIN MANAGEMENT, CONTROLLED SUBSTANCES AND THE LAW

The laws and regulations of the federal government and the State of California impose special
'§ requirements for the prescribing of controlled substances, including requirements as to the form
1 of the prescription document, so as to prevent harm to the public health that is caused when
prescription drugs are diverted to non-medical uses. For example, it is illegal to prescribe
controlled substances solely to maintain narcotic addiction. However, federal and California
law clearly recognize that it is a legitimate medical practice for physicians to prescribe
controlied substances for the treatment of pain, including intractable pain.

The Medical Board will work with the Drug Enforcement Administration, the Bureau of
Narcotic Enforcement, the Office of the Attorney General, the Board of Pharmacy and its own
investigators in an attempt to develop policy and guidelines based on the physician's diagnosis
i and treatment program rather than amounts of drugs prescribed.

Concerns about regulatory scrutiny should not make physicians who follow appropriate
guidelines reluctant to prescribe or administer controlled substances, including Schedule II
drugs, for patients with a legitimate medical need for them. A physician is not subject to Board
% action when prescribing in the regular course of his or her profession to one under the
| physician’s treatment for a pathology or condition and where the prescription is issued afier a
good faith examination and where there is medical indication for the drug. Good faith
3 prescribing requires an equally good faith history, physical examination and documentation.
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The Medical Board may identify a pattern of controlled substance use that merits further

examination. A private, courteous and professional inquiry can usually determine whether the
physician is in good faith appropriately prescribing for patients, or whether an investigation is
necessary. The Board will judge the validity of prescribing based on the physician's diagnosis
and treatment of the patient and whether the drugs prescribed by the physician are appropriate

for that condition, and will not act on the basis of predetermined numerical limits on dosages or
length of drug therapy.

The Board hopes to replace practitioners' perception of inappropriate regulatory scrutiny with
recognition of the Board's commitment to enhance the quality of life of patients by improving
pain management while, at the same time, preventing the diversion and abuse of controlled
substances.

i
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COLORADO

Colorado State Statutes

Title 18: Criminal Code

Article 18: Uniform Controlled Substances Act

Part3: Regulation of Manufacture, Distribution, and
Dispensing of Controlled Substances

Section 18-18-308

(1) As used in this section, “medical treatment” includes dispensing or administering a
narcotic drug for pain, including intractable pain.

(2) A person may dispense a controlled substance only as provided in this section.

(3) Except when dispensed directly by a practitioner, other than a pharmacy, to an
ultimate user, a substance included in schedule II may not be dispensed without the written
prescription of a practitioner.

(4) Except when dispensed directly by a practitioner, other than a pharmacy, to an
ultimate user, a substance included in schedule III, IV, or V may not be dispensed without a
written or oral prescription order of a practitioner. The prescription order must not be filled or
refilled more than six months after the date thereof or be refilled more than five times.
gy (5) A practitioner may dispense or deliver a controlied substance to or for an individual
; j or animal only for medical treatment or authorized research in the ordinary course of that
practitioner’s profession.

- (6) No civil or criminal liability or administrative sanction may be imposed on a
| pharmacist for action taken in reliance on a reasonable belief that an order purporting to be a

prescription was issued by a practitioner in the usual course of professional treatment or in
oy authorized research.

ginnmon e
i

Source: L. 92: Entire article R&RE, p. 353, § 1, effective July 1. L.96 amended, p. 1427, § 17, effective July 1.
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COLORADO

HOUSE BILL 97-1188

An Act

BY REPRESENTATIVES Dean, Faatz, Mormrison, Bacon, Clarke, Epps, Keller, Kreutz, .
Lambom, Leyba, Mace, Paschall, Tucker, Tupa, Udall, and Veiga; also SENATORS

Wattenberg, Bishop, Chlouber, Hemandez, J. Johnson, Linkhart, Martinez, Pascoe, Phillips,
Rupert, and Wham.

CONCERNING THE PROHIBITION OF DISCIPLINING A PHYSICIAN SOLELY FOR THE
PRESCRIPTION OF MEDICATIONS TO TREAT INTRACTABLE PAIN.

Be it enacred by the General Assembly of the Siate of Colorado:

SECTION 1. 12-36-117, Colorado Revised Statutes, 1991 Repl. Vol., as amended, is 3
amended BY THE ADDITION OF A NEW SUBSECTION to read:

12-36-117. Unprofessional conduct. (1.5) (a) A physician shall not be subject to

disciplinary action by the Board solely for prescribing controlled substances for the relief of
intractable pain.

3
(b) For the purposes of this subsection (1.5), “intractable pain” means a pain state in
which the cause of the pain cannot be removed and which in the generally accepted course of 5
medical practice no relief or cure of the cause of the pain is possible or none has been found 3
after reasonable efforts including, but not limited to, evaluation by the attending physician and
one or more physicians specializing in the treatment of the area, system, or organ of the body : v
perceived as the source of the pain. j 3

SECTION 2. Effective date - applicability. This act shall take effect at 12:01 a.m. on o
the day following the expiration of the ninety-day period after final adjournment of the general
assembly that is allowed for submitting a referendum petition pursuant to article V, section 1
(3) of the state constitution; except that, if a referendum petition is filed against this act or an
item, section, or part of this act within such period, then the act, item, section, or part, if
approved by the people shall take effect of the date of the official declaration of the vote
thereon by proclamation of the govemnor. This act shall apply to disciplinary actions
originating on or after the cffective date of this act.

Approved April 21, 1997.
Effective August 6, 1997.
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COLORADO

Colorado State Board of Medical Examiners

Source: The Examiner, Vol. 5, num. 2, Aug. 1996.
Adopted May 16, 1996

o GUIDELINES FOR PRESCRIBING CONTROLLED
SUBSTANCES FOR INTRACTABLE PAIN

ADOPTED 05/16/96

COLORADO BOARD OF MEDICAL EXAMINERS

INTRODUCTION

The Colorado Board of Medical Examiners (CBME) strongly urges physicians to view
effective pain management as a high priority in all patients. Minorities, women, children, the
elderly, and people with HIV/AIDS are at particular risk for under treatment of their pain.

L Pain should be assessed and treated promptly, effectively, and for as long as pain persists. The
medical management of pain should be based on up-to-date knowledge about pain, pain
- assessment, and pain treatment. Pain treatment may involve the use of several drug and non-
; drug treatment modalities, often in combination. For some types of pain, the use of drugs is
emphasized and should be pursued vigorously; for other types, the use of drugs is better de-
0 emphasized in favor of other therapeutic modalities. Physicians should have sufficient
5 knowledge or consultation to make such judgements for their patients.

| ' The Board recognizes that inappropriate prescribing of controlled substances, including opiates,
i can lead to drug abuse and diversion. Inappropriate prescribing can also lead to ineffective

) management of pain, unnecessary suffering of patients, and increased health care costs.
1 Concerns about regulatory scrutiny should not make physicians who follow appropriate

guidelines reluctant to prescribe or administer substances for patients with a legitimate medical
need for them.

i Drugs, particularly the opioid analgesics, are considered the comerstone of treatment for pain
associated with trauma, surgery, medical procedures, and cancer. Large doses may be

| necessary to control pain if it is severe, and extended therapy may be necessary if the pain is

L chronic. The CBME firmly believes that physicians have a duty to provide maximal comfort
levels and alleviate suffering in their dying patients in a skillful and compassionate manner.
The Board is concerned that fear on the part of physicians may result in ineffective pain control
and unnecessary suffering in terminal patients. Physicians are referred to the U.S. Agency for
Health Care Policy and Research Clinical Practice Guidelines, which reflect a sound yet
) flexible approach to the management of these types of pain.

The prescribing of opioid analgesics for patients with intractable non-cancer pain may also be

29

7000806186

PDD1701063950
NON-CONFIDENTIAL

PKY180284724

IN COMMONWEALTH OF KENTUCKY, EX REL. JACK CONWAY, ATTORNEY GENERAL v. PURDUE PHARMA L.P., ET AL.,
CIVIL ACTION NO. 07-CI-Ol 303 (PIKE COUNTY CIRCUIT COURT)

P-29975 _ 00030



beneficial. Intractable pain is defined as pain in which the cause cannot be removed or
otherwise treated and no relief or cure has been found after reasonable efforts, including
evaluation by one or more physicians specializing in the treatment of the area of the body
perceived as the source of the pain. Physicians who prescribe opiates for intractable pain
should not fear disciplinary action from any enforcement or regulatory agency in Colorado if
they use sound clinical judgment and care for their patients according to the following
principles of responsible professional practice.

GUIDELINES FOR PRESCRIBING CONTROLLED SUBSTANCES FOR CHRONIC
NON-MALIGNANT PAIN '

Guidelines do not have the legal status of laws and regulations, but guidelines can explain what
activities the Medical Board considers to be within the boundaries of professional practice.
Guidelines alert licensees to unprofessional practices of concemn to the Board and give
physicians practical information about how to avoid these problems.

1. HISTORY/PHYSICAL EXAMINATION/ASSESSMENT

A medical history and physical examination documenting the presence of a recognized medical
indication for the use of a controlled substance must be performed. This includes an &
assessment of the pain, physical and psychological function, substance abuse history, and
assessment of underlying or coexisting diseases or conditions. A statement of altenative
strategies used for managing the pain and why these modalities are inappropriate or ineffective,

as well as a summary of the evaluations performed by one or more specialists, should be
included.

2. TREATMENT PLAN/OBJECTIVES

The treatment plan should state objectives by which treatment success can be evaluated. This
may include: and ongoing assessment of the patient’s functional status, including the ability to
engage in work or other gainful activities; patient consumption of health care resources;
positive answers to specific questions about the pain intensity and its interference with
activities of daily living; quality of family life and social activities; and physical activity of the
patient as observed by the physician. The plan should indicate if any further diagnostic
evaluations or other treatments are planned. The physician should tailor drug therapy to the M
individual medical needs of each patient. Several treatment modalities or a rehabilitation
program may be necessary if the pain has differing etiologies or is associated with physical and
psychosocial impairment. 3

g

3. INFORMED CONSENT

The physician should discuss the risks and benefits of the use of controlled substances with the

patient or guardian. A written consent is strongly advised when using drugs with a high
dependence/tolerance potential.

4. PERIODIC REVIEW

The physician should periodically review the course of treatment of the patient and any new
information about the etiology of progress toward treatment objectives. If the patient has not
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stabilized, the physician should assess the appropriateness of continued treatment with
controlled substances.

]
)

e

The physician is responsible for monitoring the dosage of controlled substances to ensure that it
does not escalate over time without maintenance of the patient’s function. Monitoring also
includes ongoing assessment of patient compliance with the controlled prescribing practice of
the physician. Utilization of a single prescribing physician and a single pharmacy is advised.

etz

5. CONSULTATION

The physician should be willing to refer the patient as necessary for additional evaluation and
1 treatment in order to achieve treatment objectives. In addition, physicians should give special

attention to those pain patients who are at risk for misusing their medications, including those
whose living arrangements pose a risk for medication misuse or diversion. The management of
pain in patients with a history of substance abuse requires extra care, monitoring,
documentation, and ongoing consultation with an addiction medicine specialist.

6. RECORDS

" The physician should keep accurate and complete records according to items 1-5 above. The
| physician should keep detailed records of each drug dosage, amount, and number of refills.
Again, the use of a single prescribing physician and a single pharmacy is advised.

A written contract is recommended, which includes: contingencies for management of pain
exacerbations; substance abuse; loss of prescriptions; misuse of medications; and
i noncompliance with treatment.

7. COMPLIANCE WITH CONTROLLED SUBSTANCES LAWS AND
! REGULATIONS

To prescribe controlled substances, the physician must be appropriately licensed in Colorado,
have a valid controlled substances registration, and comply with federal and state regulations
for issuing controlled substances prescription.

| Under federal and state law, it is unlawful for a physician to prescribe controlled substances to a

i patient for other than a legitimate medical purpose (i.e., prescribing opiates for the treatment of
opioid addiction without a specialized license), or outside of professional practice (i.e.,

"l prescribing without a medical examination of the patient). The law does not allow the

physician to prescribe or administer controlled substances to a person the physician knows to be
using drugs or substances for non-therapeutic purposes.

] It is lawful to prescribe opioid analgesics in the course of professional practice for the treatment
of intractable pain.
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8. ADDICTION VERSUS PHYSICAL DEPENDENCE

Addiction should be placed into proper perspective. Physical dependence and tolerance are
normal physiologic consequences of extended opioid therapy and are not the same as addiction.
Addiction is a behavioral syndrome characterized by psychological dependence and aberrant
drug-related behaviors. Addicts compulsively use drugs for non-medical purposes despite
harmful effects; a person who is addicted may also be physically dependent or tolerant.

Patients with chronic pain should not be considered addicts merely because they are being g
treated with opiates.

CONCLUSION
The Board hopes to replace practitioners’ perception of inappropriate regulatory scrutiny with
recognition of the Board’s commitment to enhance the quality of life of patients by improving

pain management while, at the same time, preventing the diversion and abuse of controlled
substances.

The Colorado Board of Medical Examiners wishes to acknowledge the work of the State

Boards of California, Ohio, Oregon, Texas and Washington, upon which these guidelines are &
based.
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FLORIDA

Florida Statutes.
Chapter 458: Medical Practice

Section 458.326. Intractable pain; authorized treatment.

(1)  For the purposes of this section, the term “intractable pain” means pain for which, in the

generally accepted course of medical practice, the cause cannot be removed and otherwise
treated.

@) Intractable pain must be diagnosed by a physician licensed under this chapter and
qualified by experience to render such diagnosis.

(3)  Notwithstanding any other provision of law, a physician may prescribe or administer
any controlled substance under Schedules II-V, as provided for in s. 893.03, to a person for the
treatment of intractable pain, provided the physician does so in accordance with that level of

care, skill, and treatment recognized by a reasonably prudent physician under similar conditions
and circumstances.

