Phone: 608-266-2112
Web: http://dsps.wi.gov
Email: dsps@wisconsin.gov

Wisconsin Department of Safety and Professional Services
Division of Policy Development

1400 E. Washington Ave.

PO Box 8366

Madison WI 53708-8366 Scott Walker, Governor

Dave Ross, Secretary

MEDICAL EXAMINING BOARD
Room 121A, 1400 East Washington Avenue, Madison
Contact: Tom Ryan (608) 266-2112
June 15, 2016

The following agenda describes the issues that the Board plans to consider at the meeting. At the time of the meeting, items may be
removed from the agenda. Please consult the meeting minutes for a record of the actions of the Board.

AGENDA
8:00 A.M.
OPEN SESSION — CALL TO ORDER - ROLL CALL
A) Adoption of Agenda (1-4)
B) Minutes of May 18, 2016 — Review and Approval (5-10)

C) Administrative Updates
1) Department and Staff Updates

2) Board Members — Term Expiration Dates
a) Mary Jo Capodice — 07/01/2018
b) Greg Collins — 07/01/2016
C) Rodney Erickson — 07/01/2015 (Appointed for Second Term)

d) Suresh Misra — 07/01/2015

e) Carolyn Ogland Vukich — 07/01/2017
f) Michael Phillips — 07/01/2017

Q) David Roelke — 07/01/2017

h) Kenneth Simons — 07/01/2018

) Sridhar Vasudevan — 07/01/2016
)i Timothy Westlake — 07/01/2016
k) Russel Yale — 07/01/2016

)] Robert Zondag — 07/01/2018

m) Bradley Kudick — Effective 07/01/2016 (Public Member)
n) Michael Carton — Effective 07/01/2016 (Public Member)
3) Introductions, Announcements and Recognition

4) Wis. Stat. § 15.085 (3)(b) — Affiliated Credentialing Boards’ Biannual Meeting with the Medical Examining Board
to Consider Matters of Joint Interest

5) Informational Items
D) Appointments, Reappointments, Confirmations, and Committee, Panel and Liaison Appointments

E) Legislation and Rule Matters — Discussion and Consideration (11-593)
1) Guidelines Regarding Best Practices in Prescribing Controlled Substances
a) Review Guidelines from Other Sources (12-529)
b) Guidelines Drafting Points for Consideration (590-593)
2) Med 13 Relating to Continuing Medical Education for Prescribing Opioids

a) Review Other States CME Requirements (530-587)
b) Proposals for Revising Med 13 (588)
3) Update on Pending Legislation and Possible Pending Rulemaking Projects
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F)
G)

H)

J)
K)
L)

M)

N)

0)

CONVENE TO CLOSED SESSION to deliberate on cases following hearing (§ 19.85 (1) (a), Stats.); to consider licensure or
certification of individuals (8§ 19.85 (1) (b), Stats.); to consider closing disciplinary investigations with administrative warnings
(8 19.85 (1) (b), Stats. and § 448.02 (8), Stats.); to consider individual histories or disciplinary data (§ 19.85 (1) (f), Stats.); and

Interstate Medical Licensure Compact Commission — Report from Wisconsin’s Commissioners

Federation of State Medical Boards (FSMB) Matters
1) Appointment of Dr. Simons to FSMB Workgroup on Board Education, Service and Training
2) Other

Speaking Engagement(s), Travel, or Public Relation Request(s), and Report(s)
Screening Panel Report

Newsletter Matters

Limited Licenses — Discussion and Consideration

Informational Items

Items Added After Preparation of Agenda

1) Introductions, Announcements and Recognition

2) Administrative Updates

3) Elections, Appointments, Reappointments, Confirmations, and Committee, Panel and Liaison Appointments
4) Education and Examination Matters

5) Credentialing Matters

6) Practice Matters

7) Future Agenda Items

8) Legislation/Administrative Rule Matters

9) Liaison Report(s)

10) Newsletter Matters
11) Annual Report Matters

12) Informational Item(s)

13) Disciplinary Matters

14) Presentations of Petition(s) for Summary Suspension
15) Presentation of Proposed Stipulation(s), Final Decision(s) and Order(s)
16) Presentation of Proposed Decisions

17) Presentation of Interim Order(s)

18) Petitions for Re-Hearing

19) Petitions for Assessments

20) Petitions to Vacate Order(s)

21) Petitions for Designation of Hearing Examiner

22) Requests for Disciplinary Proceeding Presentations
23) Motions

24) Petitions

25) Appearances from Requests Received or Renewed

26) Speaking Engagement(s), Travel, or Public Relation Request(s), and Reports
Future Agenda Items

Public Comments

to confer with legal counsel (§ 19.85 (1) (g), Stats.).

P)

Q)

APPEARANCE - DLSC Attorney Yolanda McGowan and Scott Hathaway, D.O. — Review of Administrative
Warning WARNO00000470/DLSC Case Number 15 MED 052 (594-598)

Full Board Review
1) Application of Adnan Qureshi, M.D. (599-664)



R)

S)

T

U)

V)

W)

X)

Y)

Full Board Review of Visiting Physician Licensure
1) Shivashankar Damodaran, M.D. (665-741)

Request for Waiver of 24 Months of ACGME/AOA Approved Post Graduate Training
1) Robert J. Abatecola, M.D. (742-797)
2) Alan Beamsley, D.O. (798-826)

Voluntary Surrender Requests

1) Wayne C. Belling, D.O. (827-828)
2) Kendall L. Capecci, M.D. (829-830)
3) lleen A. Gilbert, M.D. (831-832)

4) Jason B. Terrell, M.D. (833-835)

Deliberation on Division of Legal Services and Compliance (DLSC) Matters
1) Monitoring
2) Complaints
3) Administrative Warnings
a) 15 MED 102 — M.P.G. (836-837)
b) 15 MED 407 - G.Z. (838-839)
C) 16 MED 069 — S.M.H. (840-841)
4) Proposed Stipulations, Final Decisions and Orders
a) 14 MED 261 — Mark C. Bender, P.A. (842-848)
b) 14 MED 308 — David M. Hammond-Koskey, P.A. (849-856)
C) 15 MED 098 — Meenakshi S. Bhillakar, M.D. (857-863)
d) 15 MED 263 — Slawomir J. Puszkarski, M.D. (864-870)
e) 15 MED 430 — Peter M. Ruess, M.D. (871-877)
f) 16 MED 015 — Hongyung Choi, M.D. (878-883)
5) Case Closings
a) 15 MED 214 (884-888)
b) 15 MED 294 (889-892)
C) 15 MED 319 (893-897)
d) 16 MED 018 (898-911)
e) 16 MED 095 (912-915)

Order Fixing Costs — Discussion and Consideration
1) Victor Ruiz, M.D. (916-921)

2) Dale Tavris, M.D. (922-926)

Open Cases

Consulting With Legal Counsel

1) PLANNED PARENTHOOD OF WISCONSIN, INC., et al., Plaintiffs-appellees, v. BRAD D. SCHIMEL, Attorney

General of Wisconsin, et al., Defendants-Appellants

Deliberation of Items Added After Preparation of the Agenda

1) Education and Examination Matters

2) Credentialing Matters

3) Disciplinary Matters

4) Monitoring Matters

5) Professional Assistance Procedure (PAP) Matters
6) Petition(s) for Summary Suspensions

7) Proposed Stipulations, Final Decisions and Orders

8) Administrative Warnings
9) Proposed Decisions



10)  Matters Relating to Costs

11)  Complaints

12)  Case Closings

13)  Case Status Report

14) Petition(s) for Extension of Time

15)  Proposed Interim Orders

16)  Petitions for Assessments and Evaluations
17)  Petitions to Vacate Orders

18)  Remedial Education Cases

19)  Motions

20)  Petitions for Re-Hearing

21) Appearances from Requests Received or Renewed

RECONVENE TO OPEN SESSION IMMEDIATELY FOLLOWING CLOSED SESSION
Z) Open Session Items Noticed Above not Completed in the Initial Open Session
AA)  Vote on Items Considered or Deliberated Upon in Closed Session, if Voting is Appropriate
BB)  Delegation of Ratification of Examination Results and Ratification of Licenses and Certificates
ADJOURNMENT
ORAL EXAMINATION OF CANDIDATE(S) FOR LICENSURE
ROOM 124D/E
10:30 A.M., OR IMMEDIATELY FOLLOWING THE FULL BOARD MEETING

CLOSED SESSION - Reviewing Applications and Conducting Oral Examinations of three (3) Candidates for Licensure —Dr.
Erickson & Dr. Roelke

NEXT MEETING DATE JULY 20, 2016



MEDICAL EXAMINING BOARD
MEETING MINUTES
MAY 18, 2016

PRESENT: Mary Jo Capodice, D.O., Greg Collins; Rodney Erickson, M.D.; Suresh Misra, M.D.;
Carolyn Ogland Vukich, M.D.; David Roelke, M.D.; Kenneth Simons, M.D.; Sridhar
Vasudevan, M.D.; Timothy Westlake, M.D.; Russell Yale, M.D.; Robert Zondag

EXCUSED: Michael Phillips, M.D.

STAFF: Tom Ryan, Executive Director; Nifty Lynn Dio, Bureau Assistant; and other Department
staff

CALL TO ORDER

Kenneth Simons, Chair, called the meeting to order at 8:00 a.m. A quorum of eleven (11) members was
confirmed.

ADOPTION OF AGENDA

Amendments to the Agenda:
e Removed: Item R.3.c — 15 MED 371 — Administrative Warnings

MOTION:  Suresh Misra moved, seconded by David Roelke, to adopt the agenda as
amended. Motion carried unanimously.

MINUTES OF APRIL 20, 2016 - REVIEW AND APPROVAL

Amendments to the Minutes:
e Correction: Page 8: Add to reject..

MOTION: Sridhar Vasudevan moved, seconded by Suresh Misra, to approve the minutes of
April 20, 2016 as amended. Motion carried unanimously.

APPOINTMENTS, REAPPOINTMENTS, CONFIRMATIONS, AND COMMITTEE, PANEL
AND LIAISON APPOINTMENTS

Screening and Examination Panels Roster

MOTION:  Sridhar Vasudevan moved, seconded by David Roelke, to adopt the Screening
Panel appointments. Motion carried unanimously.

Consider an Appointment to the Vacancy of Dr. VVasudevan in the Controlled Substances
Committee

MOTION:  Sridhar Vasudevan moved, seconded by Timothy Westlake, to disband the
Controlled Substances Committee and have those responsibilities assumed by the
Full Board. Motion carried unanimously.

LEGISLATIVE/ADMINISTRATIVE RULE MATTERS

Revised Scope Statement for Med 1 and 14 Relating to General Update and Cleanup of Rules

Medical Examining Board
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MOTION:  Sridhar Vasudevan moved, seconded by David Roelke, to approve the revised
Scope Statement on Chapters Med 1 and 14 relating to general update and
cleanup of rules for submission to the Governor’s Office and publication, and to
authorize the Chair to approve the scope for implementation no less than 10 days
after publication. Motion carried unanimously.

SPEAKING ENGAGEMENTS, TRAVEL, OR PUBLIC RELATION REQUESTS, AND
REPORTS

MOTION: David Roelke moved, seconded by Sridhar VVasudevan, to authorize Timothy
Westlake to speak to staff at the Department of Health Services regarding opioid
prescribing guidelines. Motion carried unanimously.

NEWSLETTER MATTERS

Spring 2016 Newsletter Content

MOTION:  Sridhar Vasudevan moved, seconded by David Roelke, to approve the content of
the 2016 Newsletter and authorize the Chair to approve any additional changes.
Motion carried unanimously.

CLOSED SESSION

MOTION: Timothy Westlake moved, seconded by David Roelke, to convene to Closed
Session to deliberate on cases following hearing (8 19.85 (1) (a), Stats.); to
consider licensure or certification of individuals (8 19.85 (1) (b), Stats.); to
consider closing disciplinary investigations with administrative warnings (8 19.85
(1) (b), Stats. and 8§ 448.02 (8), Stats.); to consider individual histories or
disciplinary data (§ 19.85 (1) (f), Stats.); and to confer with legal counsel (§ 19.85
(1) (9), Stats.). The Chair read the language of the motion aloud for the record.
The vote of each member was ascertained by voice vote. Roll Call Vote: Mary Jo
Capodice — yes; Greg Collins — yes; Rodney Erickson — yes; Suresh Misra — yes;
Carolyn Ogland Vukich — yes; David Roelke — yes; Kenneth Simons — yes;
Sridhar Vasudevan — yes; Timothy Westlake — yes; Russell Yale — yes; and
Robert Zondag — yes. Motion carried unanimously.

The Board convened into Closed Session at 9:03 a.m.
RECONVENE TO OPEN SESSION

MOTION:  Suresh Misra moved, seconded by Robert Zondag, to reconvene in Open Session
at 10:43 a.m. Motion carried unanimously.

VOTE ON ITEMS CONSIDERED OR DELIBERATED UPON IN CLOSED SESSION

MOTION: David Roelke moved, seconded by Rodney Erickson, to affirm all motions made
and votes taken in Closed Session. Motion carried unanimously.

FULL BOARD REVIEW OF CANDIDATES FOR LICENSURE

Kent Brockmann, M.D.
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MOTION:  Sridhar Vasudevan moved, seconded by Suresh Misra, to deny the application of
Kent Brockmann, M.D., for reinstatement of his license to practice medicine and
surgery. Reason for Denial: Pursuant to Order number 2627 dated 9/18/2013.
Additionally, the applicant’s license to practice medicine in New York State was
revoked, which constitutes unprofessional conduct and is another basis for denial.
Wis. Stat. § 448.06(2) and Wis. Admin. Code § Med 10.03(3)(c). Motion carried
unanimously.

FULL BOARD REVIEW FOR VISITING PHYSICIAN LICENSURE

Viktor Hraska, M.D.

MOTION: Russell Yale moved, seconded by David Roelke, to approve the application of
Viktor Hraska, M.D., for a license to practice medicine and surgery, once all
requirements are met. Motion carried. Abstained: Vasudevan

(Kenneth Simons recused himself and left the room for voting and deliberation in the matter concerning
Victor Hraska, M.D.)

DELIBERATION ON DIVISION OF LEGAL SERVICES AND COMPLIANCE (DLSC)
MATTERS

Monitoring

Roman Berezovski, M.D.

MOTION:  Timothy Westlake moved, seconded by Suresh Misra, to approve the request of
Roman Berezovski, M.D. for full unrestricted licensure. Motion carried
unanimously.

(Sridhar Vasudevan recused himself and left the room for deliberation and voting in the matter
concerning Roman Berezovski.)

Stephen Haughey, M.D.

MOTION: Rodney Erickson moved, seconded by Greg Collins, to approve the request of
Stephen Haughey, M.D. for reduction of drug screens to 24 and one hair test, and
deny the request for access to controlled substances. The Board will not consider
further petitions prior to May 19, 2017. Reason for Denial: The seriousness of
the facts underlying the issuance of the original Final Decision and Order. Motion
carried unanimously.

Devinder Sidhu, M.D.

MOTION: David Roelke moved, seconded by Robert Zondag, to approve the request of
Devinder Sidhu, M.D. for reduction of drug screens to 24 and one hair test.
Motion carried unanimously.

Complaints
15 MED 178 — C.S.W., M.D.
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MOTION:  Sridhar Vasudevan moved, seconded by Greg Collins, to find probable cause to
believe that C.S.W., DLSC Case No. 15 MED 178, has committed unprofessional
conduct, and therefore to issue the Complaint and hold a hearing on such conduct
pursuant to Wis. Stat. § 448.02(3)(b). Motion carried unanimously.

Administrative Warning

15 MED 147 -D.P.H.

MOTION:  Suresh Misra moved, seconded by Russell Yale, to issue an Administrative
Warning in the matter of DLSC Case No. 15 MED 147 against D.P.H. Motion
carried. Opposed: Vasudevan, Roelke

(Kenneth Simons recused himself and left the room for deliberation and voting in the matter concerning
D.P.H., DLSC Case No. 15 MED 147.)

15 MED 171 - L.M.A.

MOTION: Timothy Westlake moved, seconded by Mary Jo Capodice, to issue an
Administrative Warning in the matter of DLSC Case No. 15 MED 171 against
L.M.A. Motion carried unanimously.

Proposed Stipulations, Final Decisions and Orders

14 MED 127 — Bradley S. Boettcher, M.D.

MOTION:  Greg Collins moved, seconded by Suresh Misra, to adopt the Findings of Fact,
Conclusions of Law and Order in the matter of disciplinary proceedings against
Bradley S. Boettcher, M.D., DLSC Case No. 14 MED 127. Motion carried
unanimously.

14 MED 220 — Virendra K. Misra, M.D.

MOTION: May Jo Capodice moved, seconded by Russell Yale, to adopt the Findings of
Fact, Conclusions of Law and Order in the matter of disciplinary proceedings
against Virendra K. Misra, M.D., DLSC Case No. 14 MED 220. Motion carried
unanimously.

14 MED 412 — Kenechi Anuligo, M.D.

MOTION: Mary Jo Capodice moved, seconded by Suresh Misra, to adopt the Findings of
Fact, Conclusions of Law and Order in the matter of disciplinary proceedings
against Kenechi Anuligo, M.D., DLSC Case No. 14 MED 412. Motion carried
unanimously.

15 MED 011 — Michael J. Flanigan, M.D.

MOTION:  Sridhar Vasudevan moved, seconded by Carolyn Ogland Vukich, to adopt the
Findings of Fact, Conclusions of Law and Order in the matter of disciplinary
proceedings against Michael J. Flanigan, M.D., DLSC Case No. 15 MED 011.
Motion carried unanimously.
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15 MED 150 and 15 MED 151 — Troy D. Schrock, D.O.

MOTION:  Suresh Misra moved, seconded by Greg Collins, to adopt the Findings of Fact,
Conclusions of Law and Order in the matter of disciplinary proceedings against
Troy D. Schrock, D.O., DLSC Case No. 15 MED 150 and 15 MED 151. Motion
carried unanimously.

15 MED 273 — Scott C. Hicks, M.D.

MOTION:  Timothy Westlake moved, seconded by Suresh Misra, to adopt the Findings of
Fact, Conclusions of Law and Order in the matter of disciplinary proceedings
against Scott C. Hicks, DLSC Case No. 15 MED 273. Motion carried
unanimously.

(Sridhar Vasudevan recused himself and left the room for deliberation and voting in the matter
concerning Scott C. Hicks, M.D., DLSC Case No. 15 MED 273.)

Case Closings
CASE CLOSING(S)

MOTION:  Carolyn Ogland Vukich moved, seconded by Suresh Misra, to close the following
cases according to the recommendations by the Division of Legal Services and
Compliance:
1. 14 MED 523 (RC) — No Violation
2. 14 MED 617 (KS) — No Violation
3. 15 MED 121 (L.H.M.J.) — Insufficient Evidence
4. 15 MED 159 (J.H.L.) — No Violation
Motion carried unanimously.

15 MED 411

MOTION: Carolyn Ogland VVukich moved, seconded by Robert Zondag, to close DLSC Case
No. 15 MED 411 against C.J.H. for No Violation. Motion carried unanimously.

ORDER FIXING COSTS

Giuditta Angelini, M.D.

MOTION: Timothy Westlake moved, seconded by Greg Collins, to adopt the Order Fixing
Costs in the matter of disciplinary proceedings against Giuditta Angelini, M.D.,
Respondent, DHA Case No. SPS-14-0027, DLSC Case No. 11 MED 315. Motion
carried unanimously.

DELEGATION OF RATIFICATION OF EXAMINATION RESULTS AND RATIFICATION
OF LICENSES AND CERTIFICATES

MOTION: Timothy Westlake moved, seconded by Mary Jo Capodice, to delegate ratification
of examination results to DSPS staff and to ratify all licenses and certificates as
issued. Motion carried unanimously.

ADJOURNMENT
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MOTION:  Sridhar Vasudevan moved, seconded by Rodney Erickson, to adjourn the
meeting. Motion carried unanimously.

The meeting adjourned at 10:44 a.m.
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State of Wisconsin

Department of Safety & Professional Services

AGENDA REQUEST FORM
1) Name and Title of Person Submitting the Request: 2) Date When Request Submitted:
Dale Kleven 6/3/16
Administrative Rules Coordinator Items will be considered late if submitted after 12:00 p.m. on the deadline
date:
=  8hbusiness days before the meeting

3) Name of Board, Committee, Council, Sections:

Medical Examining Board
4) Meeting Date: 5) Attachments: 6) How should the item be titled on the agenda page?
Xl Yes Legislation and Rule Matters — Discussion and Consideration
6/15/16 ] No 1. Guidelines Regarding Best Practices in Prescribing Controlled Substances

a. Review Other States Guidelines
b. Report From Dr. Westlake on the June 7, 2016 Meeting of the Controlled
Substances Board
2. Med 13 Relating to Continuing Medical Education for Prescribing Opioids
a. Review Other States CME Requirements
b. Proposals for Revising Med 13
3. Update on Pending Legislation and Possible and Pending Rulemaking Projects

7) Place ltem in:

X Open Session
[] Closed Session
[] Both

[] Yes (Fill out Board Appearance Reguest)

X No

8) Is an appearance before the Board being 9) Name of Case Advisor(s), if required:
scheduled?

10) Describe the issue and action that should be addressed:

11)
Dale Kfeven

Authorization

June 3, 2016

Signature of person making this request

Date

Supervisor (if required)

Date

Executive Director signature (indicates approval to add post agenda deadline item to agenda) Date

Directions for including supporting documents:

1. This form should be attached to any documents submitted to the agenda.

2. Post Agenda Deadline items must be authorized by a Supervisor and the Policy Development Executive Director.

3. If necessary, Provide original documents needing Board Chairperson signature to the Bureau Assistant prior to the start of a

meeting.

Revised 8/13
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ALABAMA STATE BOARD OF MEDICAL EXAMINERS RULES & REGULATIONS
540-X-4-.09 Requirements for the Use of Controlled Substances for the Treatment of Pain.

(1) Preamble.

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

(b) Inadequate pain control may result from physicians’ lack of knowledge about pain management or an
inadequate understanding of tolerance, dependence or addiction. Fears of investigation or sanction by
federal, state and local regulatory agencies may also result in inappropriate or inadequate treatment of
chronic pain patients. Accordingly, these requirements have been developed to clarify the Board's position
on pain control, specifically as related to the use of controlled substances, to alleviate physician uncertainty
and to encourage better pain management.

(c) The Board recognizes that controlled substances, including opioid analgesics, may be essential in the
treatment of acute pain due to trauma or surgery and chronic pain, whether due to cancer or non-cancer
origins. The medical management of pain should be based on current knowledge and research and should
include the use of both pharmacologic and non-pharmacologic modalities. Physicians should recognize that
tolerance and physical dependence are normal consequences of sustained use of opioid analgesics and are
not synonymous with addiction.

(d) The Board is obligated under the laws of the State of Alabama to protect the public health and safety.
The Board recognizes that inappropriate prescribing of controlled substances, including opioid analgesics,
may lead to drug diversion and abuse by individuals who seek them for other than legitimate medical use.
Physicians should be diligent in preventing the diversion of drugs for illegitimate purposes.

(e) PHYSICIANS SHOULD NOT FEAR DISCIPLINARY ACTION FROM THE BOARD OR OTHER STATE
REGULATORY OR ENFORCEMENT AGENCY FOR PRESCRIBING, DISPENSING OR ADMINISTERING
CONTROLLED SUBSTANCES, INCLUDING OPIOID ANALGESICS, FOR A LEGITIMATE MEDICAL PURPOSE AND
IN THE USUAL COURSE OF PROFESSIONAL PRACTICE. THE BOARD WILL CONSIDER PRESCRIBING,
ORDERING, ADMINISTERING OR DISPENSING CONTROLLED SUBSTANCES FOR PAIN TO BE FOR A
LEGITIMATE MEDICAL PURPOSE IF BASED ON ACCEPTED MEDICAL KNOWLEDGE OF THE TREATMENT OF
PAIN . ALL SUCH PRESCRIBING MUST BE BASED ON CLEAR DOCUMENTATION AND IN COMPLIANCE WITH
APPLICABLE STATE OR FEDERAL LAW.

(f) The Board will judge the validity of prescribing based on the physician’s treatment of the patient and on
available documentation. The goal is to reduce pain and/or improve patients’ function.
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ALBME|MLC « Guidelines for the use of controlled substances for the treatment of pain

(g) Physicians are referred to the Federation of State Medical Boards’ Model Policy on the Use of Opioid
Analgesics in the Treatment of Chronic Pain, July 2013, as amended from time to time, and the Drug
Enforcement Administration Office of Diversion Control manual, Narcotic Treatment Programs Best Practice
Guidelines, as amended from time to time.

(2) Requirements. The Board requires the following when a physician evaluates the use of controlled
substances for pain control:

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

(b) Treatment Plan. The written treatment plan should state objectives that will be used to determine
treatment success, such as pain relief and improved function, and should indicate if any further diagnostic
evaluations or other treatments are planned. After treatment begins, the physician should adjust drug
therapy to the individual medical needs of the patient. Alternative non-opioid treatment modalities or a
rehabilitation program may be necessary and should be considered.

(c) Informed Consent and Agreement for Treatment. The physician shall discuss the risks and benefits of the
use of controlled substances with the patient, persons designated by the patient or with the patient’s
surrogate or guardian if the patient is incompetent. Written agreements between physician and patient
outlining patient responsibilities should be utilized for all patients with chronic pain, and should include:

1. Drug screening with appropriate confirmation;

2. A prescription refill policy; and

3. Reasons for which drug therapy may be discontinued (e.g., violation of agreement).

4. The patient should receive prescriptions from one physician and one pharmacy where possible.

(d) Periodic Review. At reasonable intervals based on the individual circumstances of the patient, the
physician shall review the course of treatment and any new information about the etiology of the pain. The
physician shall monitor patient compliance in medication usage and related treatment plans.