(4)  Nothing in this section shall be construed to condone, authorize, or approve mercy
killing or euthanasia, and no treatment authorized by this section may be used for such purpose.

Added by Laws 1994, c. 94-96, § 3, effective April 8, 1994.
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FLORIDA

Florida Board of Medicine, Board of Osteopathic Medicine, Agency for Health Care
Administration

Source: Provided by the Florida Board of Medicine to the PPSG

Adopted: October 25, 1996

FLORIDA GENERIC CLINICAL PRACTICE GUIDELINE
MANAGEMENT OF PAIN
USING DANGEROUS DRUGS AND CONTROLLED SUBSTANCES

PART I
PREFACE

The State of Florida recognizes that pain, including intractable pain, is often undertreated.
Unrelieved pain can have harsh and sometimes disastrous influence on
the quality of life for patients and their families.

oy

PAIN MANAGEMENT SHOULD BE A HIGH PRIORITY IN FLORIDA

Principles of quality medical practice dictate that citizens of Florida who suffer from
pain should seek relief with treatment that is currently available. The appropriate application of
current knowledge and treatments can greatly improve the quality of life for many Florida -
citizens and reduce the morbidity and costs associated with untreated pain.

In addition to promoting competent patient care, these guidelines are intended to help
physicians avoid investigation if controlled substances are appropriately prescribed for short or
long-term pain management.

PRESCRIBING DANGEROUS DRUGS AND CONTROLLED SUBSTANCES FOR s
PAIN L

The proper treatment for any patient's pain depends upon a careful diagnosis of the
etiology of the pain, selection of appropriate and cost effective treatments and the ongoing
evaluations of the results of treatment. Patients with chronic pain may demand more time of
the practitioner because of the complexity of their problem.

Opioid analgesics and other dangerous and controlled substances are useful for pain r’j
treatment. They are the cornerstone of treatment for acute pain due to trauma or surgery and of ¢
chronic pain due to progressive diseases, such as cancer. Other than that specified in the
Physician's Desk Reference (PDR), large doses, 1f documented, may be necessary to control
severe pain. Extended therapy may also be needed to alleviate chronic pain. Published

formularies, relating to commercial financial incentives, should not be a deterrent to achieving
optimal pain relief.

Opioid analgesics may also be useful in treating patients with intractable nonmalignant
pain especially when efforts to remove or treat the pain with other modalities have failed. Such
intractable pain may have a number of different etiologies and might require several treatment
methods. In addition, the extent to which pain is associated with physical and psychosocial
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impairment varies greatly. Therefore, when patients are selected for therapy trials using
dangerous drugs and opioid therapy, care should be used to assess the pain as well as the
patient’s disability. The duration of drug therapy should depend on the physician's evaluation
of the results of treatment, including the degree of pain relief, the changes in physical and

% psychological functioning and the appropriate utilization of health care resources.

Addiction in relation to these substances should be placed in proper perspective.
Physical dependence and tolerance are normal physiological consequences of extended opioid
therapy and are not the same as addiction. Addiction is a behavioral syndrome characterized by
psychological dependence and aberrant, drug-related behaviors. Addicts use drugs in a
compulsive manner and not for medical purposes. An addict may also be physically dependent

} or tolerant. Patients with chronic pain should not be considered addicts merely because they
are being treated with opioids. Physicians need to be cognizant of the fact that patients with a
] history of drug abuse may be particularly problematic to the management of pain.

PAIN MANAGEMENT, CONTROLLED SUBSTANCES AND THE LAW
) Federal government laws and regulations and those of the State of Florida impose
i special requirements for dangerous drugs and controlled substances prescription. These
regulations are aimed at preventing harm to the consumer from dangerous prescription drugs
1 which are diverted to nonmedical uses. It is legitimate medical practice for physicians to
| prescribe controlled substances for the treatment of pain, including intractable pain.

. The Agency for Health Administration supports the examination of prescriptions for
A analgesics and opioids for the treatment of pain. This examination must be based on the

documented diagnosis and treatment rather than on the drug dosage or on the number of
] prescriptions written. ’

Concerns about regulatory scrutiny should not cause physicians to be reluctant to
i prescribe or administer dangerous and controlled substances, including Schedules II-V drugs as
provided for in Florida Statutes s. 893.03, for patients with legitimate medical needs.
Physicians need not fear administrative action when prescribing dangerous drugs and controlled
£ substances to patients in their care for a pathology or condition when the prescription is issued
: 1 after a good faith examination and there is medical indication for the prescription.

The regulatory boards may identify a pattern of dangerous and controlled substance use
which merits further examination, but private, courteous and professional inquiry can usually
determine whether the physician is appropriately prescribing for patients in good faith or
i3 whether an investigation is warranted. The Florida Board of Medicine and the Florida Board of

l Osteopathic Medicine must judge the prescription validity relative to the physician's
documented diagnosis and treatment and if the prescribed drugs are appropriate for the patient's
3 condition. Predetermined limits should not be placed on dosages or length of drug therapy.

It is the goal of the Agency for Health Care Administration to change practitioner
perception of regulatory scrutiny and recognize the commitmient of regulatory boards to
improving pain management in order to enhance the quality of lives of pain-affected patients in

Florida. Federal and State laws and regulatory policies should not hamper the appropriate use
of dangerous drugs and controlled substances for the relief of pain.

35

7000806192
PDD1701063956

NON-CONFIDENTIAL

PKY180284730

IN COMMONWEALTH OF KENTUCKY, EX REL. JACK CONWAY, ATTORNEY GENERAL v. PURDUE PHARMA L.P., ET AL,
CIVIL ACTION NO. 07-CI-Ol 303 (PIKE COUNTY CIRCUIT COURT)

P-29975 _ 00036



DEFINITIONS 53
INTRACTABLE PAIN - A pain state in which the cause of the pain cannot be removed or "
otherwise treated and which, in the generally accepted course of medical practice, no relief or
cure of the cause of the pain is possible or none has been found after reasonable efforts.

NONTHERAPEUTIC USE - A medical use or purpose that is not legitimate in nature or in
manner.

ABUSER OF NARCOTIC DRUGS, CONTROLLED SUBSTANCES AND DANGEROUS

DRUGS - An individual who takes a drug or drugs for other than legitimate medical E
purposes.

1. The treatment of pain, including intractable pain, with dangerous drugs and

controlled substances has a legitimate medical purpose when performed in the usual course of
medical practice. s

2. Physicians duly authorized to practice under their respective practice act and to
prescribe controlled substances and dangerous drugs in Florida, shall not be subject to ]
disciplinary action by their respective licensure board for prescribing, ordering, administering :
or dispensing dangerous drugs or controlled substances for the treatment and relief of pain,
including intractable pain, in the usual course of professional practice for a legitimate medical L
purpose in compliance with applicable state and federal law. «d

3. The prescribing, ordering, administering or dispensing of dangerous drugs or
controlled substances for pain will be considered to be for a legitimate medical purpose if based
upon scientific knowledge of the treatment of pain, including intractable pain, and are not in
contravention of applicable state and federal law, and if prescribed, ordered, administered or
dispensed in compliance with the following guidelines where appropriate and as is necessary to
meet the individual needs of the patient.
A physician will be considered in compliance if: 53

a. The medication is prescribed after a documented patient history and physical
examination by the physician prescribing or providing the medication, which includes:
an assessment and consideration of the physical and psychological impact of the pain,
any patient history or potential for substance abuse, for coexisting diseases and
conditions and the prescience of a recognized medical indication for the use of a *3
dangerous drug or controlled substance.

b. If medications are prescribed pursuant to a written treatment plan tailored for &
the individual needs of the patient and if treatment progress and success can be k
evaluated with stated objectives such as pain relief and improved physical and
psychosocial function. Such a written treatment plan will consider pertinent medical 1

history and physical examination as well as the need for further testing, consultations,
referrals or the use of other treatment modalities.

c. The physician should discuss with the patient, significant other(s) or legal
guardian, if appropriate, the risks, i.c. narcotic bowel syndrome (information attached),
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addiction and other side effects in comparison to the benefits from the use of dangerous
and controlled substances.

d. The patient will be subject to documented periodic review of the care by the
physician at reasonable intervals and in view of the individual circumstances of the
patient in regard to progress toward reaching the stated objectives. The review will take
into consideration the course of medications prescribed; ordered, administered or
dispensed, as well as any new information about the etiology of the pain.

5
s

e. Complete and accurate records of the care provided are kept as set forth in a-
d, above. When controlled substances are prescribed, records are made which include
names, quantities prescribed, dosages and number of authorized refills. This record
takes into account that pain-affected patients with a history of substance abuse, or
patients who live in an environment that may pose a risk for medication misuse or
diversion, may require special consideration. Management of these patients may
warrant closer monitoring by the physician managing the pain and require consultation
} with appropriate health care professionals.

(= R |

4. A physician's decision not to adhere strictly to the provisions of number 3. above,
] will not if "good faith or cause” is shown, constitute grounds for board disciplinary action.
l Each case of prescribing for pain will be evaluated on an individual basis. The physician’s
conduct will be evaluated to a great extent by the treatment outcome, taking into account: 1/
! whether the drug used is medically or pharmacologically recognized to be appropriate for the
i diagnosis, 2/ the patient's individual needs, including any improvement in functioning, and 3/
recognizing that some types of pain cannot be completely relieved.

| 5. If the provisions set out in numbers 1-4, above, are met, and if all drug treatment is
properly documented, the board will consider such practices as prescribing in a therapeutic

i manngr, and as prescribing and practicing in 2 manner consistent with public health and
i welfare.

q 6. Quantity of pharmaceutical and chronicity of the prescription will be evaluated on
] the basis of the documented appropriate diagnosis and treatment of the recognized medical
indication. Documented persistence of the recognized medical indication, and properly
i documented follow-up evaluations with appropriate continuing care as set out in these
guidelines, will also be evaluated.

7. A physician may use any number of treatment modalities for the treatment of pain,
e including intractable pain, which are consistent with legitimate medical purposes.
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GEORGIA

Georgia Composite State Board of Medical Examiners

Source: Article provided by the Georgia Composite State Medical Board Examiners to
the PPSG

} : GEORGIA COMPOSITE STATE BOARD OF MEDICAL EXAMINERS

To All Doctors Licensed to Practice Medicine in Georgia:

If you don't have time to read this article now, we request that you read it later.

E Management of Prescribing with Emphasis on
. Addictive or Dependence-Producing Drugs

The Georgia Board of Medical Examiners is charged by law to protect the citizens of the State
from harmful physician management. A significant number of physicians who are asked to
appear before the Board are required to do so because of their lack of information about the
L management and responsibilities involved in prescribing controlled substances. Frequently, the
’ inadvertent offender is a physician with a warm heart and a desire to relieve pain and misery,
who is always pressed for time and finds himself prescribing controlled drugs on demand over
prolonged periods without adequate documentation. These are often for chronic ailments such
as headache, arthritis, old injuries, chronic orthopedic problems, backache and anxiety.
- (Terminal cancer pain management is not a consideration here.) The purpose of the Board of
| Medical Examiners in presenting the following information is to help licensed physicians in
Georgia consider and reevaluate their prescribing practice of controlled substances. Practicing
physicians who become new Board members have often mentioned the abrupt education they
received in their own prescribing patterns. Moreover, there have been many requests to the
Board from physicians for detailed information on prescribing in certain specific situations.

iaiaitt

It's not what you prescribe, but how well you manage the patient's care and document that
care in legible form, that's important.

: I The prescribing matters that come before the Board are almost always related to the
prescription of controlled substances. We feel that a majority of instances where physicians
. have been disciplined by the Board for prescribing practices could have been avoided

-4 completely if they followed the steps that are being outlined here.

To prevent any misunderstanding, it's necessary to state what the Board does not have.

1t does not have a list of "bad" or "disallowed" drugs. All formulary drugs are good if
prescribed and administered when properly indicated. Conversely, all drugs are ineffective,
dangerous, or even lethal when used inappropriately.

It does not have some magic formula for determining the dosage and duration of administration
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for any drug. These are aspects of prescribing that must be determined within the confines of
the individual clinical case, and continued under proper monitoring. What's good for one
patient may be insufficient or fatal for another.

What the Board does have is the expectation that physicians will create a record that shows:

-Proper indication for the use of drug or other therapy
-Monitoring of the patient where necessary

-The patient's response to therapy on follow-up visits
-All rationale for continuing or modifying the therapy

STEP ONE

First and foremost, before you prescribe anything, start with a diagnosis which is supported by
history and physical findings, and by the results of any appropriate tests. Too many times a
doctor is asked why he or she prescribed a particular drug, and the response is, "Because the
patient has arthritis." Then the doctor is asked, "How did you determined that?", and the
answer is "Because that's what the patient complained of". Nothing in the record or in the

doctor's recollection supports the diagnosis except the patient's assertion. Do a workup
sufficient to support a diagnosis, including all necessary tests.

STEP TWO

Create a treatment plan which includes the use of appropriate non-addictive modalities, and
make referrals to appropriate specialists, such as neurologists, orthopedists, psychiatrists, etc.
The results of the referral should be included in the patient's chart. b

STEP THREE
Before beginning a regimen of controlled drugs, make a determination through trial or through

a documented history that non-addictive modalities aren't appropriate or they don't work. A
finding of intolerance or allergy to Non Steroidal Anti Inflammatory Drugs is one thing, but the

assertion of the patient that, "Gosh, doc, nothing seems to work like that Percodan stuff!" is
quite another. Too many of the doctors the Board has seen have started a treatment program
with powerful controlled substances without ever considering other forms of treatment.