(e) Consultation. The physician should be willing to refer the patient as necessary for additional evaluation
and treatment in order to achieve treatment objectives. Special attention should be given to those pain
patients who are at risk for misusing their medications and those whose living arrangements pose a risk for
medication misuse or diversion. The management of pain in patients with a history of substance abuse or
with a co-morbid psychiatric disorder may require extra care, monitoring, documentation and consultation
with or referral to an expert in the management of such patients.

(f) Medical Records. The physician shall keep accurate and complete records to include:

. the medical history and physical examination;

. diagnostic, therapeutic and laboratory results;

. evaluations and consultations;

. treatment objectives;

. discussion of risks and benéefits;

. treatments;

. medications (including date, type, dosage and quantity prescribed);
. instructions and agreements; and

. periodic reviews.
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These records shall remain current, be maintained in an accessible manner, and be readily available for
review.

(g9) Compliance With Controlled Substances Laws and Regulations. To prescribe, dispense or administer
controlled substances, the physician must be licensed in the state and must comply with applicable federal
and state regulations.

Copyright 2016 © The Alabama Board of Medical Examiners
All rights reserved
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Alaska State Medical Board

ALAS KA Policies and Procedures

Board Issued Guidelines Section 6
Subject: Prescribing Controlled Substances

Implemented: August 1993

Updated: June 28, 1997, November 7, 2015

November 7, 2015:
The Board adopted the following Guidelines for Prescribing Controlled Substances:

The Board recognizes that controlled substances are useful and can be essential in the
treatment of acute pain that results from trauma or surgery, as well as in the management of
certain types of chronic pain. Physicians are expected to be knowledgeable about best clinical
practices, aware of associated risks, and to practice in compliance with applicable state and
federal laws and relevant practice standards.

The Board will consider inappropriate management of pain, particularly chronic pain, to be a
departure from accepted best clinical practices, including, but not limited to the following:

* Practicing pain management without sufficient knowledge, skills, and training, or failure
to refer patients to an appropriate pain management physician.

* Inadequate attention to initial assessment to determine what, if any, controlled substances
are clinically indicated and to determine risks associated with their use in a particular
patient.

* Inadequate monitoring during the use of potentially abusable medications.

* Inadequate attention to patient education and informed consent.

* Unjustified dose escalation without adequate attention to risks or alternative treatments.

» Continued use of ineffective treatments, or failure to reduce or discontinue medications
when indicated.

* Excessive reliance on opioids, particularly high dose opioids for chronic pain
management.

* Not making use of available tools for risk mitigations, including: participation in the state
prescription drug monitoring program (in advance of prescribing and for ongoing
monitoring); practice in accordance with Specialty Board practice standards; and practice
in accordance with the Guidelines issued by the Federation of State Medical Boards
(FSMB) in their Model Policy on the Use of Opioid Analgesics in the Treatment of
Chronic Pain.
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Alaska State Medical Board

Policies and Procedures

Previous Guidelines for Prescribing Controlled Substances

Updated:
In June 1997, the board adopted the following regulations that place certain prescribing
requirements into law:

12 AAC 40.975. PRESCRIBING CONTROLLED SUBSTANCES. When prescribing a drug
that is a controlled substance, as defined in AS 11.71.900, an individual licensed under this
chapter shall create and maintain a complete, clear, and legible written record of care that
includes, at a minimum,

(1) a patient history and evaluation sufficient to support a diagnosis;

(2) a diagnosis and treatment plan for the diagnosis;

(3) monitoring the patient for the primary condition that necessitates the drug, side
effects of the drug, and results of the drug, as appropriate;

(4) a record of drugs prescribed, administered, or dispensed, including the type of
drug, dose, and any authorized refills.

In August 1993, the Board implemented the following Guidelines for Prescribing Controlled
Substances:

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

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

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

4. ldentify drug seeking patients. Review 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.

5. 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.

6. 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.

7. 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.

8. Maintain contact with the patient’s family as an objective source of information on the
patient’s response and compliance to the therapy.
9. Create an adequate record of care.
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PREAMBLE

Protection of the public is the highest priority for the Medical Board of California (Board)
in exercising its licensing, reguiatory, and disciplinary functions. The Board recognizes
that principles of high-quality medical practice and California law dictate that the people
of California have access to appropriate, safe and effective pain management. The
application of up-to-date knowledge and treatment modalities can help to restore function
and thus improve the quality of life for patients who suffer from pain, particularly chronic
pain. :

In 1994, the Medical Board of California formally adopted a policy statement titled,
“Prescribing Controlled Substances for Pain.” This was used to provide guidance to
physicians prescribing controlled substances. Several legislative changes since 1994
necessitated revising these guidelines; most recently in 2007.

in November 2011, the Centers for Disease Control and Prevention declared
prescription drug abuse to be a nationwide epidemic. Drug overdose is now the leading
cause of accidental deaths, exceeding deaths due to motor vehicle accidents. A
majority of those overdose deaths invoived prescription drugs. The diversion of opioid
medications to non-medical uses has also contributed to the increased number of
deaths, although the problem is not limited to the aberrant, drug-seeking patient.
injuries are occurring among general patient populations, with some groups at high risk,
(e.g., those with depression). Consequently, the Board called for revision of the
guidelines to provide additional direction {o physicians who prescribe controlled
substances for pain. -

These guidelines are intended to help physicians improve outcomes of patient care and
to prevent overdose deaths due to opioid use. They particularly address the use of
opioids in the long-term treatment of chronic pain. Opioid analgesics are widely
accepted as appropriate and effective for alleviating moderate-to-severe acute pain,
pain associated with cancer, and persistent end-of-life pain. T Although some of the
recommendations cited in these guidelines might be appropriate for other types of pain,
they are not meant for the treatment of patients in hospice or palliative care settings and
are not in any way intended to limit treatment where improved function is not anticipated
and pain relief is the primary goal. These guidelines underscore the extraordinary
complexity in treating pain and how long-term opioid therapy should only be conducted
in practice settings where careful evaluation, regular follow-up, and close supervision
are ensured. Since opioids are only one of many options to mitigate pain, and because
prescribing opioids carries a substantial level of risk; these guidelines offer several non-
opioid treatment alternatives, These guidelines are not intended to mandate the
standard of care. The Board recognizes that deviations from these guidelines will occur
and may be appropriate depending upon the unique needs of individual patients. -
‘Medicine is practiced one patient at a time and each patient has individual needs and

- vulnerabilities. Physicians are encouraged to document their rationale for each

! California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014).

Guidelines for escriing rlsacs o En ; ovember 2014 Page 1

21




prescribing decision. Physicians should understand that if one is ever the subject of a
quality of care complaint, peer expert review will be sought by the Board. The expert
reviewer must consider the totality of circumstances surrounding the physician’s
prescribing practice (e.g., issues relating to access of care, paucity of referral sources,
etc.) Specifically, experts are instructed to “define the standard of care in terms of the
fevel of skill, knowledge, and care in diagnosis and treatment ordinarily possessed and
exercised by other reasonably careful and prudent physicians in the same or similar
circumstances at the time in question.””

In an effort to provide physicians with as many sources of information as possible, these
guidelines link to numerous references relating to prescribing. Additionally, numerous
appendices are attached. The Board recognizes that some of the links/appendices may
not be consistent with either each other or the main text of the guidelines. The intent for
including as many sources of information as practicable is so that physicians can
consider varying perspectives to arrive at the best patient-appropriate treatment
decision. The Board does not endorse one treatment option over another and
encourages physicians to undertake independent research on this continuously evolving
subject matter.

UNDERSTANDING PAIN

The diagnosis and treatment of pain is integral to the practice of medicine. In order to
cautiously prescribe opioids, physicians must understand the relevant pharmacologic
and clinical issues in the use of such analgesics, and carefully structure a treatment
plan that reflects the particular benefits and risks of opioid use for each individual
patient. Such an approach should be employed in the care of every patient who
receives long-term opioid therapy.

The California Medical Association® has defined and clarified key concepts relating to
pain, excerpted below:

Pain: The definition of pain proposed by the International Association for the Study of
Pain is “an unpleasant sensory and emotional experience associated with actual or
potential tissue damage, or described in terms of such damage.” | has also been said
that “Pain is what the patient says it is.” Both definitions acknowledge the subjective
nature of pain and are reminders that, with the rare exception of patients who
intentionally deceive, a patient's self-report and pain behavior are likely the most reliable
indicators of pain and pain severity. As a guide for clinical decision-making, however,
both of these definitions are inadequate. in addition, it is important to remember that
the subjectivity of pain, particularly when the cause is not apparent, can lead to the
stigmatization of those with pain.

? Medical Board of California Expert Reviewer Guidelines (rev. January, 2013)
? California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014).
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Acute and Chronic Pain: Traditionally, pain has been classified by its duration. In this
perspective, “acute” pain is relatively short-duration, arises from obvious tissue injury,
and usually fades with healing. “Chronic” pain, in contrast, has been variously defined
as lasting longer than would be anticipated for the usual course of a given condition, or
pain that lasts longer than arbitrary cut-off times, such as 3 or 8 months. Temporal pain
labels, however, provide no information about the biological nature of the pain itself,
which is often of critical importance.

Nociceptive and Neuropathic Pain: A more useful nomenclature classifies pain on the
basis of its patho-physiological process. Nociceptive pain is caused by the activation of
nociceptors, and is generally, though not always, short-lived and is associated with the
presence of an underlying medical condition. [t is a “normal” process; a physiological
response to an injurious stimulus. Nociceptive pain is a symptom. Neuropathic pain, on
the other hand, results either from an injury to the nervous system or from inadequately-
treated nociceptive pain. It is an abnormal response to a stimulus; a pathological
process. [tis a neuro-biological disease. Neuropathic pain is caused by abnormal
neuronal firing in the absence of active tissue damage. [t may be continuous or
episodic and varies widely in how it is perceived. Neuropathic pain is complex and can
be difficuit to diagnose and to manage hecause available treatment options are limited.

A key aspect of both nociceptive and neuropathic pain is the phenomenon of
sensitization, which is a state of hyper-excitability in either peripheral nociceptors or
neurons in the central nervous system. Sensitization may-lead to either hyperalgia or
allodynia. Sensitization may arise from intense, repeated or prolonged stimulation of
nociceptors, or from the influence of compounds released by the body in response to
tissue damage or inflammation. Importantly, many patients — particularly those with
persistent pain --- present with “compound” pain that has both nociceptive and
neuropathic components, a situation which complicates assessment and treatment.

Differentiating between nociceptive and neuropathic pain is critical because the two
respond differently to pain treatments. Neuropathic pain, for example, typically
responds poorly to both opioid analgesics and non-steroidal anti-inflammatory drug
(NSAID) agents. Other classes of medications, such as anti-epileptics, antidepressants
ot local anesthetics, may provide more effective relief for neuropathic pain.

Cancer and Non-Cancer Pain: Pain associated with cancer is sometimes given a
separate classification, although it is not distinct from a patho-physiological perspective.
Cancer-related pain includes pain caused by the disease itself and/or painful diagnostic
or therapeutic procedures [and the sequelae of those processes]. The treatment of
cancer-related pain may be influenced by the life expectancy of the patient, by co-
morbidities and by the fact that such pain may be of exceptional severity and duration.
A focus of recent attention by the public, regulators, legislators, and physicians has
been chronic pain that is not associated with cancer. A key feature of such pain, which
may be caused by conditions such as musculoskeletal injury, lower back trauma and
dysfunctional wound healing, is that the severity of pain may not correspond well to
identifiable levels of tissue damage.
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Tolerance, Dependence and Addiction: Related to the nomenclature of pain itself is
continuing confusion not only among the public, but also in the medical community,
about terms used to describe the effects of drugs on the brain and on behavior. To help
* clarify and standardize understanding, the American Society of Addiction Medicine
(ASAM), the American Academy of Pain Medicine (AAPM) and the American Pain
Society (APS) have recommended the following definitions:

Tolerance: A state of adaptation in which exposure {o a drug induces changes
that result in a diminution of one or more of the drugs’ effects over time.

Physical Dependence: A state of adaptation that often includes tolerance and is
manifested by a drug class-specific withdrawal syndrome that can be produced
by abrupt cessation, rapid dose reduction, decreasing blood level of the drug
and/or administration of an antagonist.

Addiction: A primary, chronic, neurobiological disease, with genetic,
psychosocial and environmental factors influencing its development and
manifestations. it is characterized by behaviors that include one or more of the
following: impaired control over drug use, compulsive use, continued use despite
harm and craving.

Pain as an fliness: Finally, it may be helpful to point out that pain can be regarded as
an illness as well as a symptom or a disease. “lliness” defines the impact a disease has
on an organism and is characterized by epiphenomena or co-morbidities with bio-
psycho-social dimensions. Effective care of any illness, therefore, requires attention to
alt of these dimensions. Neuropathic pain, end-of-life pain and chronic pain should all
be viewed as illnesses.

SPECIAL PATIENT POPULATIONS

All patients may experience pain. Below are treatment considerations for differing
patient populations or scenarios. As previously addressed, these guidelines are
intended to particularly address the use of opioids in the long-term treatment of chronic,
non-cancer pain. However, since many of the recommendations cited in these
guidelines might be appropriate for other types of pain, other scenarios are listed below
to provide additional guidance in prescribing opioids, when appropriate.

Acute Pain* .

Opioid medications should only be used for treatment of acute pain when the severity of
the pain warrants that choice and after determining that other non-opiocid pain
medications or therapies likely will not provide adequate pain relief. When opioid
medications are prescribed for treatment of acute pain, the number dispensed should
be for a short duration and no more than the number of doses needed based on the
usual duration of pain severe encugh to require opioids for that condition.

* Utah Department of Health (Utah Clinical Guidelines on Prescribing Opioids for Treatment of Pain, 2009).
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Long (and intermediate) duration-of-action opioids or extended-release/long-acting
opioids (ER/LA) should not be used for treatment of acute pain, including post-operative
pain, except in situations where monitoring and assessment for adverse effects can be
conducted. Methadone is rarely, if ever, indicated for treatment of acute pain. The use
of opioids should be re-evaluated carefully, including the potential for abuse, if
persistence of pain suggests the need to continue opioids beyond the anticipated time
period of acute pain treatment for that condition.

It is important to emphasize that numerous (but not all) recommendations cited in
these guidelines may not be relevant for the physician treating a patient for acute
pain. For example, a physician treating a patient who presents to an emergency
department or primary care physician with a medical condition manifested by objective
signs (e.g., a fractured ulna or kidney stones discernible with imaging studies) would not
necessarily need to undertake an opioid trial, perform a psychological assessment,
utilize a pain management agreement, confer with the Prescription Drug Monitoring
Program database, order a drug toxicology screen, etc.

Emergency Departments

Treating patients in an emergency department (ED) or urgent care clinic presents
unique challenges in that, oftentimes, there is limited ability to procure adequate patient
history and the primary physician is not available. Drug seeking patients may take
advantage of this in order to secure controlled substances.

The American College of Emergency Physicians (ACEP) Clinical Policy - Critical Issues
in the Prescribing of Opioids for Adult Patients in the Emergency Department
(Appendix 1) - identifies acute low back pain as a common presenting complaint in the
ED. Opioids are frequently prescribed, expected or requested for such presentations.
Consequently, ACEP clinical policy recommends:

(1) For the patient being discharged from the ED with acute low back pain, the
emergency physician should ascertain whether non-opiocid analgesics and non-
pharmacologic therapies will be adequate for initial pain management.

(2) Given a lack of demonstrated evidence of superior efficacy of either opioid or
non-opioid analgesics and the individual and community risks associated with
opioid use, misuse, and abuse, opioids should be reserved for more severe pain
or pain refractory to other analgesics rather than routinely prescribed.

(3) if opioids are indicated, the prescription should be for the lowest practical dose
for a limited duration (e.g.,<1 week), and the prescriber should consider the
patient's risk for opioid misuse, abuse, or diversion.

For patients presenting to the ED with an acute exacerbation of non-cancer chronic
pain, ACEP recommends the following:
{1) Physicians should avoid the routine prescribing of outpatient opioids for a patient
with an acute exacerbation of chronic non-cancer pain seen in the ED.
(2) if opicids are prescribed on discharge, the prescription should be for the lowest
practical dose for a limited duration (e.g., < 1 week), and the prescriber should
consider the patient’s risk for opioid misuse, abuse, or diversion.
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(3) The physician should, if practicable, honor existing patient-physician pain
contracts/treatment agreements and consider past prescription patterns from
information sources such as prescription drug monitoring programs.

ACEP recommends that the use of a state prescription monitoring program may herip
identify patients who are at high risk for prescription opioid diversion or doctor shopping.

End-of-Life Pain®

Pain management at the end of life seeks to improve or maintain a patient's overall
quality of life in addition to relieving suffering. This focus is important because
sometimes a patient may have priorities that compete with, or supersede, the relief of
pain. For some patients, mental alertness sufficient to allow lucid interactions with loved
ones may be more important than physical comfort. Optimal pain management, in such
cases, may mean lower doses of an analgesic and the experience, by the patient, of
higher levels of pain.

Fear of inducing severe or even fatal respiratory depression may lead to the clinician®
under-prescribing and reluctance by patients to take an opioid medication. Despite this
fear, studies have revealed no correlation between apioid dose, timing of opioid
administration and time of death in patients using opicids in the context of terminal
iliness. A consult with a specialist in palliative medicine in these situations may be
advisable.

Cancer Pain

Pain is one of the most common symptoms of cancer, as well as being one of the most
feared cancer symptoms. Opioid pain medications are the mainstay of cancer pain
management, and are appropriate to consider for cancer patients with moderate to
severe pain, regardless of the known or suspected pain mechanism. However, some
cancer survivors with moderate-to-severe pain may additionally or alternatively benefit
from the use of non-opiocid treatments, and opioids may not be necessary. Other
treatments such as surgeries, radiation therapy, and other procedures may provide
sufficient pain relief so that opioids are not necessary.

ER/LA opioid formulations may lessen the inconvenience associated with the use of
short-acting opioids. Patient-controlled analgesia using an ambulatory infusion device
may provide optimal patient control and effective analgesia. The full range of adjuvant
medications should be considered for patients with cancer pain, with the caveat that
such patients are often on already complicated pharmacological regimens, which raises
the risk of adverse reactions associated with polypharmacy.’

* California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014).
¢ The term “clinician” throughout the document means “physician.”
7 California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014).
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Older Adults

With appropriate precautions opioid therapy for elderly patients can be efficacious. It is
important to begin with lower starting doses, slower titration, longer dosing intervals,
and more frequent monitoring. Tapering of benzodiazepines is important to reduce the
potential for respiratory depression.

For additional information, see Appendix 2.

Pediatric Patients

Extreme caution should be used in prescribing opioids for pediatric patients. A trial of
opioid therapy may be considered with well-defined somatic or neuropathic pain
conditions when non-opioid alternatives have failed or are unlikely to be effective for
acute pain. Additionally, close monitoring and consuitation should be undertaken.

For additional information, see Appendix 3.

Pregnant Women

Clinicians should encourage minimal or no use of opioids during pregnancy unless the
potential benefits clearly outweigh risks. Pregnant patients taking long-term opioid
therapy should be tapered to the lowest effective dose slowly enough to avoid
withdrawal symptoms, and then therapy should be discontinued if possible.

Additional information on the appropriate use of opiocids for pregnant patients is
available from the American Congress of Obstetricians and Gynecologists (ACOG)
committee opinion titled Opioid Abuse, Dependence, and Addiction in Pregnancy.

Patients Covered by Workers' Compensation®

This population of patients presents its own unique circumstances. Injured workers are
generally sent to an occupational medicine facility for treatment. Ideally, the injured
worker recovers and returns to work in full capacity. If recovery or healing does not
occur as expected, early triage and appropriate, timely treatment is essential to restore
function and facilitate a return to work.

The use of opioids in this population of patients can be problematic. Some evidence
suggests that early treatment with opioids may actually delay recovery and a return to
work. Conflicts of motivation may also exist in patients on workers' compensation, such
as when a person may not want to return to an unsatisfying, difficult or hazardous job.
Clinicians are advised to apply the same careful methods of assessment, creation of
treatment plans and monitoring used for other pain patients but with the added
consideration of the psycho-social dynamics inherent in the workers’ compensation
system. Injured workers should be afforded the full range of treatment options that are
appropriate for the given condition causing the disability and impairment.

¥ California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014),
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For additional information on treating patients covered by Workers’ Compensation
please see State of California Division of Workers' Compensation Guideline for the Use
of Opioids to Treat Work-Related [njuries.

Patients with History of Substance Use Disorder®

Use of opioids for patients with a history of substance use discrder is challenging
because such patients are more vulnerable to drug misuse, abuse and addiction. in
patients who are actively using illicit drugs, the potential benefits of opioid therapy are
likely to be outweighed by potential risks, and such therapy should not be prescribed
outside of highly controlled settings (such as an opioid treatment program with directly
observed therapy). In other patients, the potential benefits of opioid therapy may
outweigh potential risks. Although evidence is lacking on best methods for managing
such patients, potential risks may be minimized by more frequent and intense
monitoring compared with lower risk patients, authorization of limited prescription
quantities and consultation or co-management with a specialist in addiction medicine.
Clinicians should use the [Controiled Substance Utilization Review and Evaluation
System (CURES)/Prescription Drug Monitoring Program (PDMP)] CURES/PDMP to
identify patients who obtain drugs from multiple sources.

If either the patient’s medical history, seif-report or scores on screening assessment
tools such as the Opioid Risk Tool (Appendix 4) suggest an above-average risk of
substance abuse, clinicians should consider the following steps in proceeding with a
pain management strategy:
¢ Exhaust all non-opioid pain management methodologles prior to considering
opioid therapy;
¢ Consult with a specialist in addiction medicine;
¢ Create a written treatment plan and patient agreement and review carefully with
the patient, obtaining their signed informed consent;
¢ Closely monitor and assess pain, functioning and aberrant behaviors;
¢ Regularly check with a PDMP for compliance with prescribed amounts of opioids
(using cross-state PDMP systems whenever they are available);
¢ While the patient is on long-term opioid therapy, implement urine drug testing, if
possible; or
+ If misuse or abuse of opioid analgesics is suspected or confirmed, initiate a non-
confrontational in-person meeting, use a non-judgmental approach to asking
questions, present options for referral, opioid taper/discontinuation or switching to
non-opioid treatments, and avoid “abandoning” the patient or abruptly stopping
opioid prescriptions.

Psychiatric Patients
A higher risk for deleterious side effects exists for patients with psychiatric diagnoses
who are receiving opioid treatment. Opioids should only be prescribed for well-defined

? California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014).

Gide!i Pscribin orolle utac o ai - ove 21 | - | Page 8

28




somatic or neuropathic pain conditions. Physicians should titrate slowly, closely monitor
the patient and seek consultation from the appropriate specialist. :

* Patients Prescribed Benzodiazepines

Patients taking benzodiazepines and opioids are at an increased risk for respiratory
depression, particularly elderly patients. Physicians should consider a trial of
benzodiazepine tapering in patients concomitantly using opioids or other respiratory
depressant medications. If a trial of tapering is not indicated or is unsuccessful, opioids
should be titrated more slowly and at lower doses. For additional information, see
Benzodiazepines: How They Work and How to Withdraw.

Patients Prescribed Methadone or Buprenorphine for Treatment of a Substance Use
Disorder

Patients prescribed methadone or buprenorphine for treatment of a substance use
disorder may need relief from acute and/or chronic pain, beyond that provided by their
maintenance medication. For more information on pain relief for persons on methadone
or buprenorphine, see Acute Pain Management for Patients Receiving Maintenance
Methadone or Buprenorphine Therapy.

PATIENT EVALUATION AND RISK STRATIFICATION

When considering long-term use of opioids for chronic, non-cancer pain, given the
potential risks of opioid anaigesics, careful and thorough patient assessment is critical.
Risk stratification is one of the most important things a physician ¢can do to mitigate
potentially adverse consequences of opioid prescribing. The nature and extent of the
clinical assessment depends on the type of pain and the context in which it occurs. This
includes but is not limited to:

« Completing a medical history and physical examination (Appendix 5).

¢ Performing a psychological evaluation.

o Psychological assessment should include risk of addictive disorders.
Screening tools that can be considered for use include:

= CAGE-AID {Appendix 8);

= PHQ-9_(Appendix 7);

» Qpioid Risk Tool (ORT) (Appendix 4); and

= SOAPP®-R (Appendix 8).

» Note: Although the above-listed assessment tools are well-
established with proven effectiveness, physicians must be aware
that seasoned diverters know the right answers to these tools so
they look "normal."

o Establishing a diagnosis and medical necessity (review past medical records,
laboratory studies, imaging studies, etc. and order new ones, if necessary or if
previous studies are outdated). Screening tools that can be considered for use
include:

o Pain Intensity and Interference (pain scale) (Appendix 9); and
o Sheehan Disability Scale.
» Exploring non-opioid therapeutic options.
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Opioid medications may not be the appropriate first line of treatment for a
patient with chronic pain. Other measures, such as non-opioid analgesics, non-
steroidal anti-inflammatory drugs (NSAIDs), antidepressants, antiepileptic drugs,
and non-pharmacologic therapies (e.g., physical therapy), should be tried and the
outcomes of those therapies documented first. Opioid therapy should be
considered only when other potentially safer and more effective therapies have
proven inadequate. Resources that can be consulted include:

o Therapeutic Options for Pain Management (Appendix 10); and

o Non-Opiocid Pain Management Tool (Appendix 11).
Evaluating both potential benefits and potential risks of opioid therapy.
Being cognizant of aberrant or drug seeking behaviors.
As a universal precaution, undertaking urine drug testing.
Reviewing the CURES/PDMP report for the patient. This allows a physician to
check to see if a patient is receiving controlled substances from other prescribers
in California {assuming the prescription is being filled at a California pharmacy).

CONSULTATION

The treating physician should seek a consuitation with, or refer the patient to, a pain,
psychiatry, or an addiction or mental health specialist as needed. For example, a patient
who has a history of substance use disorder or a co-occurring mental health disorder
may require specialized assessment and treatment, if available.