STEP FOUR

Make sure you are not dealing with a drug-seeking patient. If you know the patient, review the
prescription records in the patient's chart and discuss the patient's chemical history before
prescribing a controlled drug. If the patient is new or otherwise unknown to you, at a minimum

obtain an oral drug history, and discuss chemical use and family chemical history with the 4"3
patient. ;

STEP FIVE
It's a good idea to obtain the informed consent of the patient before using a drug that has the

potential to cause dependency problems. Take the time to explain the relative risks and benefits
of the drug and record in the chart the fact that this was done. When embarking on what

appears to be the long term use of a potentially addictive substance, it may be wise to hold a

family conference and explain the relative risks of dependency or addiction and what that may
mean to the patient and to the patient's family.

Refusal of the patient to permit a family conference may be significant information.
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STEP SIX

Maintain regular monitoring of the patient, including frequent physical monitoring. If the
regimen is for prolonged drug use, it is very important to monitor the patient for the root
condition which necessitates the drug, and for the side effects of the drug itself. This is true no
matter what type of controlled substance is used or what schedule it belongs to. Also,
remember that with certain conditions, drug holidays are appropriate. This allows you to check
to see whether the original symptoms recur when the drug is not given - indicating a continuing

|

legitimate need for the drug or whether withdrawal symptoms occur - indicating drug
% dependence.
'*! STEP SEVEN
o Make sure YOU are in control of the supply of the drug. To do this, at a minimum you must
keep detailed records of the type, dose, and amount of the drug prescribed. You must also
o monitor, record and personally control all refills. Do not authorize your office personnel to
; refill prescriptions without consulting you. One good way to accomplish this is to require the

patient to refum to obtain refill anthorization, at least part of the time. Records of cumulative
} dosage and average daily dosage are especially valuable. A thumbnail sketch of three cases
i - will illustrate our point here. In the first case, a physician prescribed Tussionex to a patient for
approximately five years for a cumulative dosage of nineteen and one half gallons. In the
i J} second case, a physician prescribed Tylenol 3's to a patient for slightly more than a year at the
average rate of 30 per day! The third case is very similar, except it was Tylenol 4's at the rate
of 20 per day. Somq quick observations:

-No physician who was aware of that kind of prescribing would have continued with it.
-Few, if any patients could have been consuming that much Tylenol with codeine. In all
| likelihood, they were selling it.

Another important part of controlling the supply of drugs is to check on whether the patient is
] obtaining drugs from other physicians. Checking with pharmacies and pharmacy chains may
i tell whether a patient is obtaining extra drugs or is doctor shopping. It is a felony in Georgia
for a patient to fail to disclose to his physician that he has received controlled substances of a
similar therapeutic use from another practitioner at the same time. If you are aware of this

occurring, contact your local police, the State Drugs and Narcotics Agency or the Board of
Medical Examiners.

STEP EIGHT

Maintaining regular contact with the patient's family is a valuable source of information on the

patient’s response to the therapy regimen, and may be much more accurate and objective than
# feedback from the patient alone.

The family is a much better source of information on behaviora! changes, especially
dysfunctional behavior, than is the patient. Dysfunctional changes may be observable when the
patient is taking the drug, or when the drug is withdrawn. These changes, at either time, may
be symptoms of the dependency or addiction.

The family is also a good source of information on whether the patient is obtaining drugs from
! other sources, or is self-medicating with other drugs or alcohol.

STEP NINE
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To reiterate, one of the most frequent problems faced by a physician when he or she comes
before the Board or other outside review bodies is inadequate records. It's entirely possible that
the doctor did everything correctly in managing a case, but without records which reflect all the
steps that went into the process, the job of demonstrating it to any outside reviewer becomes
many times more difficult. Luckily, thisisa problem which is solvable.

A

&L ANREE | BT
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IDAHO

Idaho State Board of Medical Examiners
Source: State Pamphlet entitled, “Guidelines Prescribing Opioids for Chronic Pain”,

Mar. 1997.
.
- Guidelines
,;-;_1 Prescribing Opioids for Chronic Pain
‘ Idaho State Board of Medicine
o P.O. Box 83720

1 Boise, ID 83720-0058

il The prescription of opioid medications, (narcotics), often poses a difficult problem for the
practitioner. The Board of Medicine remains concerned about the potential for abuse of
narcotics by those patients who use these medications for their mood altering or psychological
‘ l effects. At the same time the Board recognizes that effective pain management is one of the
most important benefits that moderm medicine can provide.

o Physicians should not hesitate to treat aggressively the pain of acute trauma, surgery, or
malignancy with narcotics. However, the use of narcotics for the treatment of chronic

1 nonmalignant pain is more problematic. Some patients may divert drugs for illicit use. On the

j other hand, there exists a subset of patients with chronic pain for which regular use of narcotics

is appropriate. In this group narcotics can provide safe and effective pain relief with little risk
of addiction or abuse.

Addiction 1s a behavioral syndrome characterized by psychological dependence and aberrant
drug-related behaviors, including drug seeking behavior. Addicts compulsively use drugs for
their psychological effects in spite of the attendant harm that may accompany their use.
Addiction does not invariably occur with continued use of narcotics and differs fundamentally

from tolerance and physical dependence which are normal physiological consequences of
chronic opioid therapy.

i

! Candidates for chronic opioid therapy need to be selected very carefully. Most important, a

1 cause for the chronic pain must be carefully sought. In all cases treatment of the root problem
should be attempted before consideration of chronic opioid therapy. Non-opioid medication

| alternatives should be utilized whenever possible. Consultation with an appropnately qualified

i specialist should precede institution of routine opioid therapy. The practitioner needs to be

aware that daily use of narcotics may, in fact, aggravate some chronic pain conditions.

When the patient is started on routine opioid treatment, the patient must be accountable and
must understand that the prescriptions will be carefully monitored. Aberrant drug seeking
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behaviors should not be tolerated. The doctor and patient must commit to regular office visits
to monitor for effectiveness of the treatment regimen and to screen for behaviors that may
suggest drug abuse. Legible and thoughtful documentation is mandatory.

The Board recommends that physicians pay particular attention to those patients who misuse
their prescriptions, partlcularly when the patient or family has a history of substance abuse that
could complicate pain management. The management of chronic nonmalignant pain requires
extra care and monitoring; as well as consultation with medical specialists; whose area of
expertise is substance abuse or pain management.

It is illegal to prescribe controlled substances solely to maintain narcotic addiction. However, a
under appropriate circumstances, physicians should not be reluctant to prescribe or administer :
controlled substances for patients with legitimate medical needs.

From time to time the Board may identify a pattern of controlled substance use that merits
further investigation. The Board will judge the appropriateness of prescribing on the basis of
the diagnosis and treatment of the patient documented in the patient record, not upon an
arbitrary perception of excessive prescribing.

Narcotic medications and other controlled substances are an important part of the modern

pharmacopoeia. A problem arises when they are prescribed, administered, or dispensed by a
physician without documented medical need.

B LB Lad
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IOWA

Iowa Administrative Code
653: Medical Examiners Board
Chapter 13: Standards of Practice and Professional Ethics

% 653--13.2(148,150,150A,272C) Standards of practice—prescribing or administering
- controlled substances for the treatment of patients with chronic, nonmalignant or
. intractable pain. This rule establishes standards of practice for the management of chronic,
1 nonmalignant or intractable pain. The purpose of the rule is to assist physicians who prescribe

and administer drugs to provide relief and eliminate suffering in patients with intractable pain
as defined in this rule. '

‘i 13.2(1) Definitions. As used in this subrule:
“American Academy of Pain Medicine” or “AAPM” means the American Medical
- Association-recognized specialty society of physicians who practice pain medicine in the
| United States. The mission of the AAPM is to enhance pain medicine practice by promoting a
climate conducive to the effective and efficient practice of pain medicine.

“American Pain Society” or “APS” means the national chapter of the International
Association for the Study of Pain, an organization composed of physicians, nurses,
psychologists, scientists and other professionals who have an interest in the study and treatment
: of pain. The mission of the APS is to serve people in pain by advancing research, education,
e treatment and professional practice.

“Chronic, nonmalignant or intractable pain” means persistent or episodic pain of a
duration or intensity that adversely affects the functioning or well-being of a patient. It is pain
that cannot be removed or otherwise treated in the generally accepted course of medical
practice subsequent to an evaluation by the attending physician and at least one other physician

| specializing in the treatment of the area, system, or organ perceived to be the source of the pain
’ for any of the following reasons: (1) no relief or cure for the cause of pain is possible; (2) no
relief or cure for the cause of pain has been found; or (3) relief or cure for the cause of pain
through other medical procedures would adversely affect the well-being of the patient.

“U.S. Agency for Health Care Policy and Research” or “AHCPR” means the agency
within the U.S. Department of Health and Human Services which is responsible for establishing
Clinical Practical Guidelines on various aspects of medical practice.

13.2(2) General provisions. Various controlled drugs, particularly opioid analgesics,

- can be safely and effectively utilized to control pain in certain patients. However, inappropriate
: prescribing of controlled substances can lead to, or accelerate, drug abuse and diversion.
Therefore, the medical management of pain shall be based on a thorough knowledge of pain
. assessment, pain treatment, and concern for the patient.
i a. Treatment of acute pain and intractable pain associated with malignancy. Physicians
may refer to the Clinical Practice Guidelines published by the U.S. AHCPR for counsel on the

proper treatment of acute pain associated with trauma, surgery, and certain medical procedures,
i and chronic pain associated with cancer. The AHCPR Clinical Practice Guidelines provide a
: sound, compassionate, and flexible approach to the management of pain in these patients.

b. Treatment of chronic, nonmalignant pain. The basic premise underlying this rule is
that various drugs, particularly opioid analgesics, may be useful for treating patients with
chronic, nonmalignant pain in a safe, effective, and efficient manner when other efforts to
remove or treat the pain have failed. The board strongly recommends that physicians who have
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reservations about the use of drugs in the treatment of chronic, nonmalignant pain consult: The
Use of Opioids for the Treatment of Chronic Pain: A Consensus Statement from the American
Academy of Pain Medicine and the American Pain Society (1997). Copies of the statement are

available from the AAPM, the APS, and the office of the board at 1209 East Court Avenue, Des
Moines, Towa 50319.

13.2(3) Effective chronic, nonmalignant pain management. To ensure that pain is
properly and promptly assessed and treated, a physician who prescribes or administers
controlled substances to a patient for the treatment of intractable pain shall exercise sound
clinical judgement by establishing an effective pain management plan in accordance with the
following:

a. Physical examination. A physical examination that includes a comprehensive
medical history shall be conducted prior to the initiation of treatment. The examination shall
also include an assessment of the pain, physical and psychological function, substance abuse
history and any underlying or coexisting conditions. The physician shall seek corroboration of
the assessment from an evaluation conducted by another physician who specializes in pain
medicine or the treatment of the area, system, or organ perceived to be the source of the pain.
Interdisciplinary evaluation is strongly encouraged.

b. Treatment plan. The physician shall establish a comprehensive treatment plan that
tailors drug therapy to the individual needs of the patient. To ensure proper evaluation of the T
success of the treatment, the plan shall clearly state the objectives of the treatment, for example,
pain relief, or improved physical or psychosocial functioning. The treatment plan shall also
indicate if any further diagnostic evaluations or treatments are planned and their purposes. The .
treatment plan shall also identify any treatment modalities and rehabilitation programs i
necessary to manage pain of differing etiologies or physical/psychosocial impairments. _

c. Informed consent. The physician shall discuss the risks and benefits of controlled .
substances with the patient or person representing the patient.

d. Periodic review. The physician shall periodically review the course of drug
treatment of the patient and the etiology of the pain. Modification or continuation of drug o]
therapy by the physician shall be dependent upon evaluation of the patient’s progress toward
the objectives established in the treatment plan. The physician shall consider the

=3

e

appropriateness of continuing drug therapy and the use of alternative treatment modalities if f

periodic reviews indicate the patient’s condition is not improving in accordance with the

treatment plan. )
e. Consultation/referral. The physician shall refer the patient for further evaluation and ]

treatment to another physician, if necessary, to meet the treatment plan objectives.

f. Records. The physician shall keep accurate, timely, and complete records that detail »
compliance with this subrule, including physical examination, treatment plan, informed 5}
consent, periodic review, consultation, and any other relevant information about the patient’s =
condition and treatment.

g. Physician-patient agreements. Physicians treating patients at risk for substance
abuse shall consider establishing physician-patient agreements that specify the rules for
medication use and the consequences for misuse. In preparing agreements, a physician shall

evaluate the case of each patient on its own merits, taking into account the nature of the risks to
the patient and the potential benefits of treatment.

13.2(4) Restrictions and limitations. No aspect of this rule shall be construed to
interfere with:

a. Federal and state laws and regulations governing the proper prescribing and
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administering of controlled substances;
b. Treatment of patients suffering from chronic malignant pain, such as patients cared
for in a hospice or other long-term care facility setting; or

c. Delivery of medical services to a patient as a result of trauma or a medical
emergency.

Adoption Date: 05/02/97
% Effective Date: 06/25/97
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LOUISIANA

Title 46 Professional and Occupational Standards
Part XLLV. Medical Professions,
Subpart 3. Practice

RULE

Department of Health and Hospitals
Board of Medical Examiners

Noncancer-Related Chronic or Intractable Pain
Medications (LAC 46:X1L.V.6915-6923)

Chapter 69. Prescription, Dispensation and Administration of Medications
Subchapter B. Medications Used in the Treatment of Noncancer-Related Chronic or
Intractable Pain
§6913. Scope of Subchapter

The rules of this Subchapter govern physician prescription, dispensation, administration or
other use of controlled substances employed in the treatment of noncancer-related chronic or
intractable pain.

§6917. Definitions
As used in this Subchapter, unless the content clearly states otherwise, the following terms
and phrases shall have the meanings specified:

Addiction--a compulsive disorder in which an individual becomes preoccupied with
obtaining and using a substance, despite adverse social, psychological and/or physical
consequences, the continued use of which results in a decreased quality of life.

Board--the Louisiana State Board of Medical Examiners.

Chronic Pain--pain which persists beyond the usual course of a disease, beyond the
expected time for healing from bodily trauma, or pain associated with a long-term incurable or
intractable medical illness or disease.

Controlled Substance--any substance defined, enumerated or included in federal or state
statute or regulations 21 CFR §§1308.11-15 or R.S. 40:964, or any substance which may
hereafter be designated as a controlled substance by amendment or supplementation of such
regulations and statute.

Diversion--the conveyance of a controlled substance to a person other than the person to
whom the drug was prescribed or dispensed by a physician.

Drug Abuse--a maladaptive or inappropriate use or overuse of a medication.

Intractable Pain--a chronic pain state in which the cause of the pain cannot be eliminated
or successfully treated without the use of controlled substance therapy and, which in the

renerally accepted course of medical practice, no cure of the cause of pain is possible or no
cure has been achieved after reasonable efforts towards such cure have been attempted and
documented in the patient's medical record.

Noncancer-Related Pain--that pain which is not directly related to symptomatic cancer.
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Physician--physicians and surgeons licensed by the board.

Protracted Basis--utilization of any controlled substance for the treatment of noncancer-
related chronic or intractable pain, for a period in excess of 12 weeks during any 12-month
period.

§6919. General Conditions/Prohibitions

The treatment of noncancer-related chronic or intractable pain with controlled substances
constitutes legitimate medical therapy when provided in the usual course of professional
medical practice and when fully documented in the patient's medical record. A physician duly
authorized to practice medicine in Louisiana and to prescribe controlled substances in this state
shall not, however, prescribe, dispense, administer, supply, sell, give or otherwise use for the
purpose of treating such pain, any controlled substance unless done in strict compliance with
applicable state and federal laws and the rules enumerated in this Subchapter.

§6921. Use of Controlled Substances, Limitations

A. Requisite Prior Conditions. In utilizing any controlled substance for the g
treatment of noncancer-related chronic or intractable pain on a protracted basis, a physician
shall comply with the following rules:

1. Evaluation of the Patient. Evaluation of the patient shall initially include a full history,
including complete medical, pain, alcohol and substance abuse histories, an assessment of the
impact of pain on the patient's physical and psychological functions, a review of previous )
diagnostic studies, previously utilized therapies, an assessment of coexisting illnesses, diseases 3
or conditions and a complete physical examination.

2. Medical Diagnosis. A medical diagnosis shall be established and fully documented in the

patient's medical .
record, which indicates not only the presence of noncancer-related chronic or intractable pain, L
but also the nature of the underlying disease and pain mechanism if such are determinable.

3. Treatment Plan. An individualized treatment plan shall be formulated and documented
in the patient's medical record, which includes medical justification for controlled substance s
therapy. Such plan shall include documentation that other medically reasonable alternative
treatments for relief of the patient's noncancer-related chronic or intractable pain have been &
offered or attempted without adequate or reasonable success. Such plan shall specify the
intended role of controlled substance therapy within the overall plan, which therapy shall be )
tatlored to the individual medical needs of each patient. r;

4. Patient Information. A physician shall ensure that the patient and/or his guardian is ;
informed of the benefits and risks of protracted controlled substance therapy.

B. Controlled Substance Therapy. Upon completion and satisfaction of the conditions
prescribed in Subsection A of this Section, and upon a physician's judgment that the
prescription, dispensation or administration of a controlled substance is medically warranted, a
physician shall adhere to the following rules: -9

1 . Assessment of Treatment Efficacy and Monitoring. Patients shall be seen by the physician
at appropriate regular and frequent intervals, of not more than 12 weeks, to assess the efficacy
of treatment, assure that controlled substance therapy remains indicated, and evaluate the
patient's progress toward treatment objectives and any adverse drug effects. During each visit,
attention shall be given to the possibility of decreased function or quality of life as a result of

controlled substance usage, as well as indications of possible addiction, drug abuse or
diversion.

o

2. Drug Screen. If a physician reasonably believes that the patient is suffering from addiction
or drug abuse or that he is diverting controlled substances, the physician shall obtain a drug

screen on the patient. It is within the physician's discretion to decide the nature of the screen
and which type of drug(s) to be screened.
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3. Responsibility for Treatment. A physician shall take primary responsibility for the
controlled substance therapy
employed by him in the treatment of a patient's noncancer-related chronic or intractable pain.
4. Consultation. Consultation with specialists may be warranted depending on the expertise
of a physician and the complexity of the presenting problem. If the patient is maintained on
controlled substance therapy on a protracted basis, the physician should either consult with one
or more specialists for additional evaluation and/or treatment in order to achieve treatment
objectives, or he should document in the patient's medical record the reason he has not obtained
such consultation. It is within the discretion of the physician to decide the level and type of
consultation which is believed to be medically warranted.
%! 5. Medications Employed. A physician shall document in the patient's medical record the
e medical necessity for the use of more than one type or schedule of controlled substance
employed in the management of a patient's noncancer-related chronic or intractable pain.
o 6. Treatment Records. A physician shall document and maintain in the patient's medical
; } record, accurate and complete records of all history, physical and other examinations and
evaluations, consultations, laboratory and diagnostic reports, treatment plans and objectives,
i controlled substance and other medication therapy, informed consents, periodic assessments
and reviews and the results of all other attempts at analgesia which he has employed alternative
to controlled substance therapy.
! 7. Documentation of Controlled Substance Therapy. At a minimum, a physician shall
i document in the patient's medical record the date, quantity, dosage, route, frequency of
administration, the number of controlled substance refills authorized, as well as the frequency
i of visits to obtain refills.
C. Termination of Controlled Substance Therapy. Evidence or behavioral indications of
addiction, drug abuse or diversion of controlled substances, shall be followed by tapering and
- discontinuation of controlled substance therapy and referrali to an addiction medicine specialist,
_; a pain management specialist, a psychiatrist, or other substance abuse specialist, or by an
immediate referral to an addiction medicine specialist, a pain management specialist, a
psychiatrist or other substance abuse specialist for treatment. Such therapy shall be reinitiated
only after referral to, and written concurrence of the medical necessity of continued controlled
substance therapy by an addiction medicine specialist, a pain management specialist, a
psychiatrist or other substance abuse specialist based upon his physical examination of the
L patient and a review of the referring, physician's medical record of the patient.
§6923. Effect of Violation
Any violation of or failure of compliance with the provisions of this Subchapter, §§6915-
6923, shall be deemed a violation of R.S. 37:1285(A)(6) and (14), providing cause for the
board to suspend or revoke, refuse to issue, or impose probationary or other restrictions on any

3 license held or applied for by a physician to practice medicine in the state of Louisiana culpable
i of such violation.

Delmar Rorison
Executive Director
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MARYLAND

Maryland Board of Physician Quality Assurance
Source: Maryland BPQA Newsletter, Vol. 4, num. 1, pp. 1-3, Mar. 1996.

PRESCRIBING CONTROLLED DRUGS

In a recent AMA survey of physicians, the majority of physicians responding reported that
their prescribing of controlled drugs was negatively influenced by a fear of licensing board sanc-
tions. The issue of prescribing adequate pain medication for the terminally ill, generally patients
with cancer, has received extensive attention. But what about patients with chronic noncancer
pain? Little has been done to alleviate physician anxiety that regularly prescribing controlled drugs
to such patients will result in the physician being accused of diverting drugs illegally or supporting

vy addictive patients in their habits. How can a physician both meet their patients' needs and avoid
coming to the attention of the licensing authorities?

! BPQA, by statute, has a minimum of eleven Board members who are actively practicing
B physicians. We see these patients in our offices, too, and we recognize that there are many
painful conditions which cannot be cured and that diagnoses may be totally based on

subjective symptoms. As physicians, our role is to relieve suffering; we may have no hard

-3 evidence that "proves" the patient is in pain, yet we believe our patients and we try to help
"~ them. All the members of BPQA wish to reassure Maryland physicians that they need not

3 under-prescribe needed medications for fear of Board action. Under-prescribing results in
! unnecessary suffering.

i But what about all those Board actions you've read about in which the doctors are sanc-
; tioned for "inappropriate" controlled dangerous substance prescribing practices? Were these phy-
sicians just trying to alleviate suffering with the end result that the Board sanctioned them? Hardly.
1 Most of the physicians charged under this provision of the Medical Practice Act were clearly acting
; in other than the best interest of their patients. Usually, obvious addicts were buying prescriptions
from the physicians and the transactions were disguised as office visits. Occasionally, truly naive
) physicians, once they have been targeted as "easy writes," attract every addict in town. All of us
: in practice occasionally have been duped by a patient in this way. But some physicians simply
don't recognize addiction. Usually, in addition to inappropriate prescribing, we find that the
physician's practice is substandard in multiple other areas. It is rare that an otherwise well-trained

j and competent physician is identified as a naive prescriber.

o Because the Board is concerned that fear of disciplinary action may lead to

1 inappropriately restrictive prescribing of controlled drugs, the following guidelines are offered
' by Dr. Charles Hobelmann Jr., who has served on the Board since 1991. Although the primary
, focus of his remarks is analgesic prescribing, these guidelines can be applied to every
prescribing and treatment situation. It’s just good medical practice spelled out, and it's how
the Board evaluates the delivery of all medical care, not just controlled drug prescribing. His
comments follow.

In order to help the physicians whose patients may require long-term analgesic
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medications, a common sense approach coupled with experience and medical knowledge is
essential. It is important to realize that habituation and tolerance to drugs are not the same as
addiction. These are expected consequences of long-term analgesic therapy and do not have the
characteristics of sociopathy and psychologic dependence associated with addiction. Whereas
it is inappropriate to prescribe analgesics to maintain addiction, it is good medical care to
provide relief from chronic pain even in the face of habituation and tolerance. Some general
uidelines may be helpful both in the management of these patients and in protecting one's self
from legal or Board action in prescribing for them. The following comments have been
adapted from published material of the Medical Board of California and provide a useful guide
in this area.

History and Physical Generally speaking, it is improper to prescribe any medication for any
patient without first taking the steps essential to evaluation. This is particularly true of the
chronic pain patients because other treatment modalities may be beneficial and because it is
important to recognize the addict who may complain of pain as a means to maintain a habit.
Prescribing narcotics without a documented evaluation always represents substandard care.

- B
Treatment Plan Just as treatment for diabetes or hypertension has a specific objective, so 3
should treatment for chronic pain. Frequently, the pain cannot be completely relieved but the

use of analgesic drugs may lead to an improved sense of well-being, better sleep or even a 4
return to work. The goal of analgesic therapy should be documented and the patient's progress i
measured against this goal.

Informed Consent Since long-term narcotic use will usually result in habituation and
tolerance, these risks should be discussed with the patient. Alternatives should be offered if
they exist and the clinical record should refer to the discussion. 3

Periodic Review The course of treatment and the meeting of therapeutic goals should be

periodically reviewed as is the case with any patient suffering from chronic disease.

Modification of treatment or its discontinuation should be considered depending upon how well

goals are being met. New information about the etiology of the pain or its treatment should be

evaluated. f

Consultation The complexity of chronic pain frequently requires evaluation by consultants
who may suggest alternatives or additions to therapy. This may be particularly true in the
patient who is at risk for drug misuse. The patient with a history of substance abuse requires
special care in documentation, evaluation and consultation before long-term opiate treatment
can be safely prescribed. Some pain management specialists recommend a written agreement g
with these and other patients before such therapy.

Records Adequate documentation is the key to management of these difficult patients and is
the key to protecting the physician from legal or Board action. Documentation of the steps
noted above should be recorded in a fashion that would allow another practitioner to understand
and follow through with treatment.

Finally, the physician who uses scheduled drugs should be familiar with federal and local laws
regulating their use. The U.S. Drug Enforcement Administration publishes a physicians'
manual and Maryland laws are available through the Board. The Board hopes that physicians
will use these guidelines to help them manage patients with chronic pain without fear of regula-
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tory scrutiny. At the same time, the Board maintains its commitment to prevent the diversion
and abuse of controlled substances.

Charles F. Hobelmann Jr., M.D.

 EE——

2 e

bt mils
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MASSACHUSETTS

Massachusetts Board of Registration in Medicine
Source: Prescribing Practices, Policy and Guidelines
Massachusetts Board of Registration in Medicine: 32-34, 1989

Management of Pain

- Physicians treating patieats who are suffering from pain should take precautions so that
j they are not engaging in the overmedication or undermedication of controlled substances. The

- Board is particularly disturbed by reports that terminally ill patients in chronic pain may not

; always be receiving the appropriate medication to alleviate their suffering in their final days.

} No patient should ever wish for death because of a physician's reluctance to use opioid

analgesics.

When faced with a patient who is in acute or chronic pain, physicians should consider
and explore appropriate alternatives to drug therapy, such as established pain clinics. Some
forms of pain, such as neuropathic pain, are not usually relieved by the use of narcotic
- analgesics and physicians should look for drugs which have been shown to be effective for that

] particular symptom.*' Somatic pain, on the hand, can often be effectively treated by analgesics
and physicians should make available to their patients the best and most effective drugs modern
: medical science has to offer.”” When they are used, opiates and opioids should be given in the
o smallest effective dose and as infrequently as possible to minimize the development of tolerance
" and physical dependence.

The Board does not wish to discourage physicians from prescribing strong analgesics to
relieve the suffering of patients who are in severe pain, both acute and chronic, such as the pain
of terminal cancer and postoperative pain. Opiates and opioids have legitimate clinical

g usefulness, and physicians should not hesitate to prescribe them when they are indicated for the
» comfort and well being of patients who require relief that cannot be provided by non-opiate
analgesics and alternative forms of therapy.” The Board recognizes that the danger of
addiction to analgesics may be relatively low when the patient has no history of addiction.

The Board also acknowledges that there is a distinction between maintaining a
dependency and patients becoming tolerant on pain medications. All patients probably develop
; tolerance and physical dependence to narcotic analgesics. When patients are receiving these

drugs for the treatment of legitimate pain, this rarely presents a problem. Problems arise in the
relatively small number of individuals who are prone to drug misuse where prescription
narcotics are used to promote and sustain drug addiction.