Physicians who prescribe long-term opioid therapy should be familiar with treatment
options for opioid addiction (including those available in licensed opioid treatment
programs [OTPs]) and those offered by an appropriately credentialed and experienced
physician through office-based opioid treatment [OBOT]), so as to make appropriate
referrals when needed.

TREATMENT PLAN AND OBJECTIVES

When considering long-term use of opioids for chronic, non-cancer pain, the physician
and the patient should develop treatment goals together. The goals of pain treatment
include reasonably attainable improvement in pain and function; improvement in pain-
associated symptoms such as sleep disturbance, depression, and anxiety; and
avoidance of unnecessary or excessive use of medications. Pain relief is important, but
it is difficult to measure objectively. Therefore, it cannot be the primary indicator to
assess the success of the treatment. Effective pain relief improves functioning,
-whereas addiction decreases functionality. Effective means of achieving these goals
vary widely, depending on the type and causes of the patient’s pain, other concurrent
issues, and the preferences of the physician and the patient.

The treatment plan and goals should be established as early as possible in the
treatment process and revisited regularly, so as to provide clear-cut, individualized
objectives to guide the choice of therapies. The treatment plan should contain
information stipporting the selection of therapies, both pharmacologic (including
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medications other than opioids) and non-pharmacologic. it also should specify
measurable goals and objectives that will be used to evaluate treatment progress, such
as relief of pain and improved physical and psychosocial function.

The plan should document any further diagnostic evaluations, consultations or referrals,
or additional therapies that have been considered. The treatment plan should also
include an “exit strategy” for discontinuing opioid therapy in the event the tapering or
termination of opioid therapy becomes necessary.

PATIENT CONSENT

When considering long-term use of opioids, or in other medically appropriate situations,
the physician should discuss the risks and benefits of the treatment plan with the
patient, with persons designated by the patient, or with the patient’s conservator if the
patient is without medical decision-making capacity. If opioids are prescribed, the
patient (and possibly family members, if appropriate) should be counseled on safe ways
to store and dispose of medications. For convenience, patient consent and a pain
management agreement can be combined intc one document.

Patient consent typically addresses:

« The potential risks and anticipated benefits of long-term opioid therapy.

« Potential side effects (both short- and long-term) of the medication, such as
nausea, opioid-induced constipation, decreased libido, sexual dysfunction,
hypogonadism with secondary osteoporosis (Gegmann et al., 2008) and
coghitive impairment.

» The likelihood that some medications will cause tolerance and physical

dependence to develop.

The risk of drug interactions and over-sedation,

The risk of respiratory depression.

The risk of impaired motor skills (affecting driving and other tasks).
The risk of opioid misuse, dependence, addiction, and overdose.
The limited evidence as to the benefit of long-term opioid therapy.

PAIN MANAGEMENT AGREEMENT

Use of a pain management agreement is recommended for patients:
« On short-acting opioids at the time of third visit within two months:
¢ On long-acting opioids; or
¢ Expected to require more than three months of opioids.

Pain management agreements typically outline the joint responsibilities of the physician
and the patient and should include: ‘
+ The physician’s prescribing policies and expectations, including the number and
.frequency of prescription refills, as well as the physician’s policy on early refills
and replacement of lost or stolen medications.
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¢ Specific reasons for which drug therapy may be changed or discontinued
(including violation of the policies and agreements spelled out in the treatment
agreement).

¢ The patient's responsibility for safe medication use {e.g., by not using more
medication than prescribed or using the opioid in combination with alcohol or
other substances; storing medications in a secure location; and safe disposal of
any unused medication to prevent misuse by other household members).

» The patient's agreement to share information with family members and other
close contacts on how to recognize and respond to an opiate overdose, including
administering an opioid antagonist, such as naloxone, if necessary.(Appendix 12)

+ The patient’s responsibility to obtain his or her prescribed opioids from only one
physician or practice and one pharmacy.

s The patient’s agreement to periodic drug testing (blood, urine, hair, or saliva).

+ The physician's responsihility to be available or to have a covering physician
available to care for unforeseen problems and to prescribe scheduled refills, if
appropriate and in accordance with the patient’s pain management agreement.

Samples of pain management agreements:
+« Patient Pain Medication Agreement and Consent {Appendix 13)
o Treatment Plan Using Prescription Opioids (Appendix 14)

COUNSELING PATIENTS ON OVERDOSE RISK AND RESPONSE

Empirical evidence has shown that lay persons can be trained to recognize the signs of
an opiate overdose and to safely administer naloxone, an opiate antagonist. Programs
that have trained lay persons in naloxone administration have reported more than
10,000 overdose reversals. '

[t is important to educate patients and family/caregivers about the danger signs of

respiratory depression. Everyone in the household should know to summon medical

help immediately if a person demonstrates any of the following signs while on opioids:
¢ Snhoring heavily and cannot be awakened.

Periods of ataxic (irregular) or other sleep-disordered breathing.

Having trouble breathing.

Exhibiting extreme drowsiness and slow breathing.

Having slow, shallow breathing with little chest movement or no breathing.

Having an increased or decreased heartbeat.

Feeling faint, very dizzy, confused or has heart palpitations.

Blue skin/lips.

Non-responsiveness to painful stimulation.

1 Centers for Disease Control and Prevention, Community-based opioid overdose prevention programs providing
naloxone-United States, 2010. Morbidity and mortality weekly report, February 17, 2012 / 61(06);101-105
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Effective January 1, 2015, California pharmacists will be able to furnish an opioid
overdose reversal drug in accordance with standardized procedures or protocols,
naloxone, to family members of patients at risk for overdose, those who might be in
contact with an individual at risk for overdose, or anyone who requests the drug without
a prescription.

SAMHSA’s Opiate Overdose Toolkit and Prescribe to Prevent contain numerous
documents relating to overdose prevention and management.

INITIATING OPIOID TRIAL

Safer alternative treatments should be considered before initiating opioid therapy for
chronic pain. Opioid therapy should be presented to the patient as a therapeutic trial or
test for a defined period of time {usually no more than 45 days) and with specific '
evaluation points. The Long-Term Chronic Opioid Therapy Discontinuation Rates from
the TROUP Study’’ reveals that “[o]ver half of persons receiving 90 days of continuous
opioid therapy remain on opioids years later. Factors most strongly associated with
continuation were intermittent prior opioid exposure, daily opioid dose=120 mg MED,

and possible opioid misuse. Since'high dose and opioid misuse have been shown to
increase the risk of adverse outcomes, special caution is warranted when prescribing
mote than 90 days of opioid therapy in these patients.”

The physician should explain that progress will be carefully monitored for both benefit
and harm in terms of the effects of opioids on the patient’s level of pain, function, and
quality of life, as well as to identify any adverse events or risks to safety.

According to the California Medical Association: '
Oral administration, especially for the treatment of chronic pain, is generally
preferred because it is convenient, flexible and associated with stable drug levels.
Intravenous administration provides rapid pain relief and, along with rectal,
sublingual and subcutaneous administration, may be useful in patients who cannot
take medications by mouth. Continuous infusions produce consistent drug blood
levels but are expensive, require frequent professional monitoring and may limit
patient mobility.

Transdermal administration is a convenient alternate means of continuous drug
delivery that does not involve needles or pumps. Patient-controlled analgesia (PCA)
allows patients to self-administer pain medications and may be useful if analgesiais
required for 12 hours or more and mobility is not required. Intrathecal delivery of
opioids is a viable option for patients with chronic pain who have not responded to
other treatment options, or for whom the required doses result in unacceptable
side-effects. Patients with intrathecal delivery systems typically require ongoing
ambulatory monitoring and supportive care.

"1 Journal of General Internal Medicine article (December 2011, Volume 26, Tssue 12, pp 1450-1457).
2 California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014).
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Patients on a steady dose of an opioid medication may experience pain that breaks
through the analgesic effects of the steady-state drug. Paper or electronic pain
diaries may help patients frack these breakthrough episodes and spot correlations
between the episodes and variables in their lives. A short-acting opioid is typically
prescribed for treatment by patients with breakthrough pain.

Continuation of opioid therapy after an appropriate trial shouid be based on
outcomes such as: making progress toward functional goals; presence and nature
of side effects; pain status; and a lack of evidence of medication misuse, abuse, or
diversion. Patients with no, or modest, previous opioid exposure should be started
at the lowest appropriate initial dosage of a short-acting opioid and titrated upward
to decrease the risk of adverse effects. The selection of a starting dose and manner
of titration are clinical decisions made on a case-by-case basis because of the
many variables involved. Some patients, such as frail older persons or those with
co-morbidities, may require an even more cautious therapy initiation. Short-acting
opioids are usually safer for initial therapy since they have a shorter half-life and
may be associated with a lower risk of overdose from drug accumutation. The
general approach is to “start low and go slow.”

Since opioids are known in some circumstances to worsen pain {hyperalgesia),
instances of ongoing pain may suggest opioid insensitivity (or an inadeguate dose).
Careful assessment must be undertaken. If hyperalgesia is suspected, a dose
reduction, opioid rotation or tapering to cessation could be considered.

Dosing Recommendations For Opioid Naive Patients

There is a plethora of data available regarding recommended dosages for various
analgesics. Because this is continuously evolving, physicians are encouraged to review
the Food and Drug Administration’s website and other relevant information sources.

Morphine Equivalent Dose (MED)

There are differing opinions among reputable experts and organizations as to what
MED should trigger a consultation. The Board recommends that physicians proceed
cautiously (yellow flag warning) once the MED reaches 80 mg/day. Referral to an
appropriate specialist should be considered when higher doses are contemplated.
There is no absolute safe ceiling dose of opioids, however, and caution and monitoring
are appropriate for applications of these medications.

The patient should be seen more frequently while the treatment plan is being initiated
and the opioid dose adjusted. As the patient is stabilized in the treatment regimen,
follow-up visits may be scheduled less frequently.

ONGOING PATIENT ASSESSMENT

When a trial of an opioid medication is successful and the physician and patient decide
to continue opioid therapy, regular review and monitoring should be undertaken for the
duration of treatment.
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Continuation, modification or termination of opioid therapy for pain should be contingent
on the physician’s evaluation of (1) evidence of the patient’s progress toward treatment
objectives and (2) the absence of substantial risks or adverse events, such as overdose
or diversion, A satisfactory response to treatment would-be indicated by a reduced level
of pain, increased level of function, and/or improved quality of life. Validated brief
assessment tools that measure pain and function, such as the three-question “Pain,

_ Enjoyment and General Activity” (PEG) scale or other validated assessment tools, may
be helpful and time effective.

Consider the 5-As method for chronic pain management assessment:

Analgesia: the patient is experiencing a reduction in pain.

Activity: the patient is demonstrating an improvement in level of function.

Adverse: the patient is not experiencing side effects.

Aberrance: the patient is complying with the pain management agreement and there
are no signs of medication abuse or diversion.

Affect: the patient’s behavior and mood are appropriate.

“Opioid rotation,” the switching from one opioid to another in order to better balance
analigesia and side effects, may be used if pain relief is inadequate, if side effects are
bothersome or unacceptable, or if an alternative route of administration is suggested.
Opioid rotation must be done with great care, particularly when converting from an
immediate-release formulation to an extended-release/long-acting (ER/LA) product.
Equianalgesic charts, conversion tables and calculators must be used cautiously with
titration and appropriate monitoring. Patients may exhibit incomplete cross-tolerance to
different types of opioids because of differences in the receptors or receptor sub-types
to which different opioids bind, hence physicians may want to use initially lower-than-
calculated doses of the switched-to opioid.

COMPLIANCE MONITORING

Physicians who prescribe opioids or other controlled substances for pain should ensure
the provisions of a pain management agreement are being heeded. Strategies for
monitoring compliance may include:

CURES/PDMP Report

The CURES/PDMP report can be useful in establishing whether or not an individual is
receiving controlled substances from multiple prescribers. The CURES/PDMP report
should be requested frequently for patients who are being treated for pain as well as
addiction. ~ :

Drug Testing
A patient's report of medication use is not always reliable; therefore, drug testing can be
an important monitoring tool.

Physicians need to be aware of the limitations of available tests (such as their limited
sensitivity for many opioids) and take care to order tests appropriately. For example,
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when a drug test is ordered, it is important to specify that it include the opioid being
prescribed. Because of the complexities involved in interpreting drug test resuits, it is
advisable to confirm significant or unexpected results with the laboratory toxicologist or
a clinical pathologist. Urine toxicology tests can be compromised by variability and
limitations in obtaining specimens, custody of specimens, laboratory methodologies and
interpreting laboratory data. Laboratories vary in their testing methodologies, thresholds
and standards. Resuits from drug screens may involve diverse drug classes and
interpreting them requires clinical understanding well beyond opioids.

“Variability may result from differences between laboratories. Some labs, for example,
only report values above a certain preset threshold. So, a patient might have a
measureable level of drug, but since it does not exceed the given threshold, it is
reported as negative finding. This might lead the physician to suspect that a prescribed
drug, which should be present at the time of testing, is absent.” 13

“Limitations to Urine Drug Testing (UDT): There is currently no way to telt from a urine
drug test the exact amount of drug ingested or taken, when the last dose was taken, or
the source of the drug. A recent systematic review of the use of drug treatment
agreements and urine drug testing to discourage misuse when opioids are prescribed
for chronic non-cancer pain, found weak, heterogeneous evidence that these strategies
were associated with less misuse. Limited research did find that UDT was a valuable
tool to detect use of non-prescribed drugs and confirm adherence to prescribed
medications beyond that identified by patient self-report or impression of the treating
physician.”'* “Consequently, additional testing, including quantitative blood levels of
prescribed medications and other laboratory testing, may be deemed necessary to
monitor and treat patients receiving chronic opioid treatment and is considered part of a
medically necessary treatment and monitoring program.”*®

It is important to be aware of cost barriers related to a patient’s ability to pay for the
testing. There are numerous Clinical Laboratory Improvement Amendments waived
office drug testing kits which are inexpénsive and which physicians may wish to
consider for use for initial drug testing. However, unexpected results from office-based
testing should be confirmed by the more-sensitive laboratory testing before the patient’s
plan of care is changed.

Pill Counting
Periodic pill counting can be a useful strategy to confirm medication adherence and to
minimize diversion (selling, sharing or giving away medications).

> Responsible Opioid Prescribing, A Clinician’s Guide, Second Edition, 2012, Scott Fishman, M.D.: Federation of
State Medical Boards (FSMB}), FSMB Foundation, and University of Nebraska Medical Center,

** State Of California Division Of Workers” Compensation Guideline For The Use Of Opioids To Treat Work-
Related Injuries (Forum Posting, April 2014) Part D: Comparison Of Recommendations From Existing Opioid
Guidelines.

B State OF California Division Of Workers’ Compensation Guideline For The Use Gf Opioids To Treat Work-
Related Injuries (Forum Posting, April 2014) Part B Recommendations.
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The physician must decide whether or not to revise or augment a pain management
agreement and/or treatment pian if the patient’s progress is unsatisfactory.

If it is suspected that a patient may be abusing or diverting prescribed medications, or
using “street” drugs, a careful re-assessment of the treatment plan must be undertaken.
A patient’s failure to adhere to a pain management agreement is not necessarily proof
of abuse or diversion._Failure to comply may be the consequence of inadequate pain
relief, confusion regarding the prescription, a language barrier or economic concerns. A
physician should arrange for an in-person meeting in order to have a non-judgmental
conversation to clarify his or her concerns. If abuse is confirmed, minimally,
consultation with an addiction medicine specialist or mental heaith specialist trained in
substance abuse disorders and/or referral to a substance use disorder treatment
program that provides medication-assisted therapy (MAT) should be immediately
facilitated. Physicians who prescribe long-term opioid therapy should be knowledgeable
in the diagnosis of substance use disorders and able to distinguish such disorders from
physical dependence-—~which is expected in chronic therapy with opioids and many
sedatives.

Documented drug diversion or prescription forgery, obvious impairment, and abusive or
assaultive behaviors usually require a firmer, immediate response. The degree to which
the patient has breached the pain agreement and/or the presence of criminal activity
should govern the physician’s response. Although an immediate face-to-face meeting
with the patient to re-evaluate the treatment plan may be appropriate, in some instances
it may be necessary to taper opioid therapy and/or terminate the physician patient
relationship. In situations where the patient has engaged in prescription forgery,
prescription theft or assaultive behaviors directed towards physician or staff, the
physician is strongly encouraged to contact the police/Drug Enforcement Agency
(DEA). Far other criminai behaviors, the physician is encouraged to contact legal
counsel to determine whether it is appropriate to report to law enforcement. Failing to
respond can place the patient and others at significant risk of adverse consequences,
including accidental overdose, suicide attempts, arrests and incarceration, or even
death.

DISCONTINUING OPIOID THERAPY

Discontinuing or tapering of opioid therapy may be required for many reasons and
ideally, an “exit strategy” should be included in the treatment plan for all patients
receiving opioids at the outset of treatment. Reasons may include:
+ Resolution or healing of the painful condition;
» [ntolerable side effects;
» Failure to achieve anticipated pain relief or functional improvement (although
ensure that this failure is not the resuit of inadequate treatment):
» Evidence of non-medical or inappropriate use;
» Failure to comply with monitoring, such as urine drug screening (although ensure
that this failure is not the result of a cost issue);
o Failure to comply with pain management agreement;
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+ Exhibition of drug-seeking behaviors (although ensure this behavior is not the
result of inadequate treatment) or diversicon, such as:
o Selling prescription drugs;
Forging prescriptions;
Stealing or borrowing drugs;
Aggressive demand for opioids;
Injecting oral/topical opioids; -
Unsanctioned use of opioids;
Unsanctioned dose escalation;
Concurrent use of illicit drugs;
Getting opioids from multiple prescribers and/or multipie pharmacies; or
Recurring emergency department visits for chronic pain management.

00000 O0QCo0

If opioid therapy is discontinued, the patient who has become physically dependent
should be provided with a safely-structured tapering regimen. Opioid withdrawal
symptoms are uncomfortable, but are generally not life threatening. Opioids can be
stopped abruptly when the risks outweigh the benefits. This is not true for
benzodiazepine withdrawals, which can be life threatening. Withdrawal can be
managed either by the prescribing physician or by referring the patient to an addiction
specialist. “Approaches to weaning range from a slow 10% reduction per week to a
more aggressive 25 to 50% reduction every few days. [n general, a slower taper will
produce fewer unpleasant symptoms of withdrawal.”*® For strategies on tapering and
weaning, see Appendix 15. The termination of opioid therapy should not mark the end
of treatment, which should continue with other modalities, either through direct care or
referral to other health care specialists, as appropriate.

If complete termination of care is necessary (as opposed to termination of a specific
treatment modality), physicians should treat the patient until the patient has had a
reasonable time to find an alternative source of care, and ensure that the patient has
adequate medications, if appropriate, to avoid unnecessary risk from withdrawal
symptoms. Physicians can be held accountable for patient abandonment if medical care
is discontinued without adequate provision for subsequent care. If a patient is known to
be abusing a medication, initiating a detoxification protocol may be appropriate.
Consultation with an attorney and/or one’s malpractice insurance carrier may be
prudent in such cases. Physicians may want to also consult health plan contracts to
ensure compliance. The Board aiso provides guidance on how to terminate/sever the
patient relationship,

If a patient is dismissed for not honoring treatment agreements, consider referral to
addiction resources. This can also include a 12-step program.

' California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014).
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MEDICAL RECORDS

Every physician must maintain adequate and accurate medical records. The content of
a patient’s medical record may vary considerably, depending on numerous factors. For
a physician treating a patient with opioids for chronic, non-cancer pain, an adequate
medical record includes, but is not limited to, the documentation of:

» the patient’s medical history;

+ results of the physical examination and all laboratory tests ordered by the
physician;

s patient consent;

¢ pain management agreement;

¢ resuits of the risk assessment, including results of any screening instruments
used;

+ description of the treatments provided, including all medications prescribed or
administered (including the date, type, dose and quantity);

s instructions to the patient, including discussions of risks and benefits with the
patient and any significant others;

¢ results of ongoing monitoring of patient progress (or lack of progress) in terms of
pain management and functional improvement;

¢ notes on evaluations by, and consultations with, specialists;

« any other information used to support the initiation, continuation, revision, or
termination of treatment and the steps taken in response to any aberrant
medication use behaviors (these may include actual copies of, or references to,
medical records of past hospitalizations or treatments by other providers);

¢ authorization for release of information to other treatment providers as
appropriate and/or legally required; and

¢ results of CURES/PDMP data searches.

The medical record should include all prescription orders for opioid analgesics and other
controlled subhstances, whether written, telephoned or electronic, In addition, written
instructions for the use of all medications should he given to the patient and
documented in the record. The name, telephone number, and address of the patient’s
pharmacy also should be recorded to facilitate contact as needed, if the pharmacy that
the patient will use is known. Records should be up-to-date and maintained

in an accessible manner so as to be readily available for review.

Good records demonstrate that a service was provided to the patient and establish that
the service provided was medically necessary. Even if the outcome is less than optimal,
thorough records protect the physician as well as the patient. .

SUPERVISING ALLIED HEALTH PROFESSIONALS

Physicians who supervise physician assistants or nurse practitioners who prescribe
opioids should be aware of the specific regulations and requirements governing them
and those whom they supervise.
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COMPLIANCE WITH CONTROLLED SUBSTANCES LAWS

California laws:
« California laws reqarding controlled substances
+ Guide to the Laws Governing the Practice of Medicine

Federal laws:
+ Title 21 United States Code (USC) Controlled Substances Act

Other information:
+« Pharmacist corresponding responsibilities

Guidelines fr Prescribing Controlled Subsne for Pai - ovbr 14 -

“Page

40




Appendix 1_- Clinical Policy: Critical Issues in the Prescribing of Opiocids for Adult
Patients in the Emergency Department

PAIN MANAGEMENT/CLINICAL POLICY
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ABSTRACT

This clinical policy deals with critical issues in prescribing
of opioids for adult patients treated in the emergency
department (ED)}. This guideline is the result of the efforts of
the American College of Emergency Physicians, in
consultation with the Centers for Disease Control and
Prevention, and the Food and Drug Administration. The
critical questions addressed in this clinical policy are: (1) In
the adult ED patient with noncancer pain for whom opioid
prescriptions are considered, what is the utility of state
prescription drug monitoring programs in identifying
patients who are at high risk for opicid abuse? (2) In the
adult ED patient with acute low back pain, are prescriptions
for opioids more effective during the acute phase than other
medications? (3) In the adult ED patient for whom opioid
prescription is considered appropriate for treatment of
new-onset acute pain, are short-acting schedule II opioids
more effective than short-acting schedule ITI opioids? (4) In
the adult ED patient with an acute exacerbation of
noncancer chronic pain, do the benefits of prescribing
opioids on discharge from the ED outweigh the potential
harms? '

INTRODUCTION

Pain is a major symptom of many patients presenting to the
emergency department (ED), with up to 42% of ED visits being
refated to painful conditions.' Pain management has received
increased emphasis in the past decade, including The Joint
Commission’s focus on patient analgesia® and increasing
institutional emphasis placed on patient satisfaction surveys
covering pain management, Much literature, including the most
recent Institute of Medicine report on this topic, has stressed
that health care providers have not done as well as possible in
the area of pain management.” A possible unintended
consequence of these efforts is the increase in prescription drug
abuse, especially opioid abuse, the fastest-growing drug abuse
problem in the United States.*

As part of this issue, there has been a startling increase in
unintentional drug overdoses and related deaths since the late
1990s.>¢ Reported overdose deaths involving opioid 2nalgesics
increased from 4,030 in 1999 to 14,800 in 2008.”* Data from
2008 reveal that drug overdoses were the second leading cause
of injury death in the United States, after motor vehicle
crashes.” Currently, deaths from opioid analgesics are
significantly greater in number than these from cocaine and
heroin combined.®

The efforts of clinicians to improve their treatment of pain,
along with pharmaceutical industry marketing, have been
factors in contributing to a significant increase in the sale and
distribution of opioids in the United States. For example, the
sales of opioid analgesics to hospitals, pharmacies, and
practitioners quadrupled between 1999 and 2010.* Drug sales
and distribution data of opioids show an increase from 180 mg
morphine equivalents per person in the United States in 1997
to 710 mg per person in 2010.%'® This is the equivalent of 7.1

kg of opioid medication per 10,000 populatien, or enough to
supply every American adult with 5 mg of hydrocodene every 4
hours for a month.®

The dilemma of treating pain appropriately while avoiding
adverse events is further complicated by insufficient data
supporting the long-term use of opicids in the treatment of
chronic noncancer pain. Although selective use of opioids in the
treatment of acute pain is traditionally accepted, the treatment
of chronic noncancer pain is more complex. Many authors have
begun to question the routine long-term use of opioids for the
treatment of chronic noncancer pain,'’"? Multiple practice
guidelines have been developed to address this issue. '
However, most recommendations in this area are of a consensus
nature, being based on experiential or low-quality evidence.

Data from 2009 show that thete were more than 201.9
million opioid prescriptions dispensed in the United States
during that year.™ It is difficult to obtain reliable dara
concerning the degree to which this is an emergency medicine
issue, but during 2009, in the 10- to 19-year-old and 20- to
29-year-old patient groups, emergency medicine ranked third
among all specialties in terms of number of opioid prescriptions,
writing approximately 12% of the 1otal prescriptions in each age
group. In the 30- to 39-year-old group, emergency medicine
ranked fourth.? Although these data do not deal with total
doses dispensed by specialty, it is commonly postulated that the
population served in EDs as a whole is at high risk for opioid
abuse.”!