For further information on the appropriateness of prescribing narcotic analgesics to
patients in chronic pain, see the General Guidelines for Use of Narcotic Analgesics in Chronic

1 Pain written by Raymond Maciewicz, M.D., Ph.D., which are included in Attachment 1. The
i Board endorses these guidelines.

51. Address by Raymond Maciewicz. M.D., Ph.D., Massachusetts Medical Society "Current Issues in Prescribing Controlled Substances”

Canference, in Cambridge, Massachusetis. October 19, 1988. Dr. Maciewicz is an Associate Professor of Neurology (Neuroscience) at
: Harvard Medical School and a ber of the M h Medical Society's Committee on Public Health
J 52.1d.

53. See AMERICAN MEDICAL ASSOCIATION, PRESCRIBING CONTROLLED DRUGS SOURCE BOOK, 32-38 (1986)

Attachment 1.
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MASSACHUSETTS GENERAL HOSPITAL - HARVARD MEDICAL SCHOOL
CANCER PAIN CENTER . g

Raymond Maciewicz, M.D., Ph.D.

General Guidelines for Use of Narcotic Analeesics in Chronic Pai

Narcotic analgesics remain the most effective drugs for the management of moderate to
severe pain. The medications are generally well-tolerated, with relatively few side effects.
Probably all patients treated with narcotics will develop tolerance and physical dependance to
these medications; this rarely presents a problem for patients receiving such drugs for the
management of legitimate pain. However, in a small number of individuals prone to drug
abuse, prescription narcotics can promote and sustain drug addiction. This problem raises the
potential for diversion of prescription narcotic medications from legitimate pain management to
the maintenance of individuals who take these drugs for no indicated medical purpose.

Since the potential for diversion of prescription narcotics is a serious problem, there is a }
need for broad clinical guidelines to facilitate the appropriate use of such drugs in the
management of pain patients. For example, there is little disagreement among clinicians that 'Mi
patients with acute pain associated with significant injury (such as a broken bone or abdominal

surgery) should be managed temporarily with narcotics. Similarly, most physicians would
accept the idea that patients dying with a painful illness should have access to narcotics.

A more difficult area concern the use of narcotic medications in the management of _
patients with chronic pain not associated with cancer or other similar terminal illness. ]
Although there is little definitive data on the subject, there appears to be a greater potential for J
inappropriate use and diversion of narcotics in this patient population. Although narcotics _
probably do have a place in the management of certain patients with chronic pain, there are : {
currently few accepted guidelines for the appropriate use of such drugs in these situations. The
Massachusetts Medical Society Committee on Drugs and Therapeutics has considered this
issue, and proposes several principles that seem important when narcotics are prescribed on a : i
regular basis for patients with chronic pain. 1 §

1. Chronic pain patients receiving narcotics should have a carefully documented
medical condition as the cause of their pain.- The unsubstantiated statement “headache” or
“back pain” in a medical record should not be enough to justify chronic narcotic therapy.

2. The medical record should include some statement documenting the need for ‘}
continued narcotic therapy in a patient with chronic pain. Such a statement should state
specifically why other forms of treatment are less preferable in the specific case. : I

3. The factors that contribute to the development of chronic pain are complex.
Psychologic, pharmacologic, social and rehabilitation issues are all prominent concems in
addition to the obvious medical problem that produced the initial symptoms. Therefore it is
important that any pain patient on chronic narcotic therapy (usually greater than six
months) be evaluated by a specialists other than the prescribing physician. The consulting
physician should be a specialist in the area of the patient’s disease, or a specialist in !
management of chronic pain. The consultant should concur with the need for continued
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narcotics in each specific case.

4. Patients who receive narcotics should have their prescriptions documented in their
medical records. When patients receive prescriptions in excess of the prescribed amount (for

example, when a new prescription is issued a week early) the reason for the discrepancy should
be clearly documented in the medical record.

% 5. Social factors can contribute to diversion. The physician or his staff should

document the patient’s social situation adequately enough to be reasonablely assured that drug
diversion will not occur.

&j 6. Patients on narcotic therapy need to be seen and examined by the prescribing

) physician at regular intervals to determine whether the need for strong analgesics is still

%7 present. The frequency of visits involving direct patient-physician contact should be

‘] determined in each case by the nature of the underlying disease; however, any patient
receiving narcotics should be clinically reevaluated at least every four months.

By

There is a wide diversity of opinions about the appropriate use of narcotics in different
painful disorders. The Massachusetts Medical Society i i
acknowledges the validity and appropriateness of these various views. The above listed
guidelines are hopefully intended to reflect a broader consensus in an effort to facilitate the
careful, medical use of narcotic analgesics while limiting the potential for drug diversion.
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MINNESOTA

An Act

'rclating to health; allowing physicians to prescribe and administer controlled substances
in cases of intractable pain; proposing coding for new law in Minnesota Statutes, chapter 152.

BE IT ENACTED BY THE LEGISLATURE OF THE STATE OF MINNESOTA:

Section 1. 152.125 INTRACTABLE PAIN.

Subd. 1. DEFINITION. For purposes of this section, "intractable pain" means a pain
state in which the cause of the pain cannot be removed or otherwise treated with the consent of
the patient and in which, in the generally accepted course of medical practice, no relief or cure
of the cause of the pain is possible, or none has been found after reasonable efforts. Reasonable

efforts for relieving or curing the cause of the pain may be determined on the basis of, but are
' ! not limited to, the following:

(1) when treating a nonterminally ill patient for intractable pain, evaluation by the
attending physician and one or more physicians specializing in pain medicine or the treatment
| of the area, system, or organ of the body perceived as the source of the pain; or

(2) when treating a terminally ill patient, evaluation by the attending physician who
=4 does so in accordance with the level of care, skill, and treatment that would be recognized by a
; reasonably prudent physician under similar conditions and circumstances.

5 Subd. 2. PRESCRIPTION AND ADMINISTRATION OF CONTROLLED
SUBSTANCES FOR INTRACTABLE PAIN. Notwithstanding any other provision of this
chapter, a physician may prescribe or administer a controlled substance in schedules Il to V of
section 152.02 to an individual in the course of the physician's treatment of the individual for a
diagnosed condition causing intractable pain. No physician shall be subject to disciplinary
action by the board of medical practice for appropriately prescribing or administering a
controlled substance in schedules II to V of section 152.02 in the course of treatment of an
individual for intractable pain, provided the physician keeps accurate records of the purpose,
use, prescription, and disposal of controlled substances, writes accurate prescriptions, and
prescribes medications in conformance with chapter 147.

Subd. 3. LIMITS ON APPLICABILITY. This section does not apply to:

i (1) a physician's treatment of an individual for chemical dependency resulting from the
use of controlled substances in schedules II to V of section 152.02;

! (2) the prescription or administration of controlled substances in schedules II to V of
section 152.02 to an individual whom the physician knows to be using the controlled
substances for nontherapeutic purposes;

| (3) the prescription or administration of controlled substances in schedules II to V of

section 152.02 for the purpose of terminating the life of an individual having intractable pain;
or

(4) the prescription or administration of a controlled substance in schedules Il to V of

section 152.02 that is not a controlled substance approved by the United States Food and Drug
Administration for pain relief.
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. Subd. 4. NOTICE OF RISKS. Prior to treating an individual for intractable pain in
accordance with subdivision 2, a physician shall discuss with the individual the risks associated
with the controlled substances in schedules I to V of section 152.02 to be prescribed or
administered in the course of the physician's treatment of an individual, and document the
discussion in the individual's record.

Sec. 2. EFFECTIVE DATE.
Section 1 is effective the day following final enactment.

Presented to the governor May 8, 1997.
Approved May 9, 1997.

- |

fiee)

62

7000B0R219

PDD1701063983
NON-CONFIDENTIAL

PKY180284757

IN COMMONWEALTH OF KENTUCKY, EX REL. JACK CONWAY, ATTORNEY GENERAL v. PURDUE PHARMA L.P., ET AL.,
CIVIL ACTION NO. 07-CI-Ol 303 (PIKE COUNTY CIRCUIT COURT)

P-29975 _ 00063



MINNESOTA

Minnesota Board of Medical Examiners
Source: Minnesota Board of Medical Examiners, Update, Winter 1995, pp. 3-4

THE COMMON DENOMINATOR AND COMMON SENSE
A Letter to the Physicians of Minnesota by
David Kidder, D.O., President
Minnesota Board of Medical Practice

, As this letter goes to press, I will have chaired my last meeting of the Board of Medical

Practice, attended my last committee deliberation, and indeed completed the entirety of my

- official appointment to the Board.

During the past four years, I have had the privilege to participate in a number ofthe
Board’s successes. I think particularly of the Board’s work in creating the Health Professionals

Services Program, and the expansion of Physician Assistant’s scope of practice to include

authority to prescribe legend drugs. These past four years have also truly been an educational

experience for me, giving me great insight into practice issues which trouble the medical

profession, and the public at large, the inner workings of politics, both medical and otherwise,

and the basic elements of the human condition.

Of all of the issues which have been brought to me for consideration and resolution in
the past four years, the one which is simultaneously a matter of a troubling practice issue, a
political issue, and part of the human condition, is the prescribing of controlled substances.

Since the human condition is the common denominator to the practice and politics of
everything we engage in, I'll begin with that. It is the basic desire, and in fact, need, to believe,
i trust, and help others which leads people to become physicians. It is the basic urge to acquire
| substances of choice which drives people with addictive behaviors to deceive and manipulate
; those who wish to help them. Denial of an addiction, and, perversely, of life threatening
conditions, prevents people from seeking help for their misery, whether it be continued
substance abuse, or extreme pain from a malignant disease process. Fear, especially fear
generated by uncertainty, precipitates actions which may otherwise defy logic.

Here we have at least a portion of the dynamic which has created a practice anomaly
where, in the past, physicians have tended to over-prescribe controlled substances to patients
with benign conditions, and under-prescribe to patients with acute pain and intractable pain
resulting from malignant conditions.

It has been said that the greatest casualty in the war on drugs is the patient with cancer
pain or pain from some other malignant disease process. Worse, it appears that one of the
i reasons this is so, is the reluctance on the part of physicians to prescribe proper pain relieving
| drugs to such patients out of the mistaken belief that the Board of Medical Practice will
" discipline them for doing so. The fact is, the Board has never disciplined anyone for
‘ prescribing pain killers to cancer patients. However, in the general uncertainty within the
profession as to how to handle these drugs, the perception, no matter how erroneous, has
become the reality, despite the fact that it defies logic.

This issue has troubled every medical regulatory board in this country, and created great
controversy in the practicing communities and state government systems. Various boards have
formulated various means of dealing with the problem, however, if the truth be known, it all
boils down to a mixture of about 80% common sense, 15% experience, and 5% knowledge.
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The best statements of this mixture, which I have yet encountered, was recently
published by the California Board of Medical Practice. The California Board has graciously
allowed us to reprint their six step process here, and I believe it will be of great assistance to
you in your practice:

1. HISTORY/PHYSICAL EXAMINATION A medical history and physical
examination must be accomplished. This includes an assessment of the pain, physical and
psychological function, substance abuse history, assessment of underlying or coexisting
diseases or conditions, and should also include the presence of a recognized medical indication
for the use of a controlled substance. Prescribing controlled substances for intractable pain
[should also be accompanied by] evaluation by one or more specialists. :

2. TREATMENT PLAN, OBJECTIVES - The treatment plan should state
objectives by which treatment success can be evaluated, such as pain relief and/or improved
physical and psychological function, and indicate if any further diagnostic evaluations or other
treatments are planned. The physician should tailor drug therapy to the individual medical
needs of each patient. Several treatment modalities or a rehabilitation program may be
necessary if the pain has differing etiologies or is associated with physical and psychological
impairment. |

3. INFORMED CONSENT - The physician should discuss the risks and benefits of 1
the use of controlled substances with the patient or guardian. _ ,

4. PERIODIC REVIEW - The physician should periodically review the course of £
opioid treatment of the patient and any new information about the ctiology of the pain. |
Continuation or modification of opioid therapy depends on the physician's evaluation of
progress toward treatment objectives. If the patient has not improved, the physician should B
assess the appropriateness of continued opioid treatment or that of other modalities. » e

5. CONSULTATION - The physician should be willing to refer the patient as
necessary for additional evaluation and treatment in order to achieve treatment objectives. In B
addition, physicians should give special attention to those pain patients who are at risk for
misusing their medications, including those whose living arrangements pose a risk for
medication misuse or diversion. The management of pain in patients with a history of )
substance abuse requires extra care, monitoring, documentation and consultation with addiction
medicine specialists, and may entail the use of agreements between the provider and the patient
that specify the rules for medication use and consequences for misuse. i

6. RECORDS - The physician should keep accurate and complete records according to " ]
items 1-5 above, including the medical history and physical examination, other evaluations and
consultations, treatments, medications, agreements with the patient, and periodic reviews. 7

The California Board included a seventh point, which recommended that practitioners 2
become acquainted with the Physicians Manual of the U.S. Drug Enforcement Administration
and the appropniate local laws. This too, is common sense, and you can get copies of e
Minnesota’s laws by contacting the Board office. Other sources of useful information, :
especially if you have cancer patients in your practice, are the Cancer Information Service, at
1-800-4CANCER, and the Minnesota Cancer Pain Initiative, through Paula Sallmen, at (612)
863-4633. 1 would add that it is also common sense to make sure that we, as physicians, never
lose sight of those qualities in ourselves which caused us to become physicians; our trust, our
compassion, our belief in our fellow human kind, and our desire to help them. Please
remember that to best help them, it is sometimes necessary to insist firmly that they accept
medications which provide relief from otherwise excruciating pain, which can only rob them of
the strength and desire to go on combating the disease itself. However, in the case of the
patient suffering from an addictive disease process, it may be equally necessary to respond 10
requests for more drugs with a firm “No.”, and efforts to enter the patient into the appropriate
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form of treatment for an addictive disorder.