The significant increase in opioid-related deaths has raised
the concern of many.”®* This problem has also been observed
in the pediatric population.”?* Action at the national level
includes the recent proposal from the Food and Drug
Administration for the establishmenc of physician education
programs for the prescribing of long-acting and extended-release
apioids as part of their national opioid risk evaluation and
mitigation strategy (the REMS program).®® State efforts to
address this issue have included the development of statewide
opioid prescribing guidelines, such as those developed by the
Utah Department of Health'” and statewide ED opioid
prescribing guidelines, such as those developed in Washington
State by the Washington chapter of the American College of
Emergency Physicians (ACEP) working with other state
organizations.'® Some individual EDs and emergency physician
groups have also promulgated opioid prescribing guidelines.
Seme of these policies also deal with the necessity of patient
education about the safe use and proper disposal of opiocid
medications. Eatly data indicate that, in some cases, these
guidelines may decrease prescription opioid overdose.”®
Anecdoral experience suggests that public policies such as these
may change patient perceptions of appropriate prescribing and
mitigate complaints atising from more stringent presciibing
practices. ACEP has approved refated policy statements about
optimizing the treatment of pain in patients with acute
presentations and the implementation of electronic prescription

drug monitoring pmsorrams.ﬁ’28
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This clinical policy addresses several issues believed to be
important in the prescribing of opioids by emergency
physicians for adult patients treated and released from the
ED for whom opioids may be an appropriate treatment
modality. Although relieving pain and reducing suffering are
primary emergency physician responsibilities, there is a
concurrent duty to limit the personal and societal harm that
can result from prescription drug misuse and abuse. Because
long-acting or extended-release opioids are not indicated for
the treatment of acute pain, the aim of this clinical policy is
to provide evidence-based recommendations for prescribirig-
short-acting opioids for adult ED patients with painful acute
or chronic conditions while attempting to address the
increasing frequency of adverse events, abuse, and overdose
of prescribed opioid analgesics.

METHCDOLOGY

This clinical policy was created after careful review and
critical analysis of the medical literature. The crirical questions
were formulated in the PICO (patient, intervention,
comparison, outcomne)”” format to steengthen the clarity and
scientific rigor of the questions. Searches of MEDLINE,
MEDLINE InProcess, and the Cochrane Library were
performed. Al searches wete limited to English-language
sources, human studies, adults, and years 2000 to 201 1. Specific
key words/phrases and years used in the searches are identified
under each critical question. In addition, relevant articles from
the bibliographies of included studies and meore recent aricles
identified by committee members were included.

This policy is a preduct of the ACEP clinical policy
development process, including expert review, and is based on
the literature; when literature was not available, consensus of
panel members was used. Expert review comments were
received from emergency physicians, toxicologists, pain and
addiction medicine specialists, pharmacologists, occupational
medicine specialists, and individual members of the American
Academy of Clinical Toxicology, American Academy of Family
Physicians, American Academy of Pain Medicine, American
Chronic Pain Association, American College of Occupational
and Environmental Medicine, American College of Osteopathic
Emergency Physicians, American College of Physicians,
American Pain Society, American Sociery of Health-System
Pharmacists, American Saciety of Interventional Pain
Physicians, Emergency Medicine Resident’s Association, and
Emergency Nurses Association. Their responses were used to
further refine and enhance this policy; however, their responses
do not imply endorsement of this clinical policy. Clinical
policies are scheduled for revision every 3 years; however,
interim reviews are conducted when technology or the practice
environment changes significantly. The Centers for Disease
Control and Prevention was the funding source for this clinical
policy.

All articles used in the formulation of this clinical policy were
graded by at least 2 subcommittee members for quality and
stzength of evidence. The articles were classified into 3 classes of

evidence on the basis of the design of the study, with design 1
representing the strongest evidence and design 3 representing
the weakest evidence for therapeutic, diagnostic, and prognostic
studies, respectively (Appendix A). Articles were then graded on
dimensions related to the study’s methodological features:
blinded versus nonblinded outcome assessment, blinded or
randomized allocation, direct or indirect outcome measures
{reliability and validity), biases (eg, selection, detection,
transfer), external validity (ie, generalizability), and sufficient
sample size. Articles received a final grade (Class I, 11, IIT) on the
basis of a predetermined formula, taking into account the design
and study quality (Appendix B). Articles with fatal flaws or that
were not relevant to the critical question were given an “X”
grade and were not used in formulating recommendations for
this policy. Evidence grading was done with respect to the
specific data being extracted and the specific critical question
being reviewed. Thus, the level of evidence for any one study
may have varied according to the question, and it is possible for
a single article to receive different levels of grading as different
critical questions were answered. Question-specific level of
evidence grading may be found in the Evidentiary Table
included at the end of this policy. Evidence grading sheets may
be viewed at http:/fwww.acep.org/clinicalpolicies/?pg=1.

Clinical findings and strength of recommendations about
patient management were then made according to the following
criteria:

Level A recommendations. Generally accepted principles for
patient management that reflect a high degree of clinical
certainty (e, based on strength of evidence Class [ or
overwhelming evidence from strength of evidence Class I1
studies that directly address all of the issues).

Level B recommendations. Recommendations for patient
management that may identify a particular strategy or range of
management strategies that reflect moderate clinical certainty
(ie, based on strength of evidence Class II studies that directly
address the issue, decision analysis that directly addresses the
issue, or strong consensus of strength of evidence Class I
studies),

Level C recommendations. Other strategies for patient
management that are based on Class III studies, or in the
absence of any adequate published literature, based on panel
consensus.

There are certain circumstances in which the
recommendations stemming from a body of evidence should
not be rated as highly as the individual studies on which they
are based. Factors such as heterogeneity of results, uncertainty
about effect magnitude and consequences, and publication bias,
among others, might lead to such a downgrading of
recommendations.

This policy is not intended to be a complete manual on the
evaluation and management of adult ED patients with painful
conditions where prescriptions for opioids are being considered,
but rather Is a focused examination of critical issues that have
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particular relevance to the current practice of emergency
medicine.

The goal of the ACEP Opioid Guideline Panel is to
provide an evidence-based recommendation when the
medical literature provides encugh quality information to
answer a critical question. When the medical literature does
not contain enough quality information to answer a critical
question, the members of the ACEP Opioid Guideline Panel
believe that it is equally important to alert emergency
physicians to this fact.

Recommendations offered in this policy are not intended to
represent the only management options that the emergency
physician should consider. ACEP clearly recognizes the
importance of the individual physician’s judgment. Rather, this
guideline defines for the physician those strategies for which
medical liverature exists to provide suppore for answees to the
critical questions addressed in this policy.

Scope af Application, This guideline is intended for
physicians working in hospital-based EDs.

Inclusion Crireria. This guideline is intended for adult
patients presenting to the ED with acute noncancer pain or an
acute exacerbation of chronic noncancer pain,

Exclusion Criteria. This guideline is not intended to
address the long-term care of patients with cancer or chronic
noncancer pain.

CRITICAL QUESTIONS

1. In the adult ED patient with noncascer pain for whom
opioid prescriptions are considered, what is the utility of
state prescription drug monitoring programs in identifying
patients who are at high risk for opioid abuse?

Recommendations

Level A recommendations. None specified.

Level B recommendations. None specified.

Level C recommiendations. The use of a state prescription
meonitoring program may help identify patients who are at high
risk for preseription opioid diversion or doctor shopping.

Key words/phrases for literature searches: opioid, drug
prescriptions, drug monitoring, drug utilization review,
substance abuse detection, drug-seeking behavior, drug and
narcotic control, substance-related disorders, physician’s practice
patterns, program evaluation, emergency service, and variations
and combinations of the key words/phrases with exclusion of
cancer.

Emergency physicians must balance oligoanalgesia
{undertreatment or ineffectual treatment of pain) with concerns
about drug diversion* and doctor shopping, ** Therefore, the

*Drug diversion: The diversion of drugs for nenmedical use through
routes that do not involve the direct prescrigtion of the drug by a
provider. Diverted drugs might be provided by family or friends,
purchased on the street market, or obtained through fraudulent
prescription. Epidemiologic data suggest that most opioids used
nonmedically are cbiained through these means,

development of mechanisms to address these issues is justified.
The expanded use of prescription drug monitoring programs to
curb prescription opiocid misuse was recommended in the 2011
Prescription Drug Abuse Prevention Plan released by the White
House Office of National Drug Control Policy.* Prescription
drug monitoring programs are state-based monitoring programs
for certain controlled substances that are prescribed by licensed
practitieners and dispensed by pharmacies. Although existing in
various forms for more than 3 decades, the frst effort 1o
standardize prescription drug monitoring practice was the
passage in 2005 of the National All Schedules Prescription
Electronic Reporting Act (NASPER). Unfortunately, this
federal legislative mandate that intended to harmonize
prescription drug monitoring programs across the various states
has yet to be fully funded.

Prescription drug monitoring programs ideally serve multiple
functions, including identifying patients who engage in doctor
shopping, and patients, providers, or pharmacies who engape in
diversion of controlled substances and providing information
about prescribing trends for surveillance and evaluation
purposes. Such information may serve to benefit the patients,
the health care system, epidemiologists, policymakers, regulatory
agencies, and law enforcement.” Certain large health care
systems, particularly closed prescribing systems such as the
Veterans Administration and health maintenance organizations,
maintain databases that allow prescribers to view recent
prescriptions of enrolled clients or patients. Forty-one states
have operational prescription drug monitoring programs of
various complexity and capability, with an additional 7 states
having prescription drug monitoring program legislation in
place but with programs that are not yet operational, *® Most
states allow health care providers and pharmacists to access the
programs for patients under their care. Other groups such as law
enforcement and regulatory boards may also have access. One
program tracks only schedule II drug prescriptions, whereas
most track drug prescriptions of schedule [T to IV or Il o V
drugs. ‘

Despite prescription drug monitoring programs providing an
intuitive perception of benefit for the medical community, there
are limited data to indicate any benefit of these programs for
improving patient outcomes or reducing the misuse of
prescription drugs.” In part, this relates to the limited
optimization of and standardization between the programs and
the lack of a mechanism to allow interstate communication,?”

TDoctor shopping: The practice of obtalning prescriptions for
controlled substances from multiple providers, which is regarded
as a possible indication of abuse or diversion. There is no rigorous
definition, and various authors have defined it In different ways,
from 2 or more prescribers within 30 days, greater than 4 during 1
year, and greater than 5 during 1 year.**%? It has also been
defined as the amount of drug obtalned through doctor shepping
compared with the amount intended to be prescribed.?? The use of
“pill mifls,” in which a prescriber provides ready access to
arescriptions or piils, can be considered a form of doctor shopging.
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One study has demonstrated that compared with states without
a prescription monitoring program, those with such a program
had a slower rate of increase in opioid misuse.*®

In an attempt to guantify the eftect of a prescription drug
monitoring program, Baehren et al”® conducted a prospective
study (Class I1T) of 18 providers who cared for a convenience
sample of adult patients with pain in a single Ohic ED, After
the clinical assessment of a patient, the researchers queried the
providers about 3 patient-specific issues: (1} the likelihood of
querying the state’s prescription drug monitoring program,
called Ohio Automated Rx Reporting System; (2) the likelihood
of providing an opicid prescription at discharge; and (3) if yes,
which opioid and what quantity. They were then provided with
a printout of the patient dara from the prescription drug
monitoring program and asked to reassess the same questions.
Of the 179 patients with complete darta, information from the
Ohio Automated Rx Reporting System altered prescribing
practice in 74 of 179 (41%). The majority (61%) of these
patients received fewer or no opioids, whereas 39% received
more. The change in management was attributed to the number
of previous prescriptions, 30 of 74 (41%); number of previous
presciibers, 23 of 74 (31%); number of pharmacies used, 19 of
74 (26%); and number of addresses lsted, 12 of 74 (16%). A
lHmitation of this study was that 4 prescribers accounted for
almost two thirds of the total patient encounters. In this study,
knowledge of the information provided by a prescription drug
monitoring program had an important impact on the
prescription practices for controlled substances in an ED,
although the actual effect of prescription drug monitoring
program data on patient outcomes in this study is unknown.

Although not specifically evaluating the benefit of
prescription drug monitoring programs on identifying high-risk
patients, Hall et al,* in a Class T1I study, reviewed
characteristics of decedents who died of prescription drugs in
West Virginia and reported that opioid analgesics accounted for
93% of deaths. Cross-referencing the medical examiner’s
detailed analysis of the cause of death with the West Virginia
prescription monitoring program, the authors determined the
prescription history of the drug associated with each fatality.
Patients who had received controlled drugs from 5 or more
presceibers in the year before death were defined as engaging in
“doctor shopping,” whereas those whose death was not
associated with a valid prescription were considered to have
obtained their drugs through “diversion.” Of the 293 deaths
that were reviewed, the mean age of patients who died was 39
years, and 92% were between ages 18 and 54 years. Diversion
was associated with 186 (63%) of the fatalities, and doctor
shopping was associated with 63 (21%) of the fatalities. Of the
295 total decedents, 279 (95%) had at least 1 indicator of
substance abuse, and these differed according to whether the
drug was obtained through diversion or docter shopping.
Deaths involving diversion were associated with a history of
substance abuse {82.3% versus 71.6%; odds ratio [OR] 1.8;
95% confidence interval [CI] 1.0 to 3.4), nonmedical route of

pharmaceutical administration (26.3% versus 15.6%; OR 1.9;
95% CI 1.0 to 3.8), and a contributory illicit drug (19.4%
versus 10.1%; OR 2.1; 95% CI 1.0 to 4.9). Patients with
evidence of doctor shopping were significantly more likely o
have had a previous overdose (30.2% versus 13.4%; OR 2.8;
95% CI 1.4 to 5.6) and significantly less likely to have used
contributory alcohol (7.9% versus 19.8%; OR 0.3; 95% CI 0.1
to 0.9). Few patients (8.1%) were involved in both doctor
shopping and diversion. The study suggests that the
information provided by a prescription drug monitoring
program, with correct interpretation and action based on that
knowledge, might have prevented some inappropriate
prescribing and poor outcomes in this patient population.

In another Class TTT study, Pradel et al>* monitored
prescribing trends for buprenorphine in a select area of France,
using a prescription drug database during 2 multiple-year
periced. During, this time, a prescription drug monitoring
program was implemented, allowing a before-after comparison
of the buprenorphine prescribing pattern for more than 2,600
patients. The doctor shopping drug quantity, which was defined
as the rotal drug quantity received by the patient minus the
quantity prescribed by an individual provider, increased from
631 g in the first 6 months of 2000 to a peak of 1,151 g in the
first 6 months of 2004, equivalent to 143,750 days of treatment
at 8 mp/day. The doctor shopping ratio, determined as the ratio
of the quantity delivered 1o the quantity prescribed, increased
steadily from early 2000 (14.9% of the grams of drug
prescribed) to a peak value in the first 6 months of 2004
(21.7%). After implementation of the prescription drug
monitoring program in early 2004, this value decreased rapidly,
in fewer than 2 years reaching the value observed in 2000, The
points of inflection of the doctor shopping curves (quantity and
ratio} coincided with the implementation of the prescription
drug monitoring program, suggesting an immediate benefit of
this program. The prescribed quantity did not change after the
implementation, indicating that access to treatment may not
have changed. Eighty percent of the total doctor shopping
quantity of buprenorphine was obtained by approximately 200
(8%) of the total patients. However, it is difficult to make any
inferences about the effect of a decrease in doctor shopping,
given the fractional amount of total prescribing accounted for
by this practice.>® The authors suggested thar the doubling in
the street price of buprenorphine after the prescription drug
monitoring program implementation was an indicator of
success.

An observational study of opioid-related deaths by Paulozzi et
al* highlights some important considerations in the assessment
of the effectiveness of prescription drug monitoring programs.
The authors assessed the mortality rate from 1999 te 2005 from
schedule H and II! prescription opioids in the United States and
compared states that had prescription drug monitering
programs with those that did not. They further divided states
with prescription drug monitering programs into those that
proactively informed prescribers, generatly by mail, of potential
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misuse and those that did not. This study found no difference
in the mortality rates over time for states with and without 2
presciiption drug monitoring program, nor did states with
proactive prescription drug monitoring programs perform better
than those with programs that were not proactive, There was a
nonsignificantly lower rate of consumption of schedule I1
opioids and a significantly higher rate of consumption of
hydrocodone (schedule IE) in states that had a prescription
drug monitoring program, A major limitation of this study is
that the variability in the prescription drug monitoring program
structure, including the ability of health care providers to access
the database, was not considered. Current applicability is
somewhat limited by substantial changes in the manner in
which prescription drug monitoring programs function since
the study was conducted, including the extent of physician
access and the definition of patient inclusion criteria. Because of
the practical limitation of the delay in informing the
prescriber of a patient’s potential drug misuse, the proactive
notification aspect of these programs would have minimal
effect on emergency medical practice in states that cannot
provide prescription drug monitoring program data in real
time.

In conclusion, there are no studies that directly evaluate the
effect of real-time, voluntary access to a prescription drug
monitoring program on prescribing practices of emergency
physicians, In addition, the broader effect of such access on
diversion, abuse, doctor shopping, mortality, and the possibility
of pain undertreatment remains undefined. Prescription drug
monitoring programs have many limitations in their current
format, including complex access issues, limitations on access
permission, thresholds for patient listing, timeliness, incerstate
communication, and whether the data are presented to the
physician automatically or require physician effort to retrieve.
Furthermore, the tecent addition of prescription drug
monitoring programs in several states and continuing changes in
the structure or function of existing programs limit the direct
application of even recently published research. Legislation
designed to improve prescription drug monitoring program
operation (eg, NASPER) has stalled or remained underfunded,
and concerns over patient confidentiality have often trumped
public health concerns. Until an interstate, frequently updated,
multiple-drug-schedule, easily accessible, widely nused
prescription drug monitoring system is implemented, the
likelihood of success is limited.*?

2. In the adult ED patient with acate low back pain, are
prescriptions for opioids more effective during the acute
phase than other medications?

Recommendations

Level A recommendations. None specified.

Level B recommendations. None specified.

Level C vecommendations. (1) For the patient being
discharged from the ED with acute low back pain, the

emergency physician should ascertain whether nonopioid
analgesics and nonpharmacologic therapies will be adequate for
initial pain management.

{2} Given a lack of demonstrared evidence of superior efficacy
of either opioid or nonopioid analgesics and the individual and
community risks associated with opioid use, misuse, and abuse,
opioids should be reserved for more severe pain or pain
refractory to other anelgesics rather than routinely prescribed.

(3} If opioids are indicated, the prescription should be for the
lowest practical dose for a limited duration {eg, <1 week}, and
the prescriber should consider the patient’s risk for opioid
misuse, abuse, or diversion.

Key words/phrases for [iteracure searches: acute low back
pain, opioid, and variations and combinations of the key
words/phrases,

Acute low back pain is 2 common ED presenting complaint.
Opioids are frequently prescribed, expected, or requested for
such presentations.*™*! In a recent study, it was estimated that
low back pain-—related disorders result in approximately 2.6
million annual ED visits in the United States. Of medications
either administered in the ED or prescribed at discharge, the
most frequently used classes were opioids (61.7%; 95% CI
59.29% to 64.29), nonsteroidal and-inflammatory drugs
(NSAIDs} (49.6%; 95% CI 46.7% to 52.3%), and muscle
relaxants (42.8%; 95% CI 40.2% to 45.4%).%! The opioid
analgesics most commonly prescribed for low back pain,
hydrocodone and oxycodone products, are also those most
prevalent in 2 Government Accountability Office study of
frequently abused drugs.* Low back pain as a presenting
complaint was also observed in a recent study to be associated
with patients at higher risk for opioid abuse,** Low back pain,
although a common acute presentation, is also ofren persistent
and recurrent, with 33% of patients continuing to complain of
moderate-intensity pain and 15% of severe pain at 1 year from
initial presentation. Symptoms recur in 50% to 80% of people
within the first year." In one study, 19% reported opioid use at a
3.month follow-up.*® Emergency physicians, as a specialty, are
among the higher prescribers of opioid pain relievers for patients
aged 10 to 40 years.*® Recent data show simultaneous increases in
overall opioid sales rates and prescription opioid--related deaths and
addiction rates and suggest that widespread use of opioids has
adverse consequences for patients and communities,®

There is a paucity of literature that addresses the use of
opioids after ED discharge for acute low back pain versus the
use of NSAIDs or the combination of NSAIDs and muscle
relaxants. Two meta-analyses published in the last 5 years
identified relatively few valid studies that address the use of
opioids for low back pain, >4

In a Class 111 2008 Cochrane review, NSAIDs were
compared with opioids and muscle relaxants for the wreatment
of low back pain.® Three studies were reviewed that compared
opioids (2 of which are no longer in use) with NSAIDs for
treatment of acute low back pain, including 1 study considered
by the Cochrane reviewers to be of higher quality.” None of
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the individual studies found statistically significant differences in
pain relief. A Class 111 review by McIntosh and Hall*® of clinical
evidence for treatment of acute low back pain similarly found
no evidence for superiority of opioids over other therapics and
no direct information to demonstrate that opioids were better
than no active therapy; however, the authors concluded thart the
opioid-related studies were too small to detect any clinically
important differences.

A Class IIT Cochrane review of NSAID treatment for acute

low back pain evaluated 65 studies (including more than 11,000 .

patients) of mixed methodological quality that compared
various NSAIDs with placebo, other drugs, other therapies, and
other NSAIDs. ™ The review authors concluded that NSAIDs
are slightly effective for short-term symptomatic relief in
patients with zcute and chronic low back pain withour sciatica
{pain and tingling radiating down the leg). [n patients with
acute sciatica, no ditference in effect between NSAIDs and
placebo was found but moderate efficacy was found for opioids.
The systematic review also reported that NSAIDs are no mare
_eflective than other drugs (acetaminophen, opioids, and muscle
relaxants). Placebo and acetaminophen had fewer adverse effects
than NSAIDs, and NSAIDS had fewer adverse effects than
muscle relaxants or opioids.

A 2003 Cochrane review of muscle relaxants for low back
pain (Class X because it did not address the role of opioids)
found that muscle relaxants were effective for short-term
symptomatic relief in patients with acute and chronic low back
pain.*® However, muscle relaxants were associated with a high
incidence of adverse effects, This study cited strong evidence in
4 trials invelving a total of 294 people that oral
nonbenzodiazepine muscle relaxants are more effective than
placebo in patients with acute low back pain for short-term pain
relief, global efficacy, and improvement of physical outcomes.

Although no superiority has been demonstrated for opioids
over other therapies for treatment of acute low back pain,
groups have recommended against use of opioids as first-line
therapy for treacment of this problem.*?® A guideline for
diagnosis and treatment of low back pain endorsed by the
American College of Physicians and the American Pain Society
recommends opioids only for severe, disabling pain chat is not
controlled or not likely to be controlled with acetaminophen or
NSAIDs.* In their 2007 guidelines, the American College of
Ovccupational and Environmental Medicine stated that routine
use of opioids for acute, subacute, or chronic low back pain is
not recommended.*®

Several observational non-ED studies also suggest caution
with regard to opioid prescribing for back pain. Franklin et al,*’
in 2 retrospective study (Class X because of the non-ED patient
population), found that workers with acute fow back injury and
worker’s compensation claims who were treated with
prescription opioids within & weeks of acute injury for more
than 7 days had a significantly higher risk for long-term
disability. In a subsequent Class IlI population-based
prospective study of opioid use among injured Washington

State workets with low back pain, Franklin et al** observed a
strong association between the amount of prescribed opioids
received early after injury and long-term use of prescription
opioids. A retrospective study of 98 workers with acute low back
pain and subsequent disability claims by Mahmud et aP* found
that patients whose treatment of new work-related low back
pain involved opioid use for 7 days or more were more likely to
have long-term disability (relative risk 2.58; 95% CI 1.22 to
5.47); however, the direct applicability of this study (Class X)
was limited because most patients were not seen in the ED. In
another study that addressed associations of long-term outcome
with opioid therapy for nonspecific low back pain, Velinn et
aP* found thar the odds of chronic work loss were 11 to 14
times greater for claimanes treated with schedule II (“strong”)
opioids compared with those not treated with opioids at all.
They furcher observed that the strong associations between
schedule IT use and long-term disability suggest that for most
workers, opioid therapy did not arrest the cycle of work loss and
pain. Although this study was also graded as Class X because of
the population sclected and failure to directly address acute or
immediate benefit, the results highlight potential problems of
treating acute fow back pain with opioids.”* Unfortunately,
causation cannot be direcdy inferred from these studies because
of possible confounding,

[n summary, although opioids currently offer the most potent
form of pain relief, there is essentially no published evidence
that the prescription of opieid analgesics for acute low back pain
provides benefit over other available medications or vice versa,
Several observational studies suggest associations of both
prescription of “strong” opioids or longer prescription duration
{greater than 7 days} and carly opioid prescribing with worsened
functional outcomes. Additionally, as noted, the overall
increased rate of opioid sales has been strongly associated with
adverse effects in the community {overdose, addiction, aberrant
use, and death).® Therefore, it can be recommended thac
opioids not be routinely prescribed for acute low back pain but
reserved for select ED patients with more severe pain (eg,
sciatica) or pain refractory to other drug and treatment
modalities. Prescriptions for opioids should always be provided
for limited amounts and for a limited period. Extra caution
{such as use of prescription drug monitoring programs and
seeking of collateral patient information such as patient visit
history) may be indicated for patients identified as possibly
having an increased risk for substance dependence or abuse.

3. In the adult ED patient for whom opioid prescription is
considered appropriate for treatment of new-onset acute
pain, are short-acting schedule II opioids more effective
than short-acting schedule IIT opioids?

Recommendations

Level A recommendations. None specified.

Level B recommendations. For the short-term relief of acute
musculoskeletal pain, emergency physicians may prescribe
short-acting opioids such as oxycodone or hydrocadone
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products while considering the benefits and risks for the
individual patient.

Level C recommendations. Research evidence to support
superior pain relief for short-acting schedule I over schedule I1I
opioids is inadequate.

Key words/phrases for literature searches: opioids, schedule If
narcotics, schedule ITT narcotics, acute pain, acute disease,
emergency service, and variations and combinations of the key
words/phrases.