These past four years have been of great value to me. I sincerely hope they have been
of equal value to the medical profession of Minnesota, and to the public, which the Board of
Medical Practice was created to protect.
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MISSOURI

Missouri Revised Statutes
Title XXII: Occupations and Progress.
Chapter 334: Physicians and Surgeons - Therapists - Athletic Trainers

Section 334.105.

1. Sections 334.105 to 334.107 shall be known and may be cited as the “Intractable
Pain Treatment Act”.

2. For purposes of sections 334.105 and 334.107, the following terms mean:

(1) “Board”, the state board of registration for the healing arts;

(2) “Intractable pain”, a pain state in which the cause of pain cannot be removed or
otherwise treated and which in the generally accepted course of medical practice no relief or
cure of the cause of the pain is possible or none has been found after reasonable efforts that
have been documented in the physician’s medical records;

(3) “Physician”, physicians and surgeons licensed pursuant to this chapter by the board,

(4) “Therapeutic purpose”, the use of controlled substances in acceptable doses with
appropriate indication for the treatment of pain. Any other use is nontherapeutic.

Section 334.106

1. Notwithstanding any other provision of law to the contrary, a physician may
prescribe, administer or dispense controlled substances for a therapeutic purpose to a person
diagnosed and treated by a physician for a condition resulting in intractable pain, if such
diagnosis and treatment has been documented in the physician’s medical records. No physician
shall be subject to disciplinary action by the board solely for prescribing, administering or
dispensing controlied substances when prescribed, administered or dispensed for a therapeutic
purpose for a person diagnosed and treated by a physician for a condition resulting in
intractable pain, if such diagnosis and treatment has been documented in the physician’s
medical records.

2. The provisions of subsection 1 of this section shall not apply to those persons being
treated by a physician for chemical dependency because of their use of controlled substances
not related to the therapeutic purposes of treatment of intractable pain.

3. The provisions of subsection 1 of this section provide no authority to a physician to
prescribe, administer or dispense controlled substances to a person the physician knows or
should know to be using controlled substances which use is not related to the therapeutic
purpose.

4. Drug dependency or the possibility of drug dependency in and of itself is not a
reason to withhold or prohibit the prescribing, administering or dispensing of controlled
substances for the therapeutic purpose of treatment of a person for intractable pain, nor shall
dependency relating solely to such prescribing, administering or dispensing subject a physician
to disciplinary action by the board.

Section 334.107

Nothing in this section shall deny the right of the board to deny, revoke or suspend the
license of any physician or otherwise discipline any physician who:

(1) Prescribes, administers or dispenses a controlled substance that is nontherapeutic in
nature or nontherapeutic in the manner in which it is prescribed, administered or dispensed, or
fails to keep complete and accurate on-going records of the diagnosis and treatment plan;
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(2) Fails to keep complete and accurate records of controlled substances received,
prescribed, dispensed and administered, and disposal of drugs listed in the Missouri
comprehensive drug control act contained in chapter 195, RSMo, or of controlled substances
scheduled in the Federal Comprehensive Drug Abuse Prevention and Control Act of 1970, 21
U.S.C. 801, et seq. A physician shall keep records of controlled substances received,
prescribed, dispensed and administered, and disposal of these drugs shall include the date of -
receipt of the drugs, the sale or disposal of the drugs by the physician, the name and address of
the person receiving the drugs, and the reason for the disposal or the dispensing of the drugs to
the person,

(3) Writes false or fictitious prescriptions for controlled substances as defined in the
Missouri comprehensive drug control act, chapter 195, RSMo, or for controlled substances
scheduled in the Federal Comprehensive Drug Abuse Prevention and Control Act of 1970, 21
U.S.C. 801, et seq.; or

(4) Prescribes or administers, or dispenses in a manner which is inconsistent with
provisions of the Missouri drug control act contained in chapter 195, RSMo, or the Federal
Comprehensive Drug Abuse Prevention and Control Act of 1970, 21 U.S.C. 801, et seq.

(L. 1995 S.B. 125 § 334.106 subsec. 5) ]
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MONTANA

Montana State Board of Medical Examiners
Source: Montana Medical Association Bulletin, Vol. 51, num. 1, March 15, 1996, pp. 3-4

MANAGEMENT OF CHRONIC PAIN

STATEMENT ON THE USE QF CONTROLLED
SUBSTANCES IN THE TREATMENT OF INTRACTABLE PAIN

The Montana Board of Medical Examiners continues to be concerned about the use of

controlled substances by individuals who seek them for their mood-altering and addictive

potential rather than legitimate medical reasons. However, the Board is also concerned about

% adequate pain management. The Board recognizes that pain from whatever cause is often under

B treated. The Board is aware that there are a number of factors that continue to interfere with
effective pain management. These include exaggerated fears of opioid side effects including

i addiction, fear of legal consequences when controlled substances are used, low priority of

3 proper pain management in our health care system, and the lack of integration of current
knowledge concerning pain management into medical education and clinical practice.

“q The Board seeks to assure that no Montanan requiring narcotics for pain relief is denied them
because of a physician's real or perceived fear that the Board of Medical Examiners will take
" ‘ disciplinary action based solely on the use of narcotics to relieve pain. While improper use of
| narcotics, like any improper medical care, will continue to be a concern of the Board, the Board
is aware that treatment of malignant and especially nonmalignant pain is a very difficult task.
! The Board does not want to be a hindrance to the proper use of opioid analgesics. Treatment of
i chronic pain is multifactorial and certainly treatment with modalities other than opioid
' analgesics should be utilized, usually before long term opioids are prescribed. Use of new or
] alternative types of treatment should always be considered for intractable pain periodically, in
4 attempts to either cease opioid medications or reduce their use.

] The proper use of opioid analgesics for chronic pain must involve certain elements, which are
] also consistent with any quality medical care. The following guidelines will help assure the
roper use of these medications for chronic pain and minimize the improper use:
prop

GUIDELINES FOR PRESCRIBING OPIOID ANALGESICS FOR CHRONIC PAIN

] 1. Thorough history and physical examination. Included in the history is assessment of the
etiology of pain, physical and psychological function of the patient, substance abuse history,
other treatments that have been attempted to control the patient’s level of pain, identification of
underlying or coexisting diseases or conditions and, as much as possible, statements by all

treating physicians that the patient's pain is intractable and not controlled by other than the use
of opioid analgesics.

2. Treatment plan, A thoroughly documented, written treatment plan should be established and
should include how treatment success will be evaluated, such as pain relief and improved
: physical or psychological functioning. Several treatment modalities should be utilized in most
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cases and should be done concurrently with the use of opiates. Periodic review by the

physician should be accomplished to determine that there are no other appropriate treatment :
methods that would then be of additional benefit to the patient. @

3. Informed consent. The physician should discuss the risks and benefits of the use of

controlled substances with the patient and/or guardian and this should be accomplished on an .
ongoing basis, not just at the initiation of treatment.

4. Appropriate referral. If treatment objectives are not being realized or if patients appear to be

at nsk for misuse of medications, referral should be made to appropriate specialists including
addiction specialists and chronic pain specialists.

5. Documentation. All the above recommendations and guidelines should be recorded
accurately and completely in the patient's medical record.

We hope that the above statements and guidelines will help reverse the trend of under treatment
of intractable pain, and that they will facilitate the more appropriate use of controlled
substances by duly licensed practitioners with prescriptive authority in the State of Montana. ' ]

-Montana Board of Medical Examiners, March 15, 1996
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NEVADA

Nevada Revised Statutes
Professions, Occupations, and Businesses
Chapter 630: Physicians and Assistants

Section 630.3066

A physician is not subject to disciplinary action solely for prescribing or administering to a
b B patient under his care:

1. Amygdalin (laetrile), if the patient has consented in writing to the use of the
& substance.
?4 2. Procaine hydrochloride with preservatives and stabilizers (Gerovital H3).

3. A controlled substance which is listed in schedule II, ITI, IV or V by the state
™ board of pharmacy pursuant to NRS 453.146, if the controlled substance is
v d lawfully prescribed or administered for the treatment of intractable pain in

accordance with accepted standards for the practice of medicine. (1977, p. 1647,
1983, p. 337; 1995, ch.520, § 3, p. 1734.)

Chapter 633: Osteopathic Medicine

i Section 633.521

An osteopathic physician is not subject to disciplinary action solely for prescribing or
adiministering to a patient under his care:

1. Amygdalin (laetrile), if the patient has consented to the use of the substance.
1 2. Procaine hydrochloride with preservatives and stabilizers (Gerovital H3).
o3 A controlled substance which is listed in schedule II, III, IV or V by the state
‘ board of pharmacy pursuant to NRS 453.146, if the controlled substance is
lawfully prescribed or administered for the treatment of intractable pain in

accordance with accepted standards for the practice of osteopathic medicine.
(1977, p. 1647; 1983, p. 337; 1995, ch. 520, § 4, p. 1734.)
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NEVADA

Nevada Administrative Code
Chapter 630: Physicians and Assistants

630.255 “Intractable pain” interpreted. For the purposes of NRS 630.3066,
“intractable pain” means a condition of discomfort for which the cause cannot be removed or
otherwise treated and for which a method of providing relief, or of which a cure for the cause,
has not been found after reasonable efforts have been taken in accordance with accepted
standards for the practice of medicine, including, but not limited to, evaluation by an attending
physician and one or more physicians specializing in the treatment of the area, system, or organ
of the body which is believed to be the source of the discomfort.

(Added to NAC by Bd. of Medical Exam’rs, eff. 7-18-96)

i
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NEW JERSEY

New Jersey Administrative Code

Title 8. Department of Health

Chapter 65. Controlled Dangerous Substances

Subchapter 7. Prescription Requirements for Controlled
Dangerous Substances

8:65-7.7 Administering or dispensing of narcotic drugs

(¢): This section is not intended to impose any limitations on a physician or authorized
hospital staff to administer or dispense narcotic drugs in a hospital to maintain or detoxify a
person as an incidental adjunct to medical or surgical treatment of conditions other than
addiction, or to administer or dispense narcotic drugs to persons with intractable pain in which
no relief or cure is possible or none has been found after reasonable efforts.
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NEW MEXICO

New Mexico Board of Medical Examiners

Source: Newsletter: Information & Report, Board of Medical Examiners, Vol. 2, num 1. July
1997

GUIDELINES ON PRESCRIBING FOR PAIN
GENERAL STATEMENT

! As the demand for better pain management grows in the United States, the public is taking an
interest in policies that govern the medical use of opioid analgesics for people with chronic
pain. The use of opioids in acute pain and cancer pain is well accepted. It is recognized that
some dangerous (prescription) drugs and/or controlled substances are indicated for the
treatment of pain and are useful for relieving and controlling other related symptoms from
which patients may suffer. These guidelines have been prepared to assist New Mexico
physicians to avoid action being taken against their license for injudicious prescribing. Itis the
position of the New Mexico Board of Medical Examiners that under certain circumnstances,
dangerous drugs and/or controlled substances may be prescribed for the treatment of chronic
pain in adequate doses and for appropriate lengths of time after a thorough medical evaluation
has been completed. No physician shall be subject to disciplinary action by the Board for
appropriately prescribing controlled substances for acute pain of limited duration or for chronic
pain due to incurable malignancies. Addicts can be the legitimate victims of pain, independent
from their addiction, and can have genuine problems which need to be addressed. Although it

! is appropriate to prescribe for pain control, extra diligence must be exercised with such patients.
i Addicts cannot be treated with controlled substances for their addiction, unless the treatment is
in compliance with federal laws.

i
i

[P

DEFINITIONS:
The following terms are defined as they are used in this text:
. Intractable pain - A term which generally refers to a pain state in which the cause cannot be
3 removed or otherwise treated and, after reasonable efforts, no relief or cure has
been found. It includes pain due to cancer as well as to other chronic disease.
| Addict - A person who is addicted to narcotics, controlled substances or dangerous drugs.
j Drug Abuser - A person who takes a drug or drugs for other than legitimate medical purposes.

i GUIDELINES

The following guidelines will be used by the New Mexico Board of Medical Examiners to
’ | determine whether a physician’s conduct violates the Medical Practice Act (§61-6-15D. (17)
; and (26).

1. The treatment of pain with dangerous drugs and/or controlled substances is a legitimate
medical procedure when done in the usual course of professional practice. It does not
preclude treatment of addicts with legitimate pain. However, such patients do require
very close monitoring and precise documentation.

| 2. This section and subsections (A) through (E) refer specifically to the management of

chronic or intractable pain not due to malignancy, and could be used for management of
any pain problem:
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(A)

(B)

©

D)

(E)

The prescribing, ordering, administering or dispensing of dangerous drugs or controlled
substances to meet the individual needs of the patient for management of chronic or
intractable pain is appropriate if prescribed, ordered, administered or dispensed in
compliance with the following:

A physician shall document the medical history including any previous history of
significant pain, past history of alternate treatment for pain, potential for substance
abuse, coexisting disease or medical conditions, and the presence of a medical
indication for use of a dangerous drug or controlled substance. A physician shall
complete a physical examination and include an evaluation of the patlent s
psychological status;

A written treatment plan should be developed and tailored to the individual needs of the
patient with stated objectives by which treatment can be evaluated, i.c., pain relief
and/or improved physical and psychosocial function. Such a plan should include the
need for further testing, consultation, referral or use of the other treatment modalities;
The physician should discuss the risks and benefits of using controlled substances with
the patient and/or guardian;

Complete and accurate records of care provided and drugs prescribed should be
maintained. When controlled substances are prescribed, the name of the drug, quantity,
prescribed dosage and number of refills authorized should be recorded. Patients with a
history of substance abuse or who are in an environment posing a high risk for misuse
or diversion of drugs (e.g., living with a drug abuser, living or working in a place where
drugs are available) may require special consideration.

The management of patients needing chronic pain control requires monitoring by the
physician. In addition, a physician should consult with health care professionals who
are experienced (by the length and type of their practice) in the area of chronic pain
control; such professionals need not be those who specialize in pain control.
Consultation should occur early in the course of long term treatment, and at reasonable
intervals during continued long term treatment for assessment of benefit and need. It is
especially important, when treating addicts for legitimate pain apart from their
addiction, to obtain consultation and to set a schedule for reevaluation at appropriate
time intervals.

The quantity of pharmaceuticals prescribed and the duration of their use will be
evaluated by the Board on the basis of an appropriate diagnosis and treatment of a
recognized medical indication and documented persistence of the recognized medical
indication and a documented follow-up evaluation with appropriate continuity of care.
If a physician complies with the provisions as set out in paragraphs 1, 2, and 3, and if
drug treatment 1s documented, the Board will consider this in determining whether the
practice and prescribing is in a therapeutic manner consistent with the proper provision
of health care in New Mexico. A licensed physician who appropriately prescribes
controlled substances and dangerous drugs, and who follows these “Guidelines for
Prescribing for Pain” would not usually be subject to discipline by the Board.

Prepared by the Board of Medical Examiners, Advisory Committee Members:

JoAnn Levitt, M.D., Joan Lewis, M.D., Julia Pfile, M.D., Fredrica E. Smith, M.D.
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NORTH CAROLINA

North Carolina Board of Medical Examiners
Source: Forum, num. 4, December, 1996
Adopted: September 13, 1996

% NCMB Position Statement

:} MANAGEMENT OF CHRONIC NON-MALIGNANT PAIN

It has become increasingly apparent to physicians and their patients that the use of effective
pain management has not kept pace with other advances in medical practice. There are several
factors that have contributed to this. These include a history of relatively low priority given
pain management in our health care system, the incomplete integration of current knowledge in
medical education and clinical practice, a sparsity of practitioners specifically trained in pain
management, and the fear of legal consequences when controlled substances are used--fear
shared by physician and patient.

There are three general categories of pain.

[ Srgvenng]

. 7 i

! Acute Pain is associated with surgery, trauma and acute illness. It has received its

i share of attention by physicians, its treatment by various means is widely accepted by
patients, and it has been addressed in guidelines issued by the Agency for Health

i Care Policy and Research of the U.S. Department of Health and Human Services.

Cancer Pain has been receiving greater attention and more enlightened treatment by
- physicians and patients, particularly since development of the hospice movement. It
; has also been addressed in AHCPR guidelines.

| Chronic Non-Malignant Pain is often difficult to diagnose, often intractable, and
= often under treated. It is the management of chronic non-malignant pain on which
the North Carolina Medical Board wishes to focus attention in this position
statement.

9The North Carolina Medical Board recognizes that many strategies exist for treating chronic
i non-malignant pain. Because such pain may have many causes and perpetuating factors,
; ] treatment will vary from behavioral and rehabilitation approaches to the use of a number of
medications, including opioids. Specialty groups in the field point out that most chronic non-
] malignant pain is best managed in a coordinated way, using a number of strategies in concert.
Inadequate management of such pain is not uncommon, however, despite the availability of
safe and effective treatments.

The Board is aware that some physicians avoid prescribing controlled substances such as
opioids in treating chronic non-malignant pain. While it does not suggest those physicians
abandon their reservations or professional judgement about using opioids in such situations,

! neither does the Board wish to be an obstacle to proper and effective management of chronic
g pain by physicians. It should be understood that the Board recognizes opioids can be an
appropriate treatment for chronic pain.
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® [t is the position of the North Carolina Medical Board that effective management of chronic
pain should include:
sthorough documentation of all aspects of the patient’s assessment and care;
®a thorough history and physical examination, including a drug and pain history;
@appropriate studies;
®a working diagnosis and treatment plan;
'Ma rationale for the treatment selected;
meducation of the patient;
Sclear understanding by the patient and physician of methods and goals of treatment;
=3 specific follow-up protocol, which must be adhered to;
®regular assessment of treatment efficacy;
®mconsultation with specialist in pain medicine, when warranted; and
suse of a multidisciplinary approach, when indicated. %

8 The Board expects physicians using controlled substances in the management of chronic
pain to be familiar with conditions such as: ’ i
mphysical dependence; ]
®respiratory depression and other side effects;
Stolerance;
maddiction; and
®pseudo addiction.
There is an abundance of literature available on these topics and on the effective :
management of pain. The physician’s knowledge should be regularly updated in these id
areas.

,‘w.
el

® No physician need fear reprisals from the Board for appropriately prescribing, as described ;
above, even large amounts of controlled substances indefinitely for chronic non-malignant
pain.

=  Nothing in this statement should be construed as advocating the imprudent use of controlled
substances. <]
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NORTH DAKOTA

North Dakota Century Code
Chapter 19-03.3
Controlled Substances for Care & Treatment

Section 19-03.3-01. As used in this chapter, unless the context otherwise requires:

: 1. “Board” means the state board of medical examiners.
i 2. “Intractable pain” means a pain state in which the cause of the pain cannot be removed
or otherwise treated and which in the generally accepted course of medical practice no
* relief or cure of the cause of the pain is possible or none has been found after reasonable
fc**i efforts.

1

3

3. “Physician” means a physician licensed by the board.

Source: S.L. 1995, ch. 218,§ 1.
Effective Date. This section became effective August 1, 1995.

Section 19-03.3-02. Notwithstanding any other provision of law, a physician may prescribe
or administer controlled substances to a patient in the course of the physician’s treatment of the
patient for intractable pain. A physician shall keep records of purchases and disposals of
2 controlled substances prescribed or administered under this section. The records must include
the date of purchase, the date of sale or administration by the physician, the name and address

X of the patient, and the reason for the prescribing or the administering of the substances to the
» patient.

£ Source: S.L. 1995, ch. 218, § 2.
B Effective Date. This section became effective August 1, 1995.

! Section 19-03.3-03. No hospital or health care facility may forbid or restrict the use of
controlled substances when prescribed or administered by a physician having staff privileges at

! that hospital or health care facility for a patient diagnosed and treated by a physician for
B intractable pain.

£ Source: S.L. 1995, ch. 218, § 3.
: Effective Date. This section became effective August 1, 1995.

il Section 19-03.3-04. The board may not discipline a physician for prescribing or
administering controlled substances in the course of treatment of a patient for intractable pain
under this chapter.

Source: S.L. 1995, ch. 218, § 4.
Effective Date. This section became effective August 1, 1995.

Section 19-03.3-05. This chapter does not apply to a person being treated by a physician
for chemical dependency because of the person’s use of controlled substances. This chapter
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does not authorize a physician to prescribe or administer controlled substances to a person the
physician knows is using controlled substances for nontherapeutic purposes. A person to whom
controlled substances are prescribed or administered for intractable pain is not exempt from
section 39-08-01 or 39-20-04.1.

Source: S.L. 1995, ch. 218, § 5.
Effective Date. This section became effective August 1, 1995.

Section 19-03.3-06. This chapter does not limit the authority of the board to cancel, revoke,
or suspend the license of any physician who:
1. Prescribes or administers a drug or treatment that is nontherapeutlc in nature or
nontherapeutic in the manner the drug or treatment is administered or prescribed.
2. Fails to keep complete and accurate records of purchases and disposals of controlled

substances listed in chapter 19-03.1.
3. Writes false or ficticious prescriptions for controlled substances scheduled in chapter ’
19-03.1. 5,1
Source: S.L. 1995, ch. 218, § 6. .

Effective Date. This section became effective August 1, 1995.

. 1
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OHIO

: 122nd General Assembly
% Substitute House Bill Number 187
% An Act

To enact sections 4731.052 and 4731.283 of the Revised Code regarding the authority of
physicians to prescribe,
- dispense, and administer dangerous drugs for management of intractable pain.

Be it enacted by the general Assembly of the State of Ohio:

SECTION 1. That sections 4731.052 and 4731.283 of the Revised Code be enacted to read
as follows:
Sec. 4731.052. (A) as used in this section:
| (1) "Dangerous drug" has the same meaning as in section 4729.02 of the revised code.
i (2) "Intractable pain" means a state of pain that is determined, after reasonable medical
efforts have been made to relieve the pain or cure its cause, to have a cause for which no
i treatment or cure is possible or for which none has been found.
(3) "Physician" means an individual authorized under this chapter to practice medicine and
surgery or osteopathic medicine and surgery.
i (B) the state medical board shall adopt rules in accordance with chapter 119. Of the
revised code that establish standards and procedures to be followed by physicians in the
diagnosis and treatment of intractable pain, including standards for managing intractable pain
! by prescribing, dispensing, or administering dangerous drugs in amounts or combinations that
may not be appropriate when treating other medical conditions. In developing the rules, the
i board shall consult with and permit review by physicians who are experienced in the diagnosis
} and treatment of intractable pain. ;
; (C) when a physician diagnoses an individual as having intractable pain, the physician may
treat the pain by managing it with dangerous drugs in amounts or combinations that may not be
i appropriate when treating other medical conditions. The physician's diagnosis shall be made
after having the individual evaluated by one or more other physicians who specialize in the
treatment of the area, system, or organ of the body perceived as the source of the pain. The
o physician's diagnosis and treatment decisions shall be made according to accepted and
& prevailing standards for medical care. The physician shall maintain a record of all of the
following:
| (1) medical history and physical examination of the individual;
j (2) the diagnosis of intractable pain, including signs, symptoms, and causes;
(3) the plan of treatment proposed, the patient's response to treatment, and any
| modification to the plan of treatment;
i (4) the dates on which dangerous drugs were prescribed, dispensed, or administered, the
name and address of the individual to or for whom the dangerous drugs were prescribed,
dispensed, or administered, and the amounts and dosage forms for the dangerous drugs
prescribed, dispensed, or administered;
(5) acopy of the report made by the physician or the physician to whom referral for
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evaluation was made under this division.

(D) aphysician who treats intractable pain by managing it with dangerous drugs is not
subject to disciplinary action by the board under section 4731.22 of the revised code solely
because the physician treated the intractable pain with dangerous drugs. The physician is
subject to disciplinary action only if the dangerous drugs are not prescribed, administered, or
dispensed in accordance with this section and the rules adopted under it.

Sec. 4731.283. Not later than ninety days after the effective date of this section, the state
medical board shall approve one or more continuing medical education courses of study
included within the programs certified by the Ohio State Medical Association and the Ohio
Osteopathic Association pursuant to section 4731.281 of the revised code that assist doctors of
medicine and doctors of osteopathic medicine in diagnosing and treating intractable pain, as
defined in section 4731.052 of the revised code.
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OHIO

State Medical Board of Ohio
Source: Your Report, Spring-Summer 1994, pp. 3-5

STATE MEDICAL BOARD OF OHIO - POSITION PAPER

SCHEDULED DRUG THERAPY
INCLUDING NARCOTICS FOR CHRONIC BENIGN PAIN
June 14, 1995
Revised August 14, 1996

Background

Historically, Chronic Benign Pain (subsequently referred to as CBP, and sometimes termed
non-malignant pain) is a difficult medical problem to manage. For physicians and health care
workers whose goal is to relieve pain and suffering, CBP management can be frustrating and
hazardous. For the physician, the risks include failing to control pain, failing to return an
individual to a more normal life, and contributing to patient dependence. For the patient, the
nisk is continued pain and suffering, and drug addiction.

Scheduled drugs, including opiates, can be appropriately used for treatment of CBP. Yet
physicians may be reluctant to prescribe potentially addictive analgesics, fearing that law
enforcement agencies and the State Medical Board will prosecute them. No such fear should
exist with appropriate and legitimate use. The State Medical Board of Ohio has developed this
position on CBP management to guide both the physician and the patient.

Definiti

Chronic benign pain (CBP) defined, for purposes of this position paper, is long-standing pain
not associated with malignancy or acute pain caused by trauma, surgery, infection or other
factors. However, these and other pain sources, such as sprains or twists, may symptomatically

persist to become CBP. The intensity will vary from mild to severe disabling pain that may
significantly reduce quality of life.

Diagnosis

A diagnosis of CBP is established by a careful and complete history and physical examination,
diagnostic studies, and appropriate consultation.

Treatment
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There are many effective treatment methods for CBP, including, but not limited to:

-mild analgesic such as caffeine-free acetylsalitic acid (aspirin) and acetaminophen
(Tylenol)

- nonsteroidal anti-inflammatory compounds

-antidepressants

-anticonvulsants

-physical therapy

-manipulative therapy (including osteopathic)

-transcutaneous nerve stimulation (TENS)

-nerve block

-mild analgesics with caffeine (non-narcotic)

-psychiatric care or psychological counseling

-biofeedback relaxation techniques.

-surgical techniques

SCHEDULED DRUGS

Some patients are refractory to treatment programs and require scheduled medications,
including narcotics, to allow an acceptable quality of life. When narcotic therapy is necessary to
control pain, the patient must be carefully managed to reduce the risk of developing addiction
and to assure that treatment goals are met. The Medical Board has adopted the following

guidelines for managing chronic benign pain when it has been determined that narcotics and
other scheduled substances are needed for pain control.

1. The diagnosis of CBP is established through a history and physical examination and
appropriate diagnostic studies. The examination includes a documented assessment of
pain, physical and psychological function and other medical and psychological problems,
as a baseline for management, which includes scheduled drugs.

2. Evidence of p‘revious substance abuse or an addictive personality should be considered
in the treatment plan.

3. There'is documentation that pain cannot be adequately controlled by other treatment
methods such as, but not limited to:

Behavior modification

Non-narcotic medications

Physical therapy

TENS

Manipulation

Other forms of recognized treatment

mo a0 o

4. An appropriate drug should be chosen that has the fewest side effects and the least
chance of causing addiction or tolerance.

5. There should be evidence of informed patient consent with respect to the risks and
benefits of the therapy and drugs utilized.
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6. The medication dosage, the route administered and the amount dispensed or prescribed
is precisely and clearly documented.