Schedules IT and TII are classifications established by the
Comprehensive Drug Abuse Prevention and Control Act of
1970 and determined by the Drug Enforcement
Administration. Among other criteria, classification decisions
for specific drugs are based on judgments about the potential for
their abuse. Schedule IT opioids include morphine {eg, MS
Contin), oxymorphone (eg, Opana), oxycodone (eg,
Roxicodone) and oxycodone combination products (eg,
Percocet, Percodan), as well as hydromorphone (eg, Dilaudid)
and fentanyl {eg, Duragesic patch, Actig). Schedule III opioids
include combinartion products, such as hydrocodone (15 mg or
less) combined with acetaminophen {eg, Vicodin, Lortab) or
ibuprofen (eg, Vicoprofen), as well as some of the codeine
combination products.”® Schedule classifications for opioids
may change over time in response to a number of factors,
including their perceived risk of abuse, Calls to reclassify
hydrocodone combination products (eg, Vicodin, Lortab) from
schedule III to schedule 11 have increased in recent years in
response to increasing levels of abuse of these substances.

These recommendations address only new-onset acute pain.
Long-acting or extended-released schedule IT products such as
oxycodone ER (OxyContin), methadone, fentanyl patches, or
motphine extended-release (MS Contin) are indicated for
chronic pain and should not be used for acute pain.*® Long-
acting and extended-release opioids are for use in opioid-
tolerant patients only and are not intended for use as an “as-
needed” analgesic. In addition, the immediate-release oral
transmucosal formulations of fentanyl are indicated only for
breakthrough pain reliel in cancer patients who are already taking
sustained-release medications and are opioid tolerant. These
formulations should not be used for acute new-onset pain.

As part of the decision to prescribe opioids for new onset of
acute pain, the care provider can select between short-acting
schedule T or Tl agents (Table). In general, equianalgesic doses
of opioids are equally eflicacious in relieving pain. Therefore, 2
priori, thete Is no reason to consider an equianalgesic dose of a
short-acting schedule II opioid mote effective in providing pain
relief than a short-acting schedule TH opioid. However, some
studies have compared schedule I and TII opioids combined
with nonopioid analgesics with one another, Two prospective
randomized controlled trials have compared the efficacy of
short-acting oxycodone, a schedule 11 drug, with hydrocodone
combination products {(schedule 111} and found them to be
equal.*”%® In 2005, Marco et al*” compared single doses of

Table. Short-acting oral opioid formulations. Dose and interval
are recommended starting dosing ranges.

Medication Initlal Dose/Interval Schedule
Codeine/APAP 3060 mg* PO Q4-8h PRN 11l
Codeine " 3060 mg PO Q4-6h PRN 1
Hydrecodone/APAP 515 mg* PO Q4-6h PRN u
Hydremorphone 2-4 mg PO Q4-6h PRN [
Morphine 1530 mg PO Q4-8h PRN I
Oxycodone/APAP 515 mg* PQ Q4-6h PRN It
Oxycodone 515 mg PO Q4-6h PRN 1l
Oxymorphone 10-20 mg PO Q4-6h PRN 1l

APAP, acetaminophen; h, hour; mg, milligram; PO, by mouth; PRN, 8s needed;
), every.

*Listed dose is of the oplold component. Note that the acetaminophen compo-
nent is now limited to 3256 mg or less per pill.

oxycodone 5 mg with hydrocodone 5 mg {both combined
with 325 mg acetaminophen). In this single-site Class I1
study of 67 adolescent and adult subjects with acute
fractures, no differences in analgesic eflicacy were observed at
30 or 60 minutes. Constipation rates were higher for
hydrocodone. In a 2002 Class [ study, Palangio et al®®
compared oxycodone 3 mg combined with acetaminophen
325 mg (schedule II) with hydrocodone 7.5 mg combined
with ibuprofen 200 mg (schedule 11} in a prospective,
multicenter, multidose, randomized controlled trial of 147
adults with acute or recurrent low back pain. During an 8-
day study period, no differences were found in pain relief,
doses taken, global evaluations of efficacy, health status, or
pain interference with work. As noted above, equianalgesic
doses of opicids have similar efficacy in the treatment of
acute pain, no matter their Drug Enforcement
Administration classification. Given this underseanding, it
was not unexpected that 2 randomized controlled trials
comparing schedule If with IIT agents found no differences
in analgesic efficacy.

4. In the adult ED patient with an acute exacerbation of
noencancer chronic pain, do the benefits of prescribing
opicids on discharge from the ED outweigh the potential
harms?

Recommendations

Level A recommendations. None specified,

Level B recommendations, None specified.

Level C recommendations. {1} Physicians should avoid
the routine prescribing of outpatient opicids for a patient
with an acute exacerbation of chronic noncancer pain seen in
the ED.

{2) If opioids are prescribed on discharge, the prescription
should be for the lowest practical dose for a limited duration
{eg, <1 week), and the prescriber should consider the patient’s
risk for opioid misuse, abuse, or diversion.

(3) The clinician should, if practicable, honer existing
patient-physician pain contracts/treatment agreements and
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consider past prescription patterns from information sources
such as prescription drug monitoring programs,

Key words/phrases for literature searches: opioid, patient
discharge, pain, emergency service, and variations and
combinations of the key words/phrases with exclusion of cancer.

Patients with chronic noncancer pain, either already taking
opioids or not, commonly present to the ED for treatment of
acute exacerbation of their pain. There have been no studies
that evaluate the efficacy or potential harms of prescribing
opioids specifically for these patients on discharge from the ED.
Thus, given the paucity of evidence, this critical question cannot
be definicively answered. Despite the biological plausibilicy thac
treacing any acute exacerbation of pain with parenteral or oral
opioids should decrease pain intensity, no studies were found to
support this hypothesis.

" Only 2 randomized controlled trials were identified that
addressed the use of short-acting opioids for the treatment of
breakthrough pain in patients taking opioids for chronic noncancer
pain; transmucosal fentanyl was the intervention for both trials.>¢0
Because of methodological problems, valid estimates for efficacy of
the intervention could not be determined, but adverse event rates
among both treated populations were common and similar (range
63% to 65%) {Class III).

A systematic review of nonrandomized stadies by Devulder et
™! examined the effect of rescue medications on overall
analgesic efficacy and adverse events. They examined 48 studies
of patients treated with lang-acting opioids for chronic
noncancer pain and compared the analgesic efficacy and adverse
events among those that allowed short-acting opioid rescue
medications for breakthrough pain with those that did not allow
such rescue medications. Although graded Class X because of
lack of randomized studies and the limitation of harms studied
to adverse effects only, no significant difference in the analgesic
efficacy between the rescue and nonrescue studies was found.
There was also no difference berween these 2 groups in the
incidence of nausea, constipation, or somnolence. Kalso et al
in a Class III systematic review, found that 8096 of patients
recelving opioids for chronic noncancer pain had at least 1
adverse event, including nausea (32%), constipation (41%), and
somnolence (29%).

Studies of the use of opioids for chrenic pain indicate that
adverse effects of these drugs are common. Several studies
assessed the adverse effects with the use of tramadal with
acetaminophen in the treatment of patients with chronic low
back pain.®*% All of the studies had high dropout rates and
reported adverse event rates of nausea, dizziness, and
somnolence between 8% and 17%. Allan et a,** in a
nonblinded Class Il study comparing transdermal fentanyl
versus oral morphine, found a constipation rate of 48% in the
morphine-treated patients compared with a rate of 31% in the
fentanyl-treared patients. Constipation was also the major
adverse effect in a Class 111 study by Hale et al®” comparing
oxymorphone extended release, oxycodone controlled release,

and placebo. Furlan et al,®® in a Class IT meta-analysis of 41
randomized studies of opioid use in the treatment of chronic
noncancer pain, found that constipation and nausea were the
only significant adverse effects. Holmes et al,®® however, in a
Class 11 study, assessed an opioid screening instrument, the
Pain Medication Questionnaire, in chronic noncancer pain
patients and found that those patients with a higher score were
more likely to have a substance abuse problem or request early
refills of their opioid prescription. In a retrospective Class I
cohort study, Jensen et al”” conducred a 10-year follow-up on
patients discharged from a pain dlinic and found that chronic
opioid treatment may put patients at risk for chronic
depression. Unfortunately, near-universal shortcomings of
these studies include the exclusion of patients with a history
of substance abuse, other significant medical problems, or
psychiatric disease, and fack of follow-up to detect long-term
effects such as aberrant drug-related behaviors, addiction, or
overdose. Therefore, studies such as these can be
confounded, making the ability to draw conclusions about
cansality difficult.

Questions of opioid effectiveness involve the assessment of
reduction in pain and improvement in function for the patient,
potentiai patient adverse effects, and the potential harm to the
community {eg, opicid diversion and abuse) from the drugs
prescribed. Hall et al32in a Class I11 retrospective analysis of
295 unintentional prescription overdose deaths, found that
93% were due to opioids, 63% represented pharmaceutical drug
diversion, 21% of the patients had engaged in doctor shopping,
and 95% of the patients had a history of substance abuse.
Although no studies have addressed the effects related to dose
and duration of prescribed opioids in this specific patient
population, 2 general studies have shown a corrélation between
high daily opioid dose and overdose death.”"”*

Patient assessment tools such as the Screener and Oploid
Assessment for Patients with Pain (SOAPP), Opioid Risk Tool
(ORT), Diagnosis, Intractability, Risk, and Efficacy (DIRE),
and others 1o assess the risk of prescription opioid misuse and
abuse have yet to be fully validated in the ED in terms of
sensitivity, specificity, and utility.” Many, however, believe that
use of these toals, as imperfect as they are, represents a
beginning in che ability to better quantity potential risks refated
to opioid prescribing for outpatients.

Many patients undergoing treatment for chronic noncancer
pain have pain contracts/treatment agreements with their
primary care providers. These should be honored if possible in
treating any acute exacerbation of their pain.ﬂ'ﬁ As discussed
in critical question 1, use of prescription drug monitoring
programs may also assist the emergency physician in making
appropriate clinical decisions about the use of outpatient opioid
presceiptions for these patients.

FUTURE RESEARCH

Provider pain management practices related to opioids are
highly variable. In part, this variability reflects the lack of
evidence to guide many of these therapeutic decisions.”
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Although there is high-quality research assessing the treatment
of acute pain with opioid analgesics during the ED encounter,
there is a paucity of studies assessing the benefits of prescribing
opioids for discharged ED) patients with acute pain and chronic
noncancer pain, especially in comparison to other analgesic
drugs and pain treatment modalities. Therefore, clinical
decisions and practice recommendations must rely on practice
experience and consensus rather than research evidence.

ED populations typically include patients with unmet
substance abuse treatment needs and psychiatric comorbidiries,
and many of these patients present with acute pain.”” In almost

“all pain studies, these patients are excluded, leaving clinicians
with little evidence-based guidance for their pain management.
There are also significane research gaps in clearly understanding
the long-term harrms of opioids, including drug abuse and
addiction, aberrant drug-related behaviors, and diversion. As
mentioned above, further research and validation is needed on
ED patient abuse and addiction-related assessment tools,
Addirional studies to characrerize individual patient-related risks
for opioid abuse are also gready needed.

Although there has been recent widespread adoption of
prescription monitoring programs, there remains a dearth of
evidence about the effectiveness of these programs in altering
physician prescribing patterns or diminishing the adverse effects
of opioids in the community. For research in this area to
advance, further refinement of prescribing metrics (quantity,
duration, and frequency) and public health measures is required.
Comparison of the functionality and effectiveness of the various

" state prescription drug monitoring program models may
provide additional insight into developing best practices that
could be adopted nationally, including the sharing of data
between states. Important distinctions among; the states, such as
immediate online prescriber access to the prescription
monitoring program, should be examined for their relative
contributions. However, this type of analysis must consider
baseline variability among states for prescription opioid misuse
{versus heroin or methadone, for example) and other state-
specific issues (such as prescription-writing regulations).

With respect to the treatment of acute low back pain in the
ED, there is a need for quality studies comparing the
effectiveness of the more commonly prescribed opioids
{hydrocodone and oxycodone congeners and other
semisynihetic opioids) and nonopioid therapies, with attention
to confounding variables such as depression or other
psychopathology. Further study is needed to validate or refute
the reported associations of early or potent opioid prescribing
with increased rates of disability.”! Given the frequency of acute
low back pain as an ED presentation and its association with
perceived drug-secking behavior,”® and with apparent higher
risk for misuse,*® more attention needs to be paid o
discriminatory historical or physical factors that may be
predictive of drug-seeking or abuse to allow better matching of
treatment modality for individual patients.

Future studies should include additional multiple-dose
analgesic protocols to better understand the postdischarge
experience of patients with acute pain and what would
constitute optimum patient folow-up provisions. Investigators
should include clinically relevant study periods {days to weeks),
which vary by diagnosis; thus, trials should be stratified by
specific presenting complaints, pain site, discharge diagnosis,
and classification of pain type, ie, nociceptive, neuropathic, and
visceral pain, In addition to measuring pain and adverse effects,
functional outcomes, such as return to work or pain-related
quality-of-life measures, should be included.” Straightforward
observational studies are needed to determine the relarive
duration of different acute pain presentations, thus informing
decisions to prescribe an appropiiate number of opioid doses
per prescription. Current prescribing practice often involves a
“one size fits all” pattern that is encouraged by electronic
prescribing software. Prescribing practices that ignore variable
durations of acute pain syndromes will predictably result in
undertreatment for some patients and overtreatment for others.
The latter increases the likelihood that unused opioids will be
diverted into nonmedical use in communities at risk.

Additional research should include evaluation of the
appropriateness of patient satisfaction as 2 quality merric as
related to patient expectations of opioids and the prevalence of
providers reporting pressure through low patient satisfaction
scores or administrative complaints to provide opioids when the
providers believe these drugs are not medically indicated. This
issue may gain increased importance with the institution of the
Hospital Consumer Assessment of Healthcare Providers and
Systems (HCAHPS) survey, which may tie some reimbursement
to patient satisfaction scores, Additional work is needed to
investigate what constitutes an appropriate educational
curriculum in both medical school and residency for physician
education concerning safe, appropriate, and judicious use of
opioids.

Research addressing the treatment of chronic noncancer
pain would be enhanced by the use of accepted case
definitions, standardized definitions of adverse events, and
validated pain measurements. Case definitions should use a
similar definition of chronic, nociceptive (musculoskeletal or
visceral) versus neuropathic pain, or pain by disease type
{(headache, low back pain, etc). Research reporting also
requires more refined descriptions of opicid potency and
routes of administration.

Although opioids represent a treatment modality that has
long been used in patient care, it is clear by the paucity of
definitive answers to the questions posed in this document and
the significant number of future research issues that much work
remains to be done to clarify the best use of opioids in the care
of patients.

Relevant industry relationshipsipotential conflicts of
interest: Dr. Sporer is a consultant ro Alcomed, a pharmacentical
campany. Dr. Todd serves on the Professional Advisery Board of the
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American Chronic Pain Association and has previously been a
conswltant to the pharmaceutical industry.

Relevant industry relationships are those relationships with

companies associared with products or services thar significantly
impact the specific aspect of disease addyessed in the critical
questions.
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Appendix A. Literature classificaticn schema.*

Deslgn/Class ThlarapyT Diagnosls* Pi’o.*;“noslss
1 Randomized, controlled trial or Prospective cohort using a criterion Population prospective cohort
meta-analysis of randomized trials standard or meta-analysis of or meta-analysis of

prospective studles

2 Nonrandomized trial Retrospective observaticnal
3 Case serles Case series

Case report : Case report

Other (eg, consensus, review) Other (eg, consensus, review)

*Some designs (eg, surveys) will not fit this schema and skould be assessed indhviduaily,
TObjective is 10 measure therapeutic efficacy compaing intenentions.

*Objective is 10 determine the sensitivity and specificity of diagnostic tests.

E0bjective is to predict outcome, including morality and morbidity,

prospeciive studies

Retrospective cohort
Case control

Case series
Case report
Other (eg, consensus, review)

Appendix B. Approach to downgrading strength of evidence.

Design/Class
Downgrading 1 2 3
None | li ]
1 level It ]| X
2 levels It X X
Fatally flawed X X X
Velume 60, ¥o. 4 : October 2012 Annals of Emergency Medicine 525
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Appendix 2 - Older Adults

Older Adults'”

The prevalence of pain among older adults has been estimated between 25% and 50%.

The prevalence of pain in nursing homes is even higher. Unfortunately, managing pain
in older adulfs is challenging due to: underreporting of symptoms; presence of multiple
medical conditions; polypharmacy; declines in liver and kidney function; problems with
communication, mobility and safety; and cognitive and functional decline in general.

Acetaminophen is considered the drug of choice for mild-to-moderate pain in older
aduits because it lacks the gastrointestinal, bleeding, renal toxicities, and cognitive
side-effects that have been observed with NSAIDs in older adults (although
acetaminophen may pose a risk of liver damage). Opiocids must be used with particular
caution and clinicians should “start low, go slow” with initial doses and subsequent
titration. Clinicians should consult the American Geriatrics Society Updated Beers
Criteria for Potentially Inappropriate Medication Use in Older Aduits for further
information on the many medications that may not be recommended.

The various challenges of pain management in older adults, only sketched here,
suggest that early referral and/or consultation with geriatric specialists or pain
specialists may he advisable.

Y California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014),
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Appendix 3 - Pediatric Patients

Pediatric Patients'®

Children of all ages deserve compassionate and effective pain treatment. In fact, due fo
their more robust inflammatory response and immature central inhibitory

influences, infants and young children actually may experience greater pain sensations
and pain-related distress than adults. Effective pain management in the pediatric
population is critical since children and adolescents experience a variety of acute and
chronic pain conditions associated with common childhood ilinesses and injuries, as
well as some painful chronic diseases that typically emerge in childhood such as

sickle cell anemia and cystic fibrosis.

The same basic principles of appropriate pain management for adults apply to children
and teens, which means that opioids have a place in the treatment armamentarium.
Developmental differences, however, can make opioid dosing challenging, especially in
the first several months of life. In the first week of a newborn’s life, for example, the
elimination half-life of morphine is more than twice as long as that in older children and
adults, as a result of delayed clearance. For older children, dosing

must be adjusted for body weight.

Although a thorough discussion of this topic is not possible in this document, the
following are summary recommendations for pain management in children and
teens from the American Pain Society and the American Academy of Pediatrics:

* Provide a calm environment for procedures that reduce distress-producing
stimulation;

+ Use age-appropriate pain assessment tools and techniques;

¢ Anticipate predictable painful experiences, intervene and monitor accordingly;

¢ Use a multimodal approach {pharmacologic, cognitive, behavioral and
physical) to pain management and use a multidisciplinary approach when
possible;

¢ [nvolve families and tailor interventions to the individual child; and

* Advocate for the effective use of pain medication for children to ensure
compassionate and competent management of their pain.

'8 California Medical Association (Prescribing Opioids: Care amid Controversy, March 2014).
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Appendix 4 - Opioid Risk Tool (ORT)

Date

Patient MName

OPIOID RISK TOOL

Merkench Her Stane Ixm Srame
bt chat sppbes if Femak B Slale
1. Family History of Substance Abuse Alcohal {1 1 3
THtegal Drugs [ 1 2 3
Prescription Drugs: ] 4 4
2. Personal History of Substance Abuse  Alcohol [} 3 3
Hiegal Drugs [ 4 4
Preseription Drugs | | 5 5
3, Age(Mark box if 16 ~ 15} [} i 1
4. History of Preadolescent Sexnal Abuse {1 3 6
3. Psychological Disease Atiention Deficit
Disorder {1 2 2
Obswessive Compulsive
Disorder
Bipolar
Schizophrenia
Depression {1 1 ]
TOTAL 11
Tatal Score RIsk Category Low Risk -3 Modesate Risk 47 HighRisk > 8
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Appendix 5 - Patient Evaluation and Risk Stratification

Patient Evaluation and Risk Stratification’®

The medical record should document the presence of one or more recognized medical
indications for prescribing an opioid analgesic and reflect an appropriately detailed
patient evaluation. Such an evaluation should be completed before a decision is made
as to whether to prescribe an opioid analgesic. '

The nature and extent of the evaluation depends on the type of pain and the context in
which it occurs. For example, meaningful assessment of chronic pain, including pain
related to cancer or non-cancer origins, usually demands a more detailed evaluation
than an assessment of acute pain. Assessment of the patient's pain typically would
include the nature and intensity of the pain, past and current treatments for the pain,
any underlying or co-occurring disorders and conditions, and the effect of the pain on
the patient’s physical and psychological functioning.

For every patient, the initial work-up should include a systems review and relevant
physical examination, as well as laboratory investigations as indicated. Such
investigations help the physician address not only the nature and intensity of the pain,
but also its secondary manifestations, such as its effects on the patient’s sieep, mood,
work, relationships, valued recreational activities, and alcohol and drug use.

Social and vocational assessment is useful in identifying supports and obstacles to
treatment and rehabilitation; for example: Does the patient have good social supports,
housing, and meaningful work? Is the home environment stressful or nurturing?.

Assessment of the patient’s personal and family history of alcohol or drug abuse and
relative risk for medication misuse or abuse also should be part of the initial evaluation,
and ideally should be completed prior to a decision as to whether to prescribe opioid
analgesics. This can be done through a careful clinical interview, which also should
inquire into any history of physical, emotional or sexual abuse, because those are risk
factors for substance misuse. Use of a validated screening tool (such as the Screener
and Opioid Assessment for Patients with Pain [SOAPP-R] or the Opioid Risk Tool
[ORT]), or other validated screening tools, can save time in collecting and evaluating the
information and determining the patient’s level of risk.

All patients should be screened for depression and other mental health disorders, as
part of risk evaluation. Patients with untreated depression and other mental health
problems are at increased risk for misuse or abuse of controlled medications, including
addiction, as well as overdose.

" Federation of State Medical Boards - Model Policy on the Use of Opioid Analgesics in the Treatment of Chronic
Pain, July 2013.
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Patients who have a history of substance use disorder (including alcohol) are at
elevated risk for failure of opioid analgesic therapy to achieve the goals of improved
comfort and function, and also are at high risk for experiencing harm from this therapy,
since exposure to addictive substances often is a powerful trigger of relapse. Therefore,
treatment of a patient who has a history of substance use disorder should, if possible,
involve consultation with an addiction specialist before opicid therapy is initiated (and
follow-up as needed). Patients who have an active substance use disorder should not
receive opioid therapy until they are established in a treatment/recovery program or
alternatives are established such as co-management with an addiction professional.
Physicians who treat patients with chronic pain should be encouraged to also be
knowledgeable about the treatment of addiction, including the roie of replacement
agonists such as methadone and buprenorphine. For some physicians, there may be
advantages to becoming ellglb[e to treat addiction using office-based buprenorphine
treatment.

Information provided by the patient is a necessary but insufficient part of the evaluation
process. Reports of previous evaluations and treatments should be confirmed by
obtaining records from other providers, if possible. Patients have occasionally provided
fraudulent records, so if there is any reason to question the truthfulness of a patient’s
report, it is best to request records directly from the other providers.

If possible, the patient evaluation should include information from family members
and/or significant others. Where available, the state prescription drug monitoring
program (PDMP) should be consulted to determine whether the patient is receiving
prescriptions from any other physicians, and the results obtained from the PDMP should
be documented in the patient record.

In dealing with a patient who is taking opioids prescribed by another physician—
particularly a patient on high doses—the evaluation and risk stratification assume even
greater importance. With all patients, the physician's decision as to whether to prescribe
opioid analgesics should reflect the totality of the information collected, as well as the
physician's own knowledge and comfort level in prescribing such medications and the
resources for patient support that are available in the community.
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Appendix 6 - CAGE-AID

CAGE-AID Questionnaire

CAGE-AID Questionnaire

Patient Name Date of Visti

When thinking about drug use, include illegal drug use and the use of prescription dmg other
than prescribed,

Qusstions: 1ES NG

1. Have you ever felt that you ought to cut down on your drinking A
or dmg use?
EHA\epenp!eamoyﬁd)ouby T g )Tm e mgordmg S

3”}&2;2%5}&; E{é}"f'e'f{:;};é"c{r'gﬁi&"aﬁ;&}Al;:'m""""-iﬁ'g"é}'é;;;?g'&;é%'"'“'"'"r e

4 I—{as‘e )ou ever had 3 dnnk or nsed dmgs ﬁrst thmg in themommg LL:
meiGaleadyour uerves o fo 2etrid of 2 banzoxerd

Scoring
Regard one or more positive respouses to the CAGE-AID as a posilive sereen.

Psychometric Properties

The CAGE-AID exhibited: Sensitivity Specificity
One or more Yes responses 6.79 on
Two or more Yes responses 0.70 0.85
Brown 1995)
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Appendix 7 - PHQ-9 Nine Symptom Checklist

PHQ-9 — Nine Symptom Checklist

Patient Name Date

I. Over the last 2 weeks, how ofien have you been bothered by any ofthe following
proeblems? Read each item carefully, and circle your response.

a. Litle interest or pleasure in doing things
Hot at alt Soveral days Morg than half the days Hoarly overy day

b. Feeling down, depressed, or hopeless
Not at af Several days Mors than half the days Noarly every day

¢. Trouble falling ssteep, staying asleep, or skeeping too much
Not at ail Sevoral days More than half the days Naarly every day

d. Feeling tired or having titde encrgy
Not at all Sevoraldays More than haf the days Nearly every day

¢. Poor appetiie or overcating
Hot at ail Beverai days Horo than half the days Noarly every day

f. Feeling bad about yourself, fecling that you are a failure, or fecling that you have
let yourself or your family down

Mot at all Several days More than half the days Neatly every day
g Trouble concentrating on things such as reading the newspaper or waiching

television

Not st alf Beveral days Mora thaa half the days Nearly every day

h. Moving or speaking so slowly that other people could have noticed. Or being so
fidgety or restless that you have been moving around a iot more than usual

Mot at alt Beveral days More than half the days Naarly evary day
i. Thinking that you woukl be better off dead or that you want to hurt yourselfin

SIS Wiy _

Not at all Soveral days Morg than half the days Mearty every day

2, If you checked off any problem on this questionnaire so far, how difficult have these
problems made it for youte do your work, take care of things at honie, of getalong
with other people?

Hot Difftcult at AN Somewhat DFflicul  Very Difficult ' Extramety Difficult

Capyright held by Pizer ing, but may ba photocoplad ad Ghitom

May he pénded witou pamision
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PHQ-9 — Scoring Tally Sheet

Patient Name Date

-
.

Over the last 2 weeks, how often have you been bothered by any of the
following problems? Read each item carefully, and circle your response,

Mot Swerd Somfon Haady

Hal drys hattedays | ey day
[1] 1 2 3

a, Litile interest or pleame in doing things

b, Feeling down, depressed, or hopeless

¢, Trouhle falling aslecp, staying asloep, or
sleeping too omch

d. Feling tired or having little energy

¢. Poor appcetitc of overcating

{. Fexling bad about younself, keling that you are
& failure, or fecling that you have let yourself
or your family down

g Troubls concoabad ing on things such ag
wading tho nocwspaper or watching television

h. Moving or speaking so slowly that other
people aruld have noticed. Or being so fidgety
orrestless that you have been movieg around a
tot more than wsual

i. Thinking that you would be better off dead or
that you wart to hurt yoursc!f in some way

Totals

2, If you checked off any prohlem on this guestionnaire so fax, kow difticult
have these problems made it for you {o do your work, take care of things at
honte, or get along with ather people?

Not Difcutt At AY Somewhat Oiftcolt Vory Diffeult Exiremedy Dificudt
i) 1 2 3

Copsright held by Plzer ine, but may be phofocopled ed #b8um
iy bé pintad wihoud peemission
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How to Score PHQ-9

Scoring Method
For Diagnesis

Scoring Method
For Planning
And Monltoring
‘Treatment

Major Depressive Syndrome is suggested if:

= Ofthe 9items, 5 or more are circkd as at kst "Mose than half the days”

» Either item 13 or 1b is positive, that is, at least " More than half
the days"

Minor Depressive Syndrome s suppested ifs

» Of the 9 items, b, ¢, or d are circled as at least "More than half the
days”

+ Either item 1a or 1b is pasitive, that is, at least "More than half
the days"

Question One _
+ To score the first question, tally each response by the number
value of each response: '
Notatall=0
Severat days = 1
Moz than half thedays = 2
Nearly every day = 3
* Add the numbers pgether to total the score,
» Interpret the score by using the guide listed below:

S ‘Actlon::
= The scor suggests the pationt may ot need depression
freatment,

»5-14 | Physidan wscs clinical judgmant about treatment, based an
paimt's dizatien of symptons and fonctional impairment.

z15 | Warants treatmeni for dopression, wsing antideprossant,
psychathermpy andior a combimtion of kcatment

Question Two

In question two the patient responses can be one of four: not
difficuit at all, somewhat diffigult, very difficult, extremely difficult
The last two responses suggest that the patient's functiomality is
impaired. After reatment begins, the functional stats is again
measured to see i the patient is improving.

Copyright heid by Phzer inc, but may be photoooplad sd Sbum
How ¥ Sorra PHGS
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Appendix 8 - SOAPP®-R ,

Sereener and Oploid Assessment for
Patients with Pain- Revised {SOAPP®-R)

The Screener and Opioid Assessment for Patients with Pain- Revised (SOAPPP.R)is a
1ool for chinicians lo help defermine how much monitoring a patient on kong-temm opiold
therapy might require. This is an updated and revised version of SOAPP V.1 released in
2003.

Physitians remain reluciant to prescribe opioid medication becauss
addiction, misuse, and other abemmant medicationrefated behavy s y
and censure concesns, Despite recent findings suggesting that ga!i tare, to
successfully remain on long-term opioid therapy without significantttpblems, phylicians
often express a lack of confidence in their ability lo distg:gmsh patien to have few
problems on long-term opioid therapy from those rﬁ‘gz ng moce momtofﬁg}%x

SOAPP-R i3 a quick and easy-lo-use qu%_:

the patienis’ relative risk for developing probligins wie

therapy. SOAPP-R is: 2

» A brief paper and penci quwtuxtnai ot

« Developed based on expert odfisens
predict which patients will requie

Simple to score 4

24 lems

<10 minutes to comple\g :

tdeal for dagum
paricular patisig.

= The SCAPPE

i the level of monitoring planned for a
Heytals to specialty pain clinic.
& only. The tool is not meant for commercial

Apliﬂ‘ ; detectaf._ Patients determined to misrepresent

. ‘??‘._“%E

their paal7 Providers who are not comfortable freating certain patients should
refer those palients to a apecialist.

©2(14 Inflexxion, inc. Permission granied solely for use in pub%shed format by individual
practitioners in dinical practice. No other uses or allerations are aulhorized or permitted by
copyright holder. Permissions questions: PainEDUinfiedon.com. The SOAPP®.R was
developed with & grant from the National institufes of Heatth and an educational grant from Endo
Pharmaneiticals. .

Pain:

W TING $ATT (RABAT LM B FAN B LI & I
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SOAPP™.R

The following are some questions given lo patients who are on or being considered for
medication for their pain. Please answer each question as honestly as possible. There
are no right or Wiong answers.

1. How often do you have mood swings?
2. Haw often have you felt a need for highgyan
of madication to treat your pain? .ﬁw o
3. How often have you felt impatignt with . o
doctors?
4. How often have you felt that thi
overwhelming thal you can't hanifietin o c o
S. o3 [+ £ ¢ o
6. How ofien have you coun
how many fieremaining? ) > o =]
I o o <3 ]
¥ ] £ 3 -]
flen have you taken more pain medication
than wergsupposed fo7? & -] = @ o
10. How ofi?ﬁ?aave you worried about being left
alone? ] L] o o Rl
i1. How often have you felt a craving for
medication? 2 4] k3 5 G
12, How often have olhers expressed concem over o N . .
. k= L¥] [+]
your us2 of medication?

2014 inflexcdon, Ine. Permission granted solely for use In published format by ndividual
practitoners In clinical practice, Nonﬂherusﬂsofahemhmsamam}nnzedmpamﬁadby
copyright holder. Permissions questions: PainEDU@Rinflexxion com. The SOAPF®-R was
developed with a grant from the National instifutes of Health and an educatonal grant from Endo
Pharmmaceuticals,
Pain

.mg

I TING AT R FELAeY kg SOEGWLIF RTen Al au
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13. How often have any 6f your glose friends had a
problem with alcohoel or dnugs? o o o o o
14. How often have others told you that you had a o
bad temper?
5. How offen have you felt consumed by the need
{o get pain medication? ¢ o
2}
what you deserve? o 19 . & o
18. How often, in your fifetme, ha ad : > 1
problems o been anested? £t N " 3 3 o
e
19. How often have you alie o %y
meeling? e o & o
=5
0. How often 15 ument that
was so out %a‘\t som e got hurt? o o & o )
> [+] o H [«]
T 5] ] 3 o]
23. How oﬁen ha you had 1o borrow pain
medlcahmjs your famity or friends? e o o Ta )
24, How oﬂen have you been treated for an aleohol
of drug problem? o o = o

Please indude any additional information you wish about the above answers.
Thank you.

©2014 Inflexction, inc. Permission granted solety for use in published format by individual
practitioners in clinical praciice. No olher uses or alterations are authorized or perrmﬂed by
copyright holder, Permissions questions: PainEDU@infiexdon.com. The SOAPP®-R was
developed with a grani from the Naticnal Instiides of Health and an educational grant from Endo

Pharmaceudicals. .
Pain ot

D TING (ALY JRLAIY LR B EARLU LU A U

AppendlcesGmdelmes fr Prescriblng ControlledSubstancesforPaln

79




Scoring Instructions for the SOAPP™.R

All 24 questions contained in the SOAPP®.R have been empirically identified as
predicting aberrant medication-refated behavior six months after initiaf testing.

To score the SOAFP, add the rafings of sl the questions. A score of 18 or higher is
considered positive.

Sum of Questions

>or=18
<13

What does tha Gutoff Score Mean?
For any screenmg test, the resulls depend on 'M:at

notreall'y al risk. A score that is good at idenfi
number of patients at risk. A screening meg
{o minimize lhe chances of missing mgh ;

values suggest that the SOAPP-R is A
betier at identifying who is at high risk Thartide
score of 18 or higher will idenbfy 1% ofy
The Negative Prediclive Valusiifer a culd]] o
peopks who have a negs SR-Are
likeliiood ratio suggests that & pasit %‘?{é:; score (at a cutolt of 18) is 2.5 tmes
{2.53 times) a8 kk@y,je ome meong who is aciually at high risk (nole that, of
these stabshc:-:s the Bkt ratio is t affected by prevalence rales). All this implies
‘scom D48 will @ﬂ re that the provider is leasd fkely (o miss
mmﬂ;&? rea é%331 irrREzHowever, one should remember that a low SOAPE-

fs the pafent is vg" ikely at low-risk, while a high SOAPP-R score will

conl y a8 !arg%r percentiige of {alse posilives {about 30%); at the same ime relaining a
1 #ives. This could he improved, so that a positive score has

only at the rigk of missing more of those who aclually do

1 Sensitivity | Specificity | Posive ] Negative | Positive - ] Regative
S T Predictive || Predictive | Laelihood | LikeEhood
Value | Value Ratio. * -~ | Ratio
5 6 3 738 26
88 57 a7 753 =8
75 82 £6 303 31

§2014 Inflexdon, Inc. Permission granted solefy for use in publiished format by individual
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How does the SOAPP-K help determine appropriate troatment?

The SOAPP.R should only be one step in the assesament process to determine which
patients are high-risk for opioid misuse. The following discussion examines the
sssessment and treatment opions for chronic pain patients who are at riek thigh risk or
medium risk} and those who are Fkely not at risk.

Who is at a high risk for opioid misuze? (SOAPP-R score = 22 or greatler*)

Patients in this calegory are judged to be at a high sisk for opighd misuse. These
patients have indicaled a history of behaviors or befiefa that are th htlo place then: at
a higher risk for oploid misuse. Some examples of these behayiges or beliefs inciude a

current or recent history of alcohol or drug abuse, being disshefgethfro ef,
physician' care because of hissher behavior, and regular noncomp -\—:.;:& vith physicians'
orders. Thesa pafients may have misused other prescriptiont medicab ofig in the, It

is & good Kea lo review the SOAPP-R questions withuffie patient, espedll
the patient endorsed. This will help flesh out the cifeslpicture, so
in the best position lo design an effecfive, f;;_ﬁ.

5

Careful and thoughtful planning will i this category.
Some patients in this category are probg B for ol rapies or need to
exhaust other interventions prior lo ént plan thd fudes chronic opioid
therapy, Others may need to have psyex Epsychiatric treatment prior to or
concomitant with any treatment involvitig Gpioids. ents in this category who receive
opioid therapy shoutd be required to folfew a8l ﬁ, such as regufar urine drug
streens, opioid compliance Hliats,

P

Specific treatment consideraticf fb‘i* 5 in-this high-isk category:
»  Past medical records should baobtaiiediand contact with previous and current

providers The mainfained 2,
« Patients shwld%ﬁ?&; nld that woilld be expected o initially give a urine
& (EREE ing every dinic visit. They should algo inttially be
gfiods of ime (2.9, every 2-weeks).
shouid be infervewed and involvement with an addiction
Igr mental health professional should be sought,
s should be considered {a.4., long-acting versus shod-
adémal versus oral preparalion, tamper-resistant medications).
ant behavior and a violation of the opiold agreement should resuit
! frfatment plan. Depending on the degree of violalion, one might
consiier restricted monitoring, or, if resources are Emited, referring the patient
1o a program where opiolds can be prescribed under stricter conditions. If violations
of aberrant behaviors persist, # may be necessary {o disconlinue opioid therapy.

* Note theze are gonaral rngas. Clinicians should alio complemsent SOAPF storez with
other clinical data such as urine sereans ond psychological evaluations.

©2014 tnflexxdon, Ino. Permission granted solety for use in pubished format by individual
practitioners in dinical practice. No other uses or afferations are authorized or permulted by
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Who is at a moderate risk for opioid misusa? (SOAPP.R score = 10 to 21}

Patients in this category are judged {o be at a medium or moderate risk for opiold
misuse. These patienis have indicated s history of behaviors or beliefs that are thotight
lo place them at some risk for misuse. Some examples of these behaviors or hefiefs are
family history of drug abuse, history of psychologicat issues such as depression or
anxdety, a strona bellef that medications are the only treatments that will reduce pain and
a history of noncompSance with other prescription medications. Itis a good iea lo
review the SOAPP-R ftems the patient endorsed with the patient pr?‘q@?t‘

Some of these palients are probably best treated by wnco@i{én ‘peychologicat
interventions in which they can learn lo increase thelr pain-copin skzlls crease
depression and anxiety, and have more frequent monitoring of : £ Thay
may need to be closely monitered unii proven reliable by not ru
medications early and having appropriate urine drug sg&em

s Periodic urine screens are reconynended. s
» After a period in which no signs of abem. 1y T frequent
clinie vigits may be indicated. if there anyv{ ion c{;ﬁw qié"id agreement,
then regulsr urine screens and frquctﬁgﬁgc visgE would bé‘:’iEcommended.
iokt alyfSeptEnt, an ass€asment by an addiction

Additionat treatment considerations for patients in thisT aleqory: 3 ;

medicine specdabst andfor mentaf fedtional should be mandated,
»  Afler repeat violations referval to a sphgh %&‘ ram would be
recommended. A recurrent history B viohﬁ Y % alzo be grounds for tapering
oid -

Who is at a low i 4O B
Patients in thi categoryjage judged to be at a fow risk for opioid misuse. These
patients haye Tkely m&g{ ; 1
shoulﬁ*ﬁﬁ‘ e to handig their médication safelymﬂa minimat monitoring. They are apt
o be sponsﬂ)!e in their) of alcohol, not smoke cigareties, and have no history of
; % prescnpbon drugs, or illegal subsiances. This patient
\fztoms of affective distress, such as depression or anxiety.

prEnously, the.SOAPF‘-R ia not a fie deteclor. The provider should be
atert lo inconsisiéncies in the palient report or a coliaterst report. Any sense thatthe -
patient's story “doesn't add up® should lead the provider lo take a more cautious
approach uniil expetience suggests that the person ks refiable.

Patients in this calegory would be fikely fo have no violafions of the oploid
freatment agreement. These patients are jeast likely lo develop a subslance abuse
disorder, Additionally, they may not require special monitoring or concomitant
psychological treatment.

©2014 inflexxon, Inc, Permission granted solely for use in pubished format by individuat
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Additional treatment considerations for patients in this category:

« Review of SOAPP-R questions Is not necessary, unless the provider is aware of
inconsistencies or other anomaly in patient histeryfreport.

» Frequent urine screens are not indicated.

= Less worry is needed about the type of opioid to be preseribed and the frequency of
chnic visits.

s Efficacy of opicid therapy shouid be re-assessed every six months, and urine
toxicology screens and update of the opioid therapy agreement vm.ggi be
recormmended annually, e

pther clinical data surk as wrine screvns and psyeholegical evaludiions. ‘%?.%,

L %
* Note these are genetal rangés. Clinicions should alzo complomead 504 {gﬁ%ﬁk
R
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Appendix 9 - Pain Intensity and Interference (pain scale)

Pain Intensity and Interference (pain scale)?®

It the fast month, on average, how would you rate youwr pain? Use a scale rom G to 10,
where 0 is "no pain® and 10is *pain as bad as could be™? {Thalf fa, your usual pain at imes yotr

were in pain}
Mo Painas badas
pain . couid be
o i 2 3 4 5 - 8 7 8 g - 1b

In the tast month, how much has pain interdered with your dady aciivities? Use a scale
from G to 10, whee 0 s "no interference® and 10 is "unable to carty on any acivities*?

No Unabile to carmy on
interference . any activities
[ T a4 _ 5 o T - 8 Q9 10

Interpretation of the Two Hem Graded Chronic Pain Scale — This two item version of the Graded Chrovkc
Fain Scafe s intended for brief and sEnple assessment of pain severity in primary care setlings. Based on price
research, the interpretation of scores on thase items is as follows:

Average/Usual Fain Intensity -4 £5-86 710

Pain-relaled interference with aclivities 1-3 £-8 7-10

Althoogh pam mtensity and pam-related interfirence with achivities are highly comrelated and fend to change
togethear, it is recormmended that ehange over time be tracked for pain intensity and pan-related inferference’
with activities zeparately when using thase fivo ifems.

For an individaal patient, a reduction in pain intensity and improvement i pain-related interference with
activities of two points is considered moderate bt elinically significant irmprovement,

Similyr pain ratings have been widely used in the Brisf Pain Inventory, the Mueltidimensional Paim Inveotory,
and the Pain Severily Scale of tha SF.12.

There is extensive research on the reliability, validity and responsiveness to change of these pain zeverty
ratings, which iz summoarized in the following reference;

Von Korff Af. Chronic Pain Assessment in Epidemiologio and Health Services Research: Empiricat Bases and
HNew Directions. Handbocok of Pain Assessment Third Edition. Dennis €. Turk and Ronakd Metzack, Editors.
Guilford Press, New Yok, In press

 Interagency Guideline on Opioid Dosing for Chronic Non-cancer Pain: An educational aid to improve care and
safety with opioid therapy (Washington State Agency Medical Directors’ Group)

ppendlces: Gmdeimerescnbmg Controlled Substances for Pain Page A44
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Appendix 10 - Therapeutic Options for Pain Management

Therapeutic Options for Pain Management?'

" In treating pain, clinicians can avail themselves of five basic modalities of pain-
management tools:

1. Cognitive-behavioral approaches

2. Rehabilitative approaches

3. Complementary and alternative therapies
4. Interventional approaches

5. Pharmacotherapy

Not all of these options are necessary or appropriate for every patient, but clinical
guidelines suggest that ail options should be considered every time a health care
provider decides to treat a patient with chronic pain. These options can be used alone
or in combinations ta maximize pain control and functional gains. Only one of these
options involves medications and opioids are only one of many types of medications
with potential analgesic utility. Which options are used in a given patient depends on
factors such as the type of pain, the duration and severity of pain, patient preferences,
co-occurring disease states or illnesses, patient life expectancy, cost and the local
availability of the treatment option.

Cognitive-behavioral Approaches

The brain plays a vitally important role in pain perception and in recovery from injury,
iliness or other conditions involving pain. Psychological therapies of all kinds, therefore,
may be a key element in pain management. At the most basic level, such therapy
involves patient education about disease states, treatment options or interventions, and
methods of assessing and managing pain. Cognitive therapy technigues may help
patients monitor and evaluate negative or inaccurate thoughts and beliefs about their
pain. For example, some patients engage in an exaggeration of their condition called
“catastrophizing” or they may have an overly passive attitude toward their recovery
which leads them to inappropriately expect a physician to “fix" their pain with little or no
work or responsibility on their part. Another way to frame this is to assess whether a
patient has an internal or external “locus of control” relative to their pain. Someaone with
an external locus of control attributes the cause/relief of pain to external causes and
they expect that the relief comes from someone else. Someone with an internal locus of
control believes that they are responsible for their own well being; they own the
experience of pain and recognize they have the ability and obligation to undertake
remediation, with the help of others.

Some chronic pain patients have a strong external locus of control, and successiul
management of their pain hinges, in part, on the use of cognitive or other types of

2 California Medical Association (Prescribing Opioids: Care amid Controversy March 2014)
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therapy to shift the locus from external to internal. Individual, group or family
psychotherapy may be extremely helpful for addressing this and other psychological
issues, depending on the specific needs of a patient.

In general, psychological interventions may be best suited for patients who express
interest in such approaches, who feel anxious or fearful about their condition, or whose
personal relationships are suffering as a result of chronic or recurrent pain.
Unfortunately, the use of psychological approaches to pain management can be
hampered by such barriers as provider time constraints, unsupportive provider
reimbursement policies, lack of access to skilled and trained providers, or a lack of
awareness on the part of patients and/or physicians about the utility of such approaches
for improving pain relief and overall function.

Rehabilitative Approaches

[n addition to relieving pain, a range of rehabilitative therapies can improve physical
function, alter physiological responses to pain and help reduce fear and anxiety.
Treatments used in physical rehabilitation include exercises to improve strength,
endurance, and flexibility; gait and posture training; stretching; and education about
ergonomics and body mechanics. Exercise programs that incorporate Tai Chi,
swimming, yoga or core-training may also be useful. Other noninvasive physical
treatments for pain include thermotherapy (application of heat), cryotherapy (application
of cold), counter-irritation and electroanaigesia (e.g., transcutaneous electrical
stimulation). Other types of rehabilitative therapies, such as occupational and social
therapies, may be valuable for selected patients.

Complementary and Alternative Theraples

Complementary and alternative therapies (CAT) of various types are used by many
patients in pain, both at home and in comprehensive pain clinics, hospitais or other
facilities.27 These therapies seek to reduce pain, induce relaxation and enhance a
sense of control over the pain or the underlying disease. Meditation, acupuncture,
relaxation, imagery, biofeedback and hypnosis are some of the therapies shown to be -
potentially helpful to some patients. CAT therapies can be combined with other pain
treatment modalities and generally have few, if any, risks or attendant adverse effects.
Such therapies can be an important and effective component of an integrated program
of pain management.

Interventional Approaches

Although beyond the scope of this paper, a wide range of surgical and other
interventional approaches to pain management exist, including trigger point injections,
epidural injections, facet blocks, spinal cord stimulators, laminectomy, spinal fusion,
deep brain implants and neuro-augmentative or neuroablative surgeries. Many of these
approaches involve some significant risks, which must be weighed carefully against the
potential benefits of the therapy.
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Pharmacotherapy

Many types of medications can be used to alleviate pain, some that act directly on pain
signals or receptors, and others that contribute indirectly to either reduce pain or
improve function. For patients with persistent pain, medications may be used
concurrently in an effort to target various aspects of the pain experience.

NSAIDs and Acetaminophen

Non-steroidal anti-inflammatory drugs (NSAIDs), which include aspirin and other
salicylic acid derivatives, and acetaminophen, are categorized as non-opioid pain
relievers. They are used in the management of both acute and chronic pain such as that
arising from injury, arthritis, dental procedures, swelling or surgical procedures.
Although they are weaker analgesics than opioids, acetaminophen and NSAIDs do not
produce tolerance, physical dependence or addiction. Acetaminophen and NSAIDs are
also frequently added to an opioid regimen for their opioid-sparing effect. Since non-
opioids and opioids relieve pain via different mechanisms, combination therapy can
provide improved relief with fewer side effects.

These agents are not without risk, however. Adverse effects of NSAIDs as a class
include gastrointestinal problems (e.g., stomach upset, ulcers, perforation, bleeding,
liver dysfunction), bleeding (i.e., antiplatelet effects), kidney dysfunction, hypersensitivity
reactions and cardiovascular concerns, particularly in the elderly. The threshold dose for
acetaminophen liver toxicity has not been established, although the FDA recommends
that the total adult daily dose should not exceed 4,000 mg in patients without liver
disease (although the ceiling may be lower for older adulis).

In 2009, the FDA required manufacturers of products containing acetaminophen to
revise their product labeling to include warnings of the risk of severe liver damage
associated with its use. In 2014, new FDA rules went into effect that set a maximum
limit of 325 mg of acetaminophen in prescription combination products {e.g. Vicodin and
Percocet) in an attempt to limit liver damage and other ill effects from the use of these
products. Of note, aspirin (> 325 mg/d), ibuprofen, ketoprofen, naproxen and other nan-
cyclooxygenase-selective NSAIDs, are listed as “potentially inappropriate medications”
for use in older adults in the American Geriatrics Society 2012 Beers Criteria because of
the range of adverse effects they can have at higher doses.

Nonetheless, with careful monitoring, and in selected patients, NSAIDs and
acetaminophen can be safe and effective for long-term management of persistent pain.

Opioids

Opioids can be effective pain relievers because, at a molecular level, they resemble
compounds, such as endorphins, which are produced naturally in the human central
nervous system. Opioid analgesics work by binding to one or more of the three major
types of opioid receptors in the brain and body: mu, kappa and delta receptors. The
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most common opioid pain medications are called “mu agonists” because they bind to
and activate mu opioid receptors. The binding of mu agonist opiocids to receptors in
various body regions results in both therapeutic effects (such as pain relief) and side
effects (such as constipation).

Physical tolerance develops for some effects of opioids, but not others. For example,
tolerance develops to respiratory suppressant effects within 5-7 days of continuous use,
whereas tolerance to constipating effects is unlikely to occur. Tolerance to analgesia
may develop early, requiring an escalation of dose, but tolerance may lessen once an
effective dose is identified and administered regularly, as long as the associated
pathology or condition remains stable.

Opioids, as a class, comprise many specific agents available in a wide range of
formulations and routes of administration. Short-acting, orally-administered opioids
typically have rapid onset of action (10-60 minutes) and a relatively short duration of
action (2-4 hours). They are typically used for acute or intermittent pain, or breakthrough
pain that occurs against a background of persistent low-leve] pain. Extended-
release/long-acting (ER/LA) opioids have a relatively slow onset of action (typically
between 30 and 90 minutes) and a relatively long duration of action (4 to 72 hours). The
FDA states that such drugs are “indicated for the management of pain severe enough to
require daily, around-the-clock, long-term opioid treatment and for which aiternative
treatment options are inadequate.”

These agents achieve their extended activity in various ways. Some have intrinsic
pharmacokinetic properties that make their effects more enduring than short-acting
opioids, while others are modified to slow their absorption or to slow the release of the
active ingredient. A given patient might be appropriate for ER/LA therapy only, short-
acting only or a combination of an ER/LA opioid with a short-acting opioid. Note that
patients may respond in very different ways to any given medication or combination of
medications. One size does not fit all, and treatment is best optimized by titrating a
given regimen on an individual hasis. Combination products that join an opioid with a
non-opioid analgesic entail the risk of increasing adverse effects from the non-opioid co-
analgesic as doses are escalated, even if an increase of the opioid dose is appropriate.