7. The patient is evaluated at regular intervals, based on the stability of the disorder. That
review includes:

a. An evaluation of the effectiveness of treatment, including medication, in
controlling the patient’s pain.

b. Verification of the patient’s compliance with medical directions.

c. Consultation with pain management specialists and other consultants if
indicated.

d. Follow-up and update of the treatment plan as needed. Continuation or
modification of the drug treatment depends on the patient’s progress toward the
‘ treatment objectives. Without progress, the physician should assess the
4 appropriateness of continued therapy.

8. The physician maintains an accurate and complete clinical record.

9. The treating physician is licensed in the State of Ohio and obeys all State and Federal
laws conceming the practice of medicine.

1
3

85

7000806242

PDD1701064006
NON-CONFIDENTIAL

PKY180284780

IN COMMONWEALTH OF KENTUCKY, EX REL. JACK CONWAY, ATTORNEY GENERAL v. PURDUE PHARMA L.P., ET AL.,
CIVIL ACTION NO. 07-CI-Ol 303 (PIKE COUNTY CIRCUIT COURT)

P-29975 _ 00086



7000806243
PDD1701064007

86

NON-CONFIDENTIAL

PKY 180284781

IN COMMONWEALTH OF KENTUCKY, EX REL. JACK CONWAY, ATTORNEY GENERAL v. PURDUE PHARMA L.P., ET AL.,
CIVIL ACTION NO. 07-CI-Ol 303 (PIKE COUNTY CIRCUIT COURT)

P-29975 _ 00087



OKLAHOMA

Oklahoma Board of Medical Licensure and Supervision

OKLAHOMA BOARD OF MEDICAL LICENSURE AND SUPERVISION
GUIDELINES FOR PRESCRIBING CONTROLLED SUBSTANCES
FOR INTRACTABLE PAIN

1. HISTORY PHYSICAL EXAMINATION

A medical history and physical examination must be accomplished. This includes an
assessment of the pain, physical and psychological function, substance abuse history,
assessment of underlying or coexisting diseases or conditions, and should also include the
presence of a recognized medical indication for the use of a controlled substance. Prescribing

controlled substances for intractable pain in Oklahoma also requires evaluation by one or more
specialists.

2. TREATMENT PLAN, OBJECTIVES

The treatment plan should state objectives by which treatment success can be evaluated,
such as pain relief and/or improved physical and psychosocial function, and indicate if any
further diagnostic evaluations or other treatments are planned. The physician should tailor drug
therapy to the individual medical needs of each patient. Several treatment modalities or a

rehabilitation program may be necessary if the pain has differing etiologies or is associated with
physical and psychosocial impairment.

3. INFORMED CONSENT

The physician should discuss the risks and benefits of the use of controlled substances with
the patient or guardian.

4. PERIODIC REVIEW

The physician should periodically review the course of opioid treatment of the patient and
any new information about the etiology of the pain. Continuation or modification of opioid
therapy depends on the physician’s evaluation of progress toward treatment objectives. If the

patient has not improved, the physician should assess the appropriateness of continued opioid
treatment or trial of other modalities.

5. CONSULTATION

The physician should be willing to refer the patient as necessary for additional evaluation
and treatment in order to achieve treatment objectives. In addition, physicians should give
special attention to those pain patients who are at risk for misusing their medications including
those whose living arrangements pose a risk for medication misuse or diversion. The
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management of pain in patients with a history of substance abuse requires extra care,
monitoring, documentation and consultation with addiction medicine specialists, and may entail

the use of agreements between the provider and the patient that specify the rules for medication
use and consequences for misuse.

6. RECORDS

The physician should keep accurate and complete records according to items 1-5 above, g
including the medical history and physical examination, other evaluations and consultations, 5
treatment plan objectives, informed consent, treatments, medications, agreements with the
patient, and periodic reviews.

7. COMPLIANCE WITH CONTROLLED SUBSTANCES LAWS AND
REGULATIONS

To prescribe controlled substances, the physician must be appropriately licensed in
Oklahoma, have a valid controlled substances registration and comply with federal and state }
regulations for issuing controlled substances prescriptions. Physicians are referred to the b
Physicians Manual of the U.S. Drug Enforcement Administration for specific rules governing
issuance of controlled substances prescriptions. i
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OREGON

Oregon Revised Statutes
Chapter 677

% Regulation of Medicine, Podiatry and Related Medical Services

Section 677.470 As used in ORS 677.470 to 677.485:

(1) “Controlled substance” has the meaning given that term under ORS 475.005.

_ (2) “Intractable pain” means a pain state in which the cause of the pain cannot be removed
L or otherwise treated and for which, in the generally accepted course of medical practice, no

1 ’ relief or cure of the cause of the pain has been found after reasonable efforts, including, but not
. limited to, evaluation by the attending physician and one or more physicians specializing in the
treatment of the body area, system or organ perceived as the source of the intractable pain.

Section 677.475 (1) Notwithstanding any other provision of ORS chapter 677, a
physician licensed under ORS chapter 677 may prescribe or administer controlled substances to
}! a person in the course of the physician’s treatment of that person for a diagnosed condition
causing intractable pain.
- (2) A physician shall not be subject to disciplinary action by the Board of Medical
' Examiners for prescribing or administering controlled substances in the course of treatment of a
person for intractable pain.
(3) Subsections (1) and (2) of this section shail not apply to:
i (a) A physician’s treatment of a person for chemical dependency resulting from the use of
o controlled substances;
'] (b) The prescription or administration of controlled substances to a person the physician
! knows to be using the controlled substances for nontherapeutic purposes;
‘ (c) The prescription or administration of controlled substances for the purpose of
terminating the life of a person having intractable pain; or
(d) The prescription or administration of a substance that is not a controlied substance
approved by the United States Food and Drug Administration for pain relief.
. (4) Subsection (2) of this section shall not exempt the governing body of any hospital or
i other medical facility from the requirements of ORS 441.055.

Section 677.480 ORS 677.475 shall not prohibit the Board of Medical Examiners from
placing on probation or denying, revoking, limiting or suspending the license of any physician
who does any of the following:

(1) Prescribes or administers a controlled substance or treatment that is nontherapeutic in
nature or nontherapeutic as administered or prescribed or that is administered or prescribed for
a nontherapeutic purpose.

(2) Fails to keep a complete and accurate record of controlled substance purchases,
dispensing and disposal as required by the Comprehensive Drug Abuse Prevention and Control

Act of 1970 (P.L. 91-513), other federal law or ORS 475.005 to 475.285 and 475.940 to
475.995.

(3) Prescribes controlled substances without a legitimate medical purpose.

(4) Prescribes, administers or dispenses controlled substances in a manner detrimental to
the best interest of the public.
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(5) Prescribes, administers or dispenses a controlled substance in a manner prohibited
under ORS 475.005 to 475.285 or 475.940 to 475.995.

(6) Falsifies prescription information, including, but not limited to, the identity of the
recipient. <1995 ¢.380 s4>

Section 677.485 Prior to commencing the treatment of intractable pain as allowed under
ORS 677.475, the physician shall provide to the person and the person shall sign a written
notice disclosing the material risks associated with the prescribed or administered controlled
substances to be used in the course of the physician’s treatment of that person.
<1995 c. 380 s5>
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OREGON BOARD OF MEDICAL EXAMINERS
STATEMENT OF PHILOSOPHY

Appropriate Prescribing of Controlled Substances

Inappropriate prescribing of controlled substances is the Oregon Board of Medical Examiners’

number one investigatory and disciplinary problem. Oregon Revised Statutes (ORS) regulates
inappropriate prescribing under ORS 677.190 as follows:

(1) Unprofessiénal conduct;
(24) Violation of Federal Controlled Substances Act; and
(25) Prescribing controlled substances without a legitimate medical

purpose and without following accepted procedures for examination of
patients and record keeping.

ORS 677.188 defines unprofessional conduct to include any conduct or practice which does or
might constitute a danger to the health or safety of a patient or the public, willful performance

of any surgical or medical treatment which is contrary to acceptable medical standards, and
administration of unnecessary treatments.

Controlled substances offer important health benefits to patients and should be prescribed as
medically indicated. A balance must be achieved between appropriate prescribing and adequate
safeguards against abuse and diversion. Underprescribing of controlled substances, for
example, in the management of cancer pain, can impair optimal patient care. However, when

controlled substances are inappropriately prescribed, diverted or abused, public health is
damaged.

It is generally accepted in current medical therapy that it is inappropriate to treat nonmalignant
pain with narcotics on a routine basis. The use of narcotics in chronic nonmalignant pain
decreases the availability of endogenous opioid mechanisms and therefore may actually
decrease pain thresholds. It also produces depression and thus decreases the patient’s
willingness to become actively involved in his/her rehabilitative effort. Sedative controlled

substances, including many muscle relaxants, augment this depression in chronic nonmalignant
pain.

It is accepted that there are certain patients who will be properly served by the chronic
administration of controlled substances for non-malignant pain. It is imperative in these rare
patients to have a clear diagnosis (with appropriate consultation, if necessary) and close
monitoring of the medication with thorough documentation of records.

It should also be noted that the Drug Enforcement Administration (DEA) rules state that a
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physician may not administer or prescribe controlled substances to an addict for maintenance or
detoxification except in a DEA-approved program.

In response to its duty to protect the public, the Board investigates all cases involving alleged
inappropriate prescribing. The investigation may include personal interviews with the
Investigative Committee, examination by the Board’s consultant, and review of selected office
records of the physician. '

From the investigation, the Board can determine the severity and frequency of inappropriate
prescribing. The Board may be able to ascertain whether the physician is dishonest, disabled,
duped, dated, or dysfunctional. All of these factors influence the final disposition of the case.

The Board has several educational and disciplinary programs available to correct inappropriate
prescribing situations. Sometimes the Board requires participation in a triplicate prescription

program that allows continuous monitoring of the physician’s controlled substance use. %
Limitations on the prescribing of some classes of controlled substances may be necessary. A

three day remedial education program is frequently used to improve a physician’s knowledge
base and achieve awareness of his/her problem. 1

To accomplish these programs, the Board has three administrative options:

1. Letter of Agreement

The physician agrees by letter to voluntarily participate in the desired progfam at his/her i3
own expence. This is not disciplinary action by the Board and therefore is not reportable to ‘
the National Practitioner Data Bank.

2. Voluntary Limitation

The physician voluntarily requests a limitation of his/her license. This is not a disciplinary v' 1
action, but is a licensure limitation, and is reported to the National Practitioner Data Bank. '

3. Disciplinary Action i
Formal disciplinary action is used in more serious cases when the Board feels the physician

is not likely to restrict his/her inappropriate treatment through education alone. A
disciplinary action is reportable to the National Practitioner Data Bank.

[ Ao

The Board attempts to avoid disciplinary measures in its effort to rehabilitate physicians. All }L}
physicians are encouraged to become knowledgeable about methods of pain treatment, )
especially in chronic nonmalignant pain. : l
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RHODE ISLAND
97 — S 0836 As Amended
State of Rhode Island
In General Assembly
January, A.D., 1997

An Act Relating to Intractable Pain Treatment

It is enacted by the General Assembly as follows

SECTION 1. Title 5 of the General Laws is hereby amended by adding the following chapter
thereto:

CHAPTER 5-37.4
INTRACTABLE PAIN TREATMENT

5-37.4-1. Title. - This act shall be known and may be cited as the
"INTRACTABLE PAIN TREATMENT ACT".

5-37.42. Definitions. — For purposes of this act, the following terms
mean:

(A) "Board,” the Rhode Island board of medical licensure and discipline;

(B) "Intractable pain," a pain state in which the cause of pain cannot be removed or
otherwise treated and which in the generally accepted course of medical practice no relief or

cure of the cause of the pain is possible or none has been found after reasonable efforts that
have been

documented in the physician's medical records;
(C) "Physician," physicians and surgeons licensed pursuant to this act by the board;

(D) "Therapeutic purpose,” the use of controlled substances in acceptable doses with
appropriate indication for the treatment of pain. Any other use is nontherapeutic.

5-37.4-3. Controlled substances.— (1) A physician may prescribe,

administer or dispense controlled substances not otherwise prohibited by law for a therapeutic
purpose to a person diagnosed and treated by a physician for a condition resulting in intractable
pain, if such diagnosis and treatment has been documented in the physician's medical records.
No

physician shall be subject to disciplinary action by the board solely for prescribing,
administering or dispensing controlled substances when prescribed, administered or dispensed
for a therapeutic

purpose for a person diagnosed and treated by a physician for a condition resulting in
intractable

pain, if such diagnosis and treatment has been documented in the physician's medical records.
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(2) The provisions of subsection (1) of this section shall not apply to those persons being

treated by a physician for chemical dependency because of their use of controlled substances
not

related to the therapeutic purposes of treatment of intractable pain.

(3) The provisions of subsection (1) of this section provide no authority to a physician to

prescribe, administer or dispense controlled substances to a person the physician knows or
should

know to be using controlled substances which use is not related to the therapeutic purpose.

(4) Drug dependency or the possibility of drug dependency in and of itself is not a reason to
withhold or prohibit the prescribing, administering or dispensing of controlled substances for
the therapeutic purpose of treatment of a person for intractable pain, nor shall dependency
relating solely to such prescribing, administering or dispensing subject a physician to
disciplinary action by the board.

5

(5) Nothing in this section shall deny the right of the board to deny, revoke or suspend the
license of any physician or otherwise discipline any physician who:

(1) Prescribes, administers or dispenses a controlled substance that is nontherapeutic in 3
nature or nontherapeutic in the manner in which it is prescribed, administered or dispensed, or
fails to keep complete and accurate on-going records of the diagnosis and treatment plan;

(2) Fails to keep complete and accurate records of controlled substances received,

prescribed, dispensed and admmlstered and disposal of drugs as required by law or of
controlled

substances scheduled in the Federal Comprehensive Drug Abuse Prevention and Control Act of
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