[n response to concerns about opioid misuse and abuse, abuse-deterrent and tamper-
resistant opioid formulations have been developed. One class of deterrent formulation
incorporates an opioid antagonist into a separate compartment within a capsule;
crushing the capsule releases the antagonist and neutralizes the opioid effect. Another
strategy is to modify the physical structure of

tablets or incorporate compounds that make it difficult or impossible to liquefy,
concentrate, or otherwise transform the tablets. Although abuse-deterrent opioid
formulations do not prevent users from simply consuming too much of a medication,
they may help reduce the public health burden of prescription opioid abuse.

Patients who receive opioids on a long-term basis to treat pain are considered to be
receiving long-term opioid analgesic therapy, which is differentiated from opioid use by
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patients who have an established opioid use disorder who use an opioid {e.g.
methadone) as part of their treatment program.

Potential Adverse Effects of Opioids

Although opioid analgesics (of all formulations) may provide effective relief from
moderate-to-severe pain, they also entail the following significant risks:

* Qverdose

« Misuse and diversion

+ Addiction

+ Physical dependence and tolerance

« Potentially grave interactions with other medications or substances
* Death '

At the heart of much of the current controversy over the use of opioid analgesics for
chronic pain are beliefs about the degree to which these pain medications are
potentiaily addicting. Unfortunately, it is difficult to quantify the degree of addictive risk
associated with opioid analgesics, either for an individual patient or the population of
pain patients in general.

In this context, it is critical to differentiate addiction from tolerance and physical
dependence which are common physiclogical responses to a wide range of medications
and even to widely-consumed non-prescription drugs (e.g. caffeine). Physical
dependence and tolerance alone are not synonymous with addiction. Addiction is a
complex disease state that severely impairs health and overall

functioning. Opioid analgesics may, indeed, be addicting, but they share this potential
with a wide range of other drugs such as sedatives, alcohol, tobacco, stimulants and
anti-anxiety medications.

Rigorous, long-term studies of both the potential effectiveness and potential addictive
risks of opioid analgesics for patients who do not have co-existing substance-use
disorders have not been conducted. The few surveys conducted in community practice
settings estimate rates of prescription opioid abuse of between 4% to 26%. A 2011
study of a random sample of 705 patients undergoing long-term opioid therapy for non-
cancer pain found a lifetime prevalence rate of opioid-use disorder of 35%.41 The
variability in results reflect differences in opioid treatment duration, the short-term nature
of most studies and disparate study populations and measures used 10 assess abuse or
addiction. Although precise quantification of the risks of abuse and addiction among
patients prescribed opioids is not currently possible, the risks are large enough to
underscore the importance of stratifying patients by risk and providing proper monitoring
and screening when using opioid analgesic therapy. .

Particular caution should he exercised when prescribing opioids to patients with
conditions that may be complicated by adverse effects from opioids, including chronic
obstructive pulmonary disease (COPD), congestive heart failure, sleep apnea, current
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or past alcohol or substance misuse, mental illness, advanced age or patients with a
history of kidney or liver dysfunction.

In addition, opioids generally should not be combined with other respiratory
depressants, such as alcohol or sedative-hypnotics (benzodiazepines or barbiturates)
unless these agents have been demonstrated to provide impartant clinical benefits,
since unexpected opioid fatalities can occur in these combination situations at relatively
low opioid doses.

In addition to the potential risks just described, opioids may induce a wide range of side
effects including respiratory depression, sedation, mental clouding or confusion,
hypogonadism, nausea, vomiting, ' constipation, itching and urinary retention. With the -
exception of constipation and hypogonadism, many of these side effects tend to
diminish with time. Constipation requires prophylaxis that is prescribed at the time of
treatment initiation and modified as needed in response to frequent monitoring. With the
exception of constipation, uncomfortable or unpleasant side effects may potentially be
reduced by switching to another apioid or route of administration (such side effects may
also be alleviated with adjunctive medications). Although constipation is rarely a limiting
side effect, other side effects may be intolerable. Because it is impossible to predict
which side effects a patient may experience, it is appropriate to inquire about them on a
regular basis.

Patients should be fully informed about the risk of respiratory depression with opiocids,
signs of respiratory depression and about steps to take in an emergency. Patients and
their caregivers should be counseled to immediately call 911 or an emergency service if
they observe any of these warning signs.

As of January 2014, a California physician may issue standing orders for the distribution
of an opioid antagonist to a person at risk of an opioid-related overdose or to a famiiy
member, friend, or other person in a position to assist a person at risk of an opioid-
related overdose. A physician may also issue a standing order for the administration of
an opioid antagonist to a person at risk of an opioid-related overdose to a family
member, friend, or other person in a position to assist a person experiencing or
reasonably suspected of experiencing an opioid overdose.

The potential of adverse effects and the lack of data about the addictive risks posed by
opicids do not mean these medications should not be used. Common clinical
experience and extensive literature document that some patients benefit from the use of
opioids on a short or long term basis. Existing guidelines from many sources, including
physician specialty societies (American Academy of Pain Medicine, The American Pain
Society), various states (Washington, Colorado, Utah), other countries (Canada) and
federal agencies {Department of Defense, Veterans Administration), reflect this potential
clinical utility.

Recommendations from authoritative consensus documents have been summarized in
concise, user-friendly formats such as: Responsible Opiate Prescribing: A Clinician’s
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Guide for the Federation of State Medical Boards; the 2013 Washington State Labor

and Industries Guideline for Prescribing Opioids to Treat Pain in Injured Workers; and
the Agency Medical Directors® Group 2010 Opioid Dosing Guideline for Chronic Non-
Cancer Pain.

Methadone

Particular care must be taken when prescribing methadone. Although known primarily
as a drug used to help patients recovering from heroin addiction, methadone can be an
effective opioid treatment for some pain conditions. Methadone is a focus of current
debate because it is frequently involved in unintentional overdose deaths. These
deaths have escalated as methadone has increasingly been used to treat chronic pain.

Methadone must be prescribed even more cautiously than other opioids and with full
knowledge of its highly variable pharmacokinetics and pharmacodynamics. Of critical
importance is the fact that methadone’s analgesic half-life is much shorter than its
elimination half-life, This can lead to an accumulation of the drug in the body. In
addition, methadone is metabolized by a different group of liver enzymes than most
other opicids, which can lead o unexpected drug interactions.

When rotating from another opioid to methadone, extreme caution must be used when
referring to equianalgesic conversion tables. Consensus recommendations suggest a
75 to 90% decrement in the equianalgesic dose from conventional conversion tables
when a switch is made from another opioid to methadone.

Because the risk of overdose is particularly acute with methadone, patients should be
educated about these risks and counseled to use methadone exactly as prescribed.
They should also be warned about the dangers of mixing unauthorized substances,
especially alcohol and other sedatives, with their medication. This should be explicitly
stated in any controlled substance agreement that the patient receives, reads and signs
before the initiation of treatment [...].

Although uncommon, potentially lethal cardiac arrhythmias can be induced by
methadone, The cardiac health of patients who are candidates for methadone should be
assessed, with particular attention paid to a history of heart disease or arrhythmias. An
initial ECG may be advisable prior to starting methadone, particularly if a patient has a
specific cardiac disease or cardiac risk factors or is taking agents that may interact with
methadone. In addition, it is important that an ECG be repeated periodically, because
QT interval prolongation has been demonstrated to be a function of methadone blood
levels and/or in response to a variety of other medications.

Adjuvant Pain Medications
Although opicid medications are powerful pain relievers, in the treatment of neuropathic

pain and some other centralized pain disorders such as fibromyalgia, they are of limited
effectiveness and are nof preferred. Other

91




classes of medications, however, may provide relief for pain types or conditions that do
not respond well to opioids. Some of these adjuvant medications exert a direct
analgesic effect mediated by non-opioid receptors centrally or peripherally, Others have
no direct analgesic qualities but may provide pain relief indirectly via central or
peripheral affects.

Commonly-used non-opioid adjuvant analgesics include antiepileptic drugs (AEDs),
tricyclic antidepressants (TCAs) and local anesthetics (LAs). AEDs, such as gabapentin
and pregabalin, are used to treat neuropathic pain, especially shooting, stabbing or
knife-like pain from peripheral nerve syndromes. TCAs and some newer types of
antidepressants may be valuable in treating a variety of types of chronic and
neuropathic pain, including post-herpetic neuralgia and diabetic heuropathy. LAs are
used to manage both acute and chronic pain. Topical application provides localized
analgesia for painful procedures or conditions with minimal systemic absorption or side
effects. Topical Las are also used to treat neuropathic pain. Epidural blocks with LAs,
with or without opioids, play an important role in managing postoperative and obstetrical
pain.
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Appendix 12 — Suggested Language on Naioxone for Pain Management
Agreement

+ [understand that “overdose” is a risk of opioid therapy which can lead to death. 1
understand and can recognize the signs and symptoms of overdose including respiratory
depression.

¢ [ understand that I will be prescribed naloxone because overdose is a risk of opioid
therapy. | understand that naloxone is a drug that can reverse opioid overdose. |
understand when and how to use naloxone. .
o [Tunderstand it is strongly encouraged to share information about naloxone with my
family and friends.
o lunderstand it is strongly encouraged to teach family and friends how to respond to
an overdose.
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This agreement is important for you:
= You will have a safe and controlled pain treatment plan.
o Your medicines have a high potential for abuse. They can be dangerous if used in
the wrong way. You need to understand the risks that come from use of pain medicines.

I WiLL:

O 1will only get my pain medicine {rom this clinic during scheduled appointments.
O | will take my pain medicine the way that my healthcare provider has ordered.
0 Iwill be honest with all my healthcare providers if | am using street drugs
{3 | will be honest sbout all the medicine | use. This Includes medicine from stores and herbal medicines.
O I will be honest about my [ull health history.
O Fwill tell my healthcare provider if | go 1o an emergency room Jor any reasons.
{3 U1 get pain medicine from an emergency room, | will tell my healtheare provider.
0 1 will call this office if ] am prescribed any new medicine.
3 1 will call this office i | have a reaction to any medicine,
00 1will tell all other healtheare providers that [ have 2 pain medication agreement,
O Dwill tell the emergency mom poople that [ have 2 pain medication agreement.
O 1 will take drug tests and other tests when | any told to do 5o,
£ will go to olfice visits when | am told to doso.
O {will goto physical therapy when | am told fo do se.
£] {will go to counseling when | am told todo so.
£1 1 wil follow directions for all treatment,
B 1 wil shiow up on time for all sppointmenrts.
00§ will make an appolntment for refills before | run nut of medicine.
[} 1 will tell my health provider if [ will be out of town so that | can get my refills,
0O 1 will get past health records from other sifices when needed.
[3 1 will detiver these records by hand if nevded. | will do this within one month of being asked
Ewill pay for these records if necded.
[3 1 will give permission to this dinic to tak sbout my treatment with pharmacies, doctors, nurses, and others
who are helping me.
{3 1 will give permission to any healthcare provider to gt information from this clinic about my health and my pain
{reatment.
[3 1 will take responsibility if { overdose myself eccidentally or on purpose,
% 1 will tell my healthcare provider if I plan to become pregnant.
3 Twill tll my healthcare provider if | am pregnant while T am taking pain medicine,
O 1 will only take this medicine the way 1 was told to take it.

B CONTINUED ON NEXT PAGE
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EWILLNOT:

1 will not share of sell, or trade any of my medicine.

{ will not drink alcohol or take street drugs while 1 am Gking pain medicine.

! know that | cannot calt the pifke to have my medicine reAlled over the phone.

{ will not yo 1 the emiergeacy room or sther doetors for more pain medicine or other drugs.

{ know that when | drive a car, { must be fully slert. 1 know that when I use machines, Emust alse be fully atest,
Pain medicines can make me less alert, When | am taking pain micdicines, I need to be sure that Lam alert
1 need te be sure that it is safe for me to drive 3 car o use 2 machine,

1 will not stand in high places or do anything te hurt others after L have taken pain medicine.

1 will et leave my medicine where it can be stoler or where others can take it.

{ will not leave my medicine whers children can find It

1 will not suddenly stop 1aking my medicine. |know that if ] do this, | can have withdrawals.

o o

i e o

WHEN USING A PHARMACY, I WILL:
[ 1 will use the same pharmacy for all my medicines. This is the pharmacy that Fhave picked:
[ 1 will not ask for early refills or mote pain medicine, even If [ lose my medicine.

[ KNOW THAT

{3 Pain management may include other treatment, Some treatment may not inclede medicine.

O Pain medicine will probably not get rid of all of my pain. Pain medicine can reduce my pain so that | cando mose and have
a better life.

{3 Part of my treatment bs to reduce my need for pala medicine.

{3 i ihe pain medicines work, | will continue to use them, 1f the pain medicine does not help me, it will be stopped.

[ My medicines will not be replaced If any of these things happen: Medicine is lost. Medicine gets wet.
Medicine is destroyed

{1 If my medicine is stolen, T might be able to get more medicine # 1 get a report from the police shout the medicine being
stolen.

11 Anyof my healihcare providers can find out from the Cafifornia Prescription Drug Monitering Program about any other
muodicines | get from any other pharmacy in Califernia. This 1s cailed a CURES report.

{1 My heshthaare provider may comact the dnig enforcement agency, if | try to get other doctars to give me pain medicine,

01 Healthcare providers may contact the drug eaforcement agency if | am not honest about how [ take pain medicine.

O My doctor and my clinic will help with any investigation I | am suspected of prescription drug abuse.

£] | may be sent somewhere else for drug abase or addiction help if | need it.

{} Pain madicine cap be addictive, This means that my body may need mors and mora pain medicine or that i can be hard
far me fo stop taking this medicine.

{3 if!suddenly stop using the meidicine, | can get withdrawaks.

 1f1 use too much pain medicine Tcan end up with health problems. [ could die.

O 1§ { mix medicines, | could also end up with health problems. [ could die.

{3 Here are some things that could go wrong if T use toe much medicine ar mix medivines:

Orverdose Addiction Constipation Yomiting Sleepiness

Slower reffenes Nausea Dithicully with urinaion  Cenlusion ltching

Problams with sex Dry miouth Depression ‘Trouble breathing Death

CAUSE FOR DIiSMISSAL FROM THIS CLINIC
[1 T know that the pain medicines may be stopped if | break any part of this contract,
My signature below means that | have read this contract. Tam signing this to say that { understand 4t of this contrac.

Batient Name Doctor Name
Patient Signature Doctor Signature
Date:

B ﬁ B
e (o Hedigl ot | i £
$on Diege Coumly Heszal iy § H“{?:u e
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Appendix 14 — Suggested Treatment Plan Using Prescription Opioids

_ Treatment Pian Using Prescription Oplolds

Potierst name:

Prazcriber pama;

THE PURPOSE OF THIS AGBEEMENT 1S TO STRUCTURE OUR PLAN TO WORK TOGETHER
TO TREAT YOUR CHRONIC PAIN. THIS WiLl PROTECT YOUR ACCESS TO CONTROLLED
SUBSTANCES AND QUR ABILITY TO PRESCRIBE THEM TO YOU.

§ {pationY} undertand the following {initisf each):

e Opicida have been pescribad to me o a trial basis. One of the goals of this treetmeant ia to improve my abifty
{0 pericnn virlous funclicns, including retum to work. i significant demonstrebla Improvement i iy fnctional
capatxiities doss not result from this inial of treabmend, my prescriber may determine o end the tal,

Goal for mproved function:

Opioids are being prescribad to make my pain tolerable but may nal causs it to disappear entiroly. i thal gosl is
not taached, my physicien may end the trial.

Goal for reduction of pain:

Drowsirses and slowed reflexes can be a lemporary sida effect of opicids, espacially during dosege adiust-
ments. Jf | am experiencing drowsiness whie taking opickis, | agree ot to difve & vohicls noe perform other
tasks that could involva danger 1o mysetf or olhers,

——— Using opioids to treat chronic pain will result in the davelopisent of a physicsl dependenca on this medication,
end sudden decreases o discontinuation of the medication Wil kad 1o symptoms of opkid withdrawsl. Thesa
symptoms can include: runny nose, yawning, large pupds, gotss bumps, abdominal pain and cramping, diar-
rhas, vomiting, imitability, aches and flu-Eke symydoms. | understand thet opicid withdrewal B uncomforizbla but
nod phiysically fife threatening.

Thare ia & emall risk that oploid addichion can cccur. Amost elvays, thia occurs In pationts with & personal or
farnity history of other drug or alcohad abusa. Iif it appears that | may be developirg eddiction, my physiclan may
delenmine to ond the il

Cortinued on other aide,
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I agree to the following {initial each)

1 agrea ot 1o take more medication then prescribed and not to take dosee move frequently than presceibed,

- | agrea to keep the prescribed medication n & sates and sacure plecs, and thet lost, damaged, or stolen
madication wil not be replaced.

| agren not to share, so, o iIn any way provide my medication o any other perscn.

| agree to obtaln prescription medication from one designeted fcensed pharmacist. { understand that my
doctor may check the Litnh Coatrofed Substanca Database at any tma to check my compianca.

| sgrea not fo seek of obtain ANY mood-modifying medication, including pain refievers or tranquifzers from ANY
cther prescriber without first discussing this with my prescriber. i a siluation erises in which | have no aiterndlive
et to obitain my necessary prescrption from another prescriber, | wil advise that prescribar of this egmement.
wii than immediately edvise my prescrber that | obdained a prescription from another prescriber

1 agree o refrain from the usa of ALL olher mood-modifying drugs, inchiding dleohol, unfsss sgreed fo by
my prescriber. The moderate use of nicotine and caffeine are an exceplion to this metriction.

| agrea to submit to random wine, blood of safva testing, al my prescrber’s requxat, to verify complancs with
this, and to ba seen by an addiction specissst i requested.

___.._ agres to attend and panticipate fully in any other sssessments of pain treatment programs which may be
recommended by the prescibar al sny time,

| unduarstand that ANY devistion from the above agreement may bs grounds for the prescriber to stop

prescribing opioid therapy at any time,
Patient Signahrs Dals
Presceiber Signature Dafe
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Appendix 15 - Suggested Strateqgies for Tapering and Weaning

Unf O SUTSTe1 00 s g SRt Sy vt ol P30

Stratogies for Tapering & Weaning

Strategies for fapenng:

From a medical standpoint, weaning from opicids can be done safely by

slowly tapering the opicid dose and laking into account the following issues:

¢ A decrease by 10% of the onginal dose per week is usually well toleraled
with minimal physiclogical adverse effacts. Some patieats ean be tapered
mare rapiily without peoblerns (over 810 8 weeks). '

¢  if coicid abstinence syndrome is encounterad, it Is rarely madcally serdous
afthough symptoms may be unpleasant.

s Symploms of an sbsinence syndrome, such 35 nauses, diaithes, musde
pat and myodenis can be managed with clonidine 0.1 — 0.2 mg orally
every 8 howrs of clonidine transdeanal patch 0. 1mg/f24hrs {Calapres TTS-
1™} weaekly during the taper while moniloring for often significant
hypotensicn and anticholinergio side effects. In some patents it may be
necerssary to siow the taper imeline to monthly, rather than weekly
dosage sljusiments,

& Sympioms of mid oplcid withdrewal may persist for six months after
opicids have been discontinued.

*  Consider using adiuvant agents, such as antidepressants to manage
Fritability, sleep dishurbance or sntiepdepbics for neuropathic pain.

s Do not treat withdrawal symploms with opiolds or berzodiazepines after
discortinuing opioids.

*  Referral for counselng or other support during this pedod is
recommended if there are signficard bahaviocal issues.

+ Referral o a pain spacialist or chemical dependency center shoutd be
made for complicated withdrawal symploms.

Recognizing and managing behavioral issues during opioid weaning:

Opioid tapers can be dope safely and do not pose significant health risks
o the patient, In contrast, exdremely chalienging behavioral lssves may
emearge dudng an oploid taper.

Behavioral challenges frequently arise in the setting of a prescrber who is
tapering the opicsd dose and a patient who places great vakue on the opiokd
ha'she is receiving. In this selting, some patients wilf use 3 wide ange of
nterpersonal strategies to derail the opicid taper. These may include:

s Guilt provocation {TYou are indifferent to my suffering”}

+ Theeats of various kinds

¢  Exapgeration of their actual suffering in order lo disrupt the progress of a
schedulad taper

There are no fool-proof methods for preventing behavioral issues diring
an opioid taper, but strategies implemented at the beginring of the opicid
therapy sre most fkely to prevent later behavieral problemns if an opiold laper
becomes necessary,

FRRIGIon S50 AGPNGY MirBe TRCKNT Croup, 200
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GUIDELINES

DELAWARE

MSD Guidelines for the Use of Controlled Substances
for the Treatment of Pain

To address the current epidemic of prescription
drug abuse, your Medical Society has been working
closely with the Division of Public Health (DPH),
the Division of Professional Regulation, and other
stakeholders to move towards a solution in Delaware.
(See: KahlonRS. The Prescription Drug Abuse Crisis:
MSD in Action. Del Med J. 2012;84:49-51.)

Aspartofthiseffort, MSD developed “Guidelines
for the Use of Controlled Substance for the Treatment
of Pain” (which are presented here) for the purpose of
reconciling the changing regulatory environment with
clinical best practices and maintaining access to care.

Purpose and Goals
The Guidelines were developed in conjunction

with your Medical Society's active leadership in
the state-wide Prescription Drug Action Committee
(PDAC) — a multi-stakeholder group started by MSD
and DPH to bring everyone to the same table to work
together. In addition, MSD convened the Physicians
Advisory Committee on Controlled Substances
(PACCS) to provide real-time boots-on-the-ground
clinical input on the PDAC work.

The PACCS took up the task of creating cur-
rent clinical practice guidelines for the treatment of
pain with controlled substances tailored to relevant
individual practice types — acute/subacute, chronic,
emergency department, and hospice patients. These
Guidelines thus become the first of their kind as no
other set of policies exist which are applicable in this
manner to different practice types. In addition, the
Guidelines allow for specialty-specific enhancements
and this feature was implemented by our Emergency
Medicine colleagues (see section 2.5). Other submis-
sions for enhancements are encouraged.

Development
Indeveloping the Guidelines, the PACCS reviewed

the Federation of State Medical Boards Model Policy,
the Delaware Board of Medical Licensure and Disci-

Del Med J, April 2013, Vol 85 No 4

pline (BMLD) Regulation 31 (adopted as part of 15
DE Reg. 1184 on February 1, 2012), multiple other
clinical guidelines, and multiple studies regarding the
optimal usage of controlled substances (see www.
guidelines.gov). In May 2012, an MSD town hall
meeting on the topic was held involving sites and
physicians in all three counties. In early 2013, MSD
obtained feedback through a Society-wide web sur-
vey. The result is a set of Guidelines that (a) satisfy
Regulation 31 and (b) create a clinical environment
that encourages clinical best practices and maintains
access to care.

Implementation and Education
These Guidelines may directly affect your daily

practice if you are prescribing controlled substances
and/or treating pain. You are encouraged to review
themand familiarize yourself with the risk assessment,
clinical evaluation, and treatment protocol recommen-
dations. Overthe nextyear, additional physician educa-
tion and implementation strategies will be developed
tohelp integrate these Guidelines into clinical practice.
For more information and education on prescribing
controlled substances in Delaware, please review
the MSD Prescription Drug Abuse webpage. (Www.
MedicalSocietyofDelaware.org/GovernmentA ffairs/
StateLevel/PrescriptionDrugAbuse.aspx)

Thank you for your contributions to ensure both
the safety of and access to treatment for Delawareans.

Physicians Advisory Committee on Controlled
Substances (PACCS)

Randeep Kahlon, M.D., Chair
Ganesh Balu, M.D. Terry Horton, M.D.

Nicholas Biasotto, D.O. Philip Kim, M.D.
Richard Bounds, M.D.  Stephen Kushner, D.O.
Kevin Bristowe, M.D.  Jonathan McGhee, D.O.

Theresa Gillis, M.D.
John Goodill, M.D.
Jeftrey Hawtof, M.D.

Carol Tavani, M.D.
Jeffry Zern, M.D.

Approved August 13, 2012
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Guidelines

Guidelines for Use of Controlled Substances for the Treatment of Pain

Components

Applicable to this
Guideline(s)

1.0 Purpose: Use of Controlled Substances for the Treatment of Pain

The Physicians Advisory Committee for Controlled Substances of the Medical
Society of Delaware supports the Federation of State Medical Board's "Model Policy
for the Use of Controlled Substances for the Treatment of Pain" ("Model Policy™).
These guidelines have been developed to define specific requirements applicable to pain
control, particularly related to the use of controlled substances, to alleviate licensed
practitioners' uncertainty, to encourage better pain management, and to minimize
practices that deviate from the appropriate standard of care and lead to abuse and
diversion. The principles of quality medical practice dictate that citizens of Delaware
have access to appropriate and effective pain relief. The appropriate application of
up-to-date knowledge and treatment modalities can serve to improve the quality of
life for those patients who suffer from pain, as well as reduce the morbidity and costs
associated with untreated or inappropriately treated pain. The inappropriate treatment
of pain includes a wide spectrum of issues that do not provide treatment appropriate
to the patients' specific needs.

The diagnosis and treatment of pain is integral to the practice of medicine. Li-
censed practitioners view pain management as a part of quality medical practice for
all patients with pain, acute or chronic, and it is especially urgent for patients who
experience pain as a result of terminal illness. Licensed practitioners should become
knowledgeable about assessing patients' pain and effective methods of pain treatment,
as well as statutory requirements for prescribing controlled substances. These guidelines
are directed to the treatment of pain.

Inappropriate pain treatment may result from the practitioner's lack of knowledge
about pain management. Fears of investigation or sanction by federal, state, and local
agencies may also result in inappropriate treatment of pain. Appropriate pain manage-
ment is the treating practitioner's responsibility. The Committee recognizes that some
types of pain cannot be completely relieved.

The Committee recognizes that controlled substances, including opioid analgesics,
may be essential in the treatment of acute pain due to trauma or surgery and chronic
pain, whether due to cancer or non-cancer origins. The medical management of pain
should consider current clinical knowledge and scientific research and the use of
pharmacologic and non-pharmacologic modalities according to the judgment of the
licensed practitioner. Pain should be assessed and treated promptly, and the quantity
and frequency of doses should be adjusted according to the intensity, duration of the
pain, and treatment outcomes. Licensed practitioners should recognize that tolerance
and physical dependence are normal consequences of sustained use of opioid analgesics
and alone are not the same as addiction.

The Committee recognizes that the use of opioid analgesics for other than legiti-
mate medical purposes can pose a threat to the individual and society and that the
inappropriate prescribing of controlled substances, including opioid analgesics, may
lead to drug diversion and abuse by individuals who seek them for other than legiti-
mate medical use. Accordingly, these guidelines mandate that licensed practitioners
incorporate safeguards into their practices to minimize the potential for the abuse and
diversion of controlled substances.

Chronic pain
Acute/Subacute pain
Emergency Medicine
Hospice

116 Del Med J,April 2013, Vol 85 No 4
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Guidelines

Guidelines for Use of Controlled Substances for the Treatment of Pain

Components

Applicable to this
Guideline(s)

1.0 Purpose: Use of Controlled Substances for the Treatment of Pain
Continued

These guidelines support the ordering, prescribing, dispensing or administering of
controlled substances, including opioid analgesics, for a legitimate medical purpose
and in the course of professional practice if based on sound clinical judgment. All such
prescribing must be based on clear documentation of unrelieved pain. To be within
the usual course of professional practice, a licensed practitioner-patient relationship
must exist and the prescribing should be based on a diagnosis and documentation of
unrelieved pain. Compliance with applicable state or federal law is required.

The goal is to control the patient's pain while effectively addressing other aspects
of'the patient's functioning, including physical, psychological, social, and work-related
factors.

Chronic pain
Acute/Subacute pain
Emergency Medicine
Hospice

2.0 Guidelines - The following criteria must be used when evaluating the treat-
ment of pain, including the use of controlled substances:

2.1 Evaluation of the Patient- A medical history and physical examination must
be obtained, evaluated, and documented in the medical record. The evaluation must
document:

2.1.1 etiology, the nature and intensity of the pain, current and past treatments

for pain;

2.1.2 underlying or coexisting diseases or conditions;

2.1.3 the effect of the pain on physical and psychological function and history of

substance abuse; and

2.1.4 the presence of one or more recognized medical indications for the use of

a controlled substance.

Chronic pain
Acute/Subacute pain
Emergency Medicine
Hospice

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

Chronic pain
Acute/Subacute pain
Hospice

2.2 Treatment Plan - Prescribing pain medicine for chronic pain from the Emer-
gency Department should be limited to only the immediate treatment of acute exacerba-
tions of pain associated with objective findings of uncontrolled pain, all of which shall
be discussed with the patient up front. [Chronic pain treatment requires monitoring
the effects of the medication on pain levels and patient’s level of functioning. Such
monitoring would be impossible to provide for the emergency medical provider who,
therefore, is unable to provide a long term treatment plan as it relates to the patient's
response to the prescription of chronic opioids.]

Del Med J, April 2013, Vol 85 No 4

Emergency Medicine
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Guidelines

Guidelines for Use of Controlled Substances for the Treatment of Pain

Components

Applicable to this
Guideline(s)

2.3 Informed Consent - The practitioner should discuss the risks and benefits of
the use of controlled substances with the patient, persons designated by the patient,or
with the patient's surrogate or guardian if the patient is without medical decision-
making capacity.

Chronic pain
Acute/Subacute pain
Emergency Medicine
Hospice

2.4 Agreement for Treatment - The practitioner should use a written agreement
between the practitioner and patient outlining mutual responsibilities, including;

2.4.1 urine/serum medication levels screening when requested;

2.4.2 number and frequency of all prescription refills;

2.4.3 reasons for which drug therapy may be discontinued (e.g., violation of
agreement); and.

2.4.4 a requirement that the patient receive prescriptions from one licensed prac-
titioner and one pharmacy where possible.

Chronic pain

2.4 Agreement for Treatment - If, based on clinical assessment, the patient is at
high risk for medication abuse or has a history of substance abuse, or a past history of
chronic pain, the practitioner should use an agreement (or should document a discus-
sion) between the practitioner and patient outlining mutual responsibilities, including;

2.4.1 urine/serum medication levels screening when requested;

2.4.2 number and frequency of all prescription refills;

2.4.3 reasons for which drug therapy may be discontinued (e.g., violation of

agreement); and

2.4.4 a requirement that the patient receive prescriptions from one licensed prac-

titioner and one pharmacy where possible.

Acute/Subacute pain

2.4 Agreement for Treatment- Not applicable

Emergency Medicine
Hospice

2.5 Periodic Review- The licensed practitioner shall periodically review the course
of pain treatment and any new information about the etiology of the pain or the patient's
state of health. Periodic review shall include, at a minimum, evaluation of the following:

2.5.1 continuation or modification of controlled substances for pain management
therapy depending on the practitioner's evaluation of the patient's progress
toward treatment goals and objectives.
satisfactory response to treatment as indicated by the patient's decreased pain,
increased level of function, or improved quality of life. Objective evidence of
improved or diminished function must be monitored and information from family
members or other caregivers should be considered in determining the patient's
response to treatment.

2.5.3 if the patient's progress is unsatisfactory, the practitioner shall assess the appro-
priateness of continued use of the current treatment plan and consider the use
of other therapeutic modalities.

252
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Chronic pain
Acute/Subacute pain
Hospice

Del Med J,April 2013, Vol 85 No 4
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Guidelines

Guidelines for Use of Controlled Substances for the Treatment of Pain

Components

Applicable to this
Guideline(s)

2.5 Review of Emergency Department Care (in lieu of Periodic Review)

2.5.1

252

253

254

255

2.5.6

2.5.7

2.5.8

259

2.5.10

2.5.11

2.5.12

Ideally, one medical provider should provide all opioids to treat a patient’s
chronic pain.

The administration of intravenous and intramuscular opioids in the Emer-
gency Department (ED) for the relief of acute exacerbations of chronic
pain should be carefully considered.

The administration of Demerol R-(Meperidine) in the ED is discouraged.
Emergency medical providers should not provide replacement prescriptions
for controlled substances that were lost, destroyed, or stolen.

Emergency medical providers should not provide replacement doses of
methadone for patients in a methadone treatment program.

Long-acting or controlled-release opioids (such as OxyContin®, fentanyl
patches, and methadone) should not be prescribed from the ED.

Patients who are found to receive prescriptions for controlled substances
from multiple providers should not receive additional prescriptions for
controlled substances from the ED.

Emergency medical providers should attempt to coordinate care with
primary care and pain management physicians for patients presenting to
the ED with acute exacerbations of chronic pain.

EDs should coordinate the care of patients who frequently visit the ED
using an ED care coordination program.

EDs should maintain a list of primary care providers for patients of all
payer types.

Prescriptions for opioid pain medication from the ED for acute injuries,
such as fractured bones, or acute painful conditions, such as kidney stones,
in most cases should not exceed 30 pills. If the provider prescribes greater
than a 72-hour supply of opiates, the Delaware Prescription Monitoring
Program should be accessed as per Delaware law.

The emergency physician is required by law to evaluate an ED patient who
reports pain. The law allows the emergency physician to use their clinical
judgment when treating pain and does not require the use of opioids.

Emergency Medicine

2.6 Consultation - The practitioner should consider referring the patient as
necessary for additional evaluation and treatment in order to achieve treatment objec-
tives. Special attention must be given to those patients with pain who are at risk for
medication misuse, abuse, or diversion. The management of pain in patients with a
history of substance abuse or with a co-morbid psychiatric disorder requires extra care,
monitoring, documentation, and may require consultation with or referral to an expert
in the management of such patients. At a minimum, practitioners who regularly treat
patients for chronic pain must educate themselves about the current standards of care
applicable to those patients.

Chronic pain
Acute/Subacute pain
Hospice

2.6 Consultation- Not applicable.
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Guidelines

Guidelines for Use of Controlled Substances for the Treatment of Pain

Components

Applicable to this
Guideline(s)

2.7 Medical Records - The practitioner (or hospice, if applicable) shall keep ac-
curate and complete records. The entire record must include the:

2.7.1 medical history and physical examination;

2.7.2 relevant diagnostic, therapeutic, and laboratory results;

2.7.3 relevant evaluations and consultations;

2.7.4 documentation of etiology;

2.7.5 treatment objectives;

2.7.6  discussion of risks and benefits;

2.7.7 informed consent, as per Section 1.3;

2.7.8 treatments;

2.7.9 medications (including date, type, dosage and quantity prescribed);

2.7.10 instructions and agreements; and

2.7.11 periodic review and/or appropriate referral.

Chronic pain
Acute/Subacute pain
Hospice

2.7 Medical Records - The practitioner shall keep accurate and complete records.
The entire record must include the:

2.7.1 medical history and physical examination;

2.7.2 relevant diagnostic, therapeutic and laboratory results;

2.7.3 relevant evaluations and consultations;

2.7.4 documentation of etiology;

2.7.5 treatment objectives;

2.7.6  discussion of risks and benefits;

2.7.7 informed consent;

2.7.8 treatments;

2.7.9 medications (including date, type, dosage, and quantity prescribed); and

2.7.10 instructions, and appropriate referral.

Emergency Medicine

2.8 Records should remain current and be maintained in an accessible manner
and readily available for review. Each practitioner should include documentation
appropriate for each visit's level of care and will include the:

2.8.1 interim history and examination, when applicable;

2.8.2 vital signs, when appropriate;

2.8.3 assessment of progress; and

2.8.4 medication plan.

Chronic pain
Acute/Subacute pain
Emergency Medicine
Hospice

2.9 Compliance with Controlled Substances Laws and Regulations - To pre-
scribe, dispense, or administer controlled substances, the practitioner must be licensed
in the state and comply with all applicable federal and state regulations. Licensed
practitioners are referred to the Practitioner's Manual of the U.S. Drug Enforcement
Administration and specific rules governing controlled substances, as well as appli-
cable state regulations.

Chronic pain
Acute/Subacute pain
Emergency Medicine
Hospice
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Guidelines

Guidelines for Use of Controlled Substances for the Treatment of Pain

Components

Applicable to this
Guideline(s)

3.0 Definitions - The following terms are defined as follows:

3.1

32

33

34

3.5

3.6

3.7

3.8

3.9

3.10
3.11

Acute/Subacute Pain- Acute pain is the normal, predicted physiological re-
sponse to a noxious chemical, thermal, or mechanical stimulus and typically
is associated with invasive procedures, trauma, and disease. It is generally
time-limited.

Addiction - A primary, chronic, neurobiological disease, with genetic,
psychosocial, and environmental factors influencing its development and
manifestations. It is characterized by behaviors that include the following:
impaired control over drug use, craving, compulsive use, and continued use
despite harm. Physical dependence and tolerance are normal physiological
consequences of extended opioid therapy for pain and are not the same as
addiction.

Chronic Pain - A state in which pain persists beyond the usual course of
an acute disease or healing of an injury, or that may or may not be associ-
ated with an acute or chronic pathologic process that causes continuous or
intermittent pain over months or years.

Licensed Practitioner - Those licensed individuals with prescriptive author-
ity regulated under the Medical Practice Act including, but not limited to,
physicians, physician assistants, and nurse practitioners.

Pain - An unpleasant sensory and emotional experience associated with
actual or potential tissue damage or described in terms of such damage.
Physical Dependence - A state of adaptation that is manifested by drug class-
specific signs and symptoms that can be produced by abrupt cessation, rapid
dose reduction, decreasing blood level of the drug, and/or administration of
an antagonist. Physical dependence, by itself, does not equate with addiction.
Pseudo addiction - The iatrogenic syndrome resulting from the misinterpreta-
tion of relief seeking behaviors as though they are drug-seeking behaviors
that are commonly seen with addiction. The relief seeking behaviors resolve
upon institution of effective analgesic therapy.

Substance Abuse - The use of any substance(s) for non-therapeutic purposes
or use of medication for purposes other than those for which it is prescribed.
Tolerance - A physiologic state resulting from regular use of a drug in which
an increased dosage is needed to produce a specific effect, or a reduced ef-
fect is observed with a constant dose over time. Tolerance may or may not
be evident during opioid treatment and does not equate with addiction.
Emergency Medicine - The care provided within an Emergency Department.
Hospice care - Hospice pain management is pain relief provided to patients
in a certified Hospice program where patients are terminally ill with survival
of six to12 months. The goal is to relieve suffering and pain, not necessarily
to extend life. Hospice organizations are responsible for a policy to safeguard
controlled substances in the home and to educate staff on this matter.

Chronic pain
Acute/Subacute pain
Emergency Medicine
Hospice

Disclaimer: These guidelines are only an educational tool. Clinicians should use their own clinical judgment and not base
clinical decisions solely on this document. This document should not be used to establish any standard of care. No legal
proceeding, including medical malpractice proceedings or disciplinary hearings, should reference a deviation from any part
of this document as constituting a breach of professional conduct.
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GEORGIA

Adopted 1/11/08
GEORGIA COMPOSITE STATE BOARD OF MEDICAL EXAMINERS

Guidelines for the Use of Controlled Substances for the Treatment of Pain:
Ten Steps

Disclaimer
These guidelines are primarily intended to provide orientation for physicians intending to prescribe
schedule 11 and 111 analgesics for the purpose of treating chronic pain conditions and do not necessarily
apply to clinical conditions where rapid adjustments in medical management are required such as acute
pain management following surgery, emergency care pain management and end-of-life care.

The Georgia Composite State Board of Medical Examiners (the Medical Board) recognizes that principles
of quality medical practice dictate that the people of the state of Georgia have access to appropriate and
effective pain relief by licensed physicians. The appropriate application of up-to-date knowledge and
treatment modalities can serve to improve the quality of life for those patients who suffer pain as well as
reduce the morbidity and costs associated with untreated or inappropriately treated pain. For the purposes
of these guidelines, the inappropriate treatment of pain includes no treatment, under treatment, over
treatment, and the continued use of ineffective treatments.

The diagnosis and treatment of pain is integral to the practice of medicine. The Board encourages
physicians to view pain management as an essential part of quality medical practice for all patients with
pain, including both acute and chronic disease. All physicians should be or seek to become
knowledgeable about assessing patients’ pain and effective methods of pain treatment, as well as
becoming familiar with statutory requirements for prescribing controlled substances. These guidelines
have been developed to clarify the Board’s position on pain management, particularly as it relates to the
use of controlled substances, to alleviate physician uncertainty and to encourage better pain management
practices. The guidelines are also intended to curtail drug diversion, a serious public safety concern for
the Board and law enforcement agencies.

Adherence to the guidelines outlined here will not only improve quality medical practice but will also
improve the board’s efficiency in its investigations by distinguishing legitimate practice from foul play.

Physicians should not fear disciplinary action from the Board for ordering, prescribing, dispensing or
administering controlled substances, including opioid analgesics, for a legitimate medical purpose and in
the course of professional practice.

To prevent any misunderstanding, it is necessary to state what the Board does not have.
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The Board does not have a list of “bad” or “disallowed” drugs. All formulary drugs are generally
effective if prescribed and administered when properly indicated. Conversely, drugs are potentially
ineffective, dangerous, or even lethal when used inappropriately.

The Board does not have a “magic formula” for determining the dosage and duration of administration 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 is good for one patient may be insufficient or
fatal for another.

The Board does have the expectation that physicians will create a record that shows evaluation of every
patient receiving a controlled substance prescription as follows:

>

vV V Vv V¥V V V

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
Discussion of risks/benefits

Periodic medical record review

Prescription records

[[STEP ONEl}

A medical history and physical examination must be obtained, evaluated, and documented in the
medical record. The medical record should document the nature and intensity of the pain, current
and past treatments for pain, underlying or coexisting diseases or conditions, the effect of the pain
on physical and psychological function, and history of substance abuse. The medical record also
should document the presence of one or more recognized medical indications for the use of a
controlled substance. Perform a workup sufficient to support a diagnosis including all necessary
tests, history and physical examination. If medical testing is negative, carefully document the
rationale of therapy and its effectiveness. When a diagnosis is undetermined, despite the
complaint of severe pain, consider consultation for further analysis. The medical record will need
to document sufficient and appropriate H&P and diagnostic testing to support the diagnosis
necessitating the use of controlled substances.

Create a treatment plan, which includes the use of appropriate non-controlled drugs, and consider
referrals to appropriate specialists, such as neurologists, orthopedists, pain management specialists,
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addictionologists, psychiatrists, etc. The result of the referral should be included in the patient’s
chart. The written treatment plan should state objectives that will be used to determine treatment
success, such as pain relief and improved physical and psychosocial function, and should indicate
if any further diagnostic evaluations or other treatments are planned.

[STEP THREE]

[

Before beginning a regimen of controlled drugs, make a determination through trial or through a
documented history and physical that non-controlled drugs are not appropriate or effective for the
patient’s condition. The above does NOT apply to acutely painful conditions such as an acute
injury or surgery, nor does it apply to the management of pain in cancer or hospice patients. It may
also not apply for patients who have a contraindication to, or are at high risk of experiencing side
effects from non-steroidal anti-inflammatory drugs such as the elderly.

Although non-controlled drugs (e.g., aspirin, acetaminophen, NSAIDS) often are adequate to treat
painful conditions of mild severity, the Board recognizes that controlled substances including
opioid analgesics may be essential in the treatment of acute pain due to trauma or surgery and
chronic pain, whether due to cancer or non-cancer origins. This does not mean that opioids and
other controlled substances cannot be used as a first-line therapy, but it is important to document
the rationale when used as such.

STEP FOUR

Review the patient’s prescription records 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 medication allergies, and discuss chemical use and family chemical
history with the patient and obtain old records which may include pharmacy records.

|STEP FIVE|

The physician should discuss the risks and benefits of the use of controlled substances with the
patient, persons designated by the patient, or with the patient’s surrogate or guardian if the patient
does not have decision making capacity. The physician must remain in compliance with HIPAA
regulations. 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
dependence-causing or potentially addictive substance, it may be wise to hold a family conference
and explain differences between physical dependence, tolerance and addiction.

|STEP SIX|
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Maintain regular monitoring of the patient, including frequent physical monitoring. If the regimen
is for prolonged need for the drug use it is very important to monitor the patient for the underlying
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 to what schedule it belongs. It is very
important to monitor the patient for the underlying condition which necessitates the use of
controlled substances. It is also important to monitor the patient for side effects that may occur
with the use of the selected controlled substance(s).

[STEP SEVEN]

The physician must keep detailed records of the type, dosage and amount of the drug prescribed.
Prescribing physicians should also monitor and personally control all refills. One good way to
accomplish this is to require the patient to return to obtain refill authorization, at least part of the
time. Records of the cumulative dosage and average daily dosage are especially valuable. The
patient should receive prescriptions from one physician and one pharmacy whenever possible. If
the patient is at high risk for medication abuse or has a history of substance abuse, the physician
should consider the use of a written agreement between physician and patient outlining patient
responsibilities and checking on whether the patient is obtaining drugs from other physicians.
Checking with pharmacies may indicate a patient is obtaining additional drugs or is doctor
shopping. Itis 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 these situations occurring, contact your local police or the Georgia Drug
and Narcotics Agency.

[STEP EIGHT]

With the patient’s permission, the patient’s family may be a valuable source of information on the
patient’s response to the therapy regimen and the patient’s functional status, and may provide more
accurate and objective feedback than the patient alone.

Family may be a much better source of information on behavioral 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 discontinued. These changes, at the time, may be
symptoms of dependency or addiction. Physicians should recognize that tolerance and physical
dependence are normal consequences of sustained use of opioid analgesics and are not the same as
addiction.

STEP NINE

Maintaining adequate records is extremely important. The physician who carefully manages pain
treatment and maintains detailed records which reflect all the steps involved in the process will be
able to assess and review the treatment course and progress.
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STEP TEN

Document

Document

Document

Keep accurate and complete records to include:

The medical history and physical examination

Diagnostic, therapeutic and laboratory results

Evaluations and consultations

Treatment objectives

Medications (including date, type, dosage and quantity prescribed)
Instructions and agreements, pain contracts (where applicable)

Definitions:

Addiction—Addiction is a primary, chronic, neurobiologic disease, with genetic, psychosocial,
and environmental factors influencing its development and manifestations. It is characterized by
behaviors that include the following: impaired control over drug use, craving, compulsive use, and
continued use despite harm. Physical dependence and tolerance are normal physiological
consequences of extended opioid therapy for pain and are not the same as addiction.

Physical Dependence—Physical dependence is a state of adaptation that is manifested by drug
class specific signs and symptoms that can be produced by abrupt cessation, rapid dose reduction,
decreasing blood level of the drug, and/or administration of an antagonist. Physical dependence, by
itself, does not equate with addiction.

Tolerance—Tolerance is a physiologic state resulting from regular use of a drug in which an
increased dosage is needed to produce a specific effect, or a reduced effect is observed with a
constant dose over time. Tolerance may or may not be evident during opioid treatment and does
not equate with addiction.
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IOWA

lowa Medical Board Regulations

MEDICINE BOARD[653]
CHAPTER 13: STANDARDS OF PRACTICE AND PRINCIPLES OF MEDICAL ETHICS

653-13.2(148,272C) Standards of practice--appropriate pain management.

This rule establishes standards of practice for the management of acute and chronic pain. The board encourages
the use of adjunct therapies such as acupuncture, physical therapy and massage in the treatment of acute and chronic
pain. This rule focuses on prescribing and administering controlled substances to provide relief and eliminate
suffering for patients with acute or chronic pain.

1. This rule is intended to encourage appropriate pain management, including the use of controlled substances
for the treatment of pain, while stressing the need to establish safeguards to minimize the potential for substance
abuse and drug diversion.

2. The goal of pain management is to treat each patient's pain in relation to the patient's overall health, including
physical function and psychological, social and work-related factors. At the end of life, the goals may shift to
palliative care.

3. The board recognizes that pain management, including the use of controlled substances, is an important part
of general medical practice. Unmanaged or inappropriately treated pain impacts patients' quality of life, reduces
patients' ability to be productive members of society, and increases patients' use of health care services.

4. Physicians should not fear board action for treating pain with controlled substances as long as the physicians'
prescribing is consistent with appropriate pain management practices. Dosage alone is not the sole measure of
determining whether a physician has complied with appropriate pain management practices. The board recognizes
the complexity of treating patients with chronic pain or a substance abuse history. Generally, the board is concerned
about a pattern of improper pain management or a single occurrence of willful or gross overtreatment or
undertreatment of pain.

5. The board recognizes that the undertreatment of pain is a serious public health problem that results in
decreases in patients' functional status and quality of life, and that adequate access by patients to proper pain
treatment is an important objective of any pain management policy.

6. Inappropriate pain management may include nontreatment, undertreatment, overtreatment, and the continued
use of ineffective treatments. Inappropriate pain management is a departure from the acceptable standard of practice
in lowa and may be grounds for disciplinary action.

13.2(1) Definitions. For the purposes of this rule, the following terms are defined as follows:

"Acute pain" means the normal, predicted physiological response to a noxious chemical, thermal or mechanical
stimulus and typically is associated with invasive procedures, trauma and disease. Generally, acute pain is self-
limited, lasting no more than a few weeks following the initial stimulus.

"Addiction" means a primary, chronic, neurobiologic disease, with genetic, psychosocial, and environmental
factors influencing its development and manifestations. It is characterized by behaviors that include the following:
impaired control over drug use, craving, compulsive use, and continued use despite harm. Physical dependence and
tolerance are normal physiological consequences of extended opioid therapy for pain and are not the same as
addiction.

"Chronic pain” means persistent or episodic pain of a duration or intensity that adversely affects the functioning
or well-being of a patient when (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. If pain persists beyond the anticipated healing period of a few weeks,
patients should be thoroughly evaluated for the presence of chronic pain.

"Pain" means an unpleasant sensory and emotional experience associated with actual or potential tissue damage
or described in terms of such damage. Pain is an individual, multifactorial experience influenced by culture,
previous pain events, beliefs, mood and ability to cope.
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"Physical dependence™ means a state of adaptation that is manifested by drug class-specific signs and symptoms
that can be produced by abrupt cessation, rapid dose reduction, decreasing blood level of the drug, or administration
of an antagonist. Physical dependence, by itself, does not equate with addiction.

"Pseudoaddiction” means an iatrogenic syndrome resulting from the misinterpretation of relief-seeking
behaviors as though they are drug-seeking behaviors that are commonly seen with addiction. The relief-seeking
behaviors resolve upon institution of effective analgesic therapy.

"Substance abuse" means the use of a drug, including alcohol, by the patient in an inappropriate manner that
may cause harm to the patient or others, or the use of a drug for an indication other than that intended by the
prescribing clinician. An abuser may or may not be physically dependent on or addicted to the drug.

"Tolerance" means a physiological state resulting from regular use of a drug in which an increased dosage is
needed to produce a specific effect, or a reduced effect is observed with a constant dose over time. Tolerance may or
may not be evident during opioid treatment and does not equate with addiction.

"Undertreatment of pain" means the failure to properly assess, treat and manage pain or the failure to
appropriately document a sound rationale for not treating pain.

13.2(2) Laws and regulations governing controlled substances. Nothing in this rule relieves a physician from
fully complying with applicable federal and state laws and regulations governing controlled substances.

13.2(3) Undertreatment of pain. The undertreatment of pain is a departure from the acceptable standard of
practice in lowa. Undertreatment may include a failure to recognize symptoms and signs of pain, a failure to treat
pain within a reasonable amount of time, a failure to allow interventions, e.g., analgesia, to become effective before
invasive steps are taken, a failure to address pain needs in patients with reduced cognitive status, a failure to use
controlled substances for terminal pain due to the physician's concern with addicting the patient, or a failure to use
an adequate level of pain management.

13.2(4) Assessment and treatment of acute pain. Appropriate assessment of the etiology of the pain is essential
to the appropriate treatment of acute pain. Acute pain is not a diagnosis; it is a symptom. Prescribing controlled
substances for the treatment of acute pain should be based on clearly diagnosed and documented pain. Appropriate
management of acute pain should include an assessment of the mechanism, type and intensity of pain. The patient's
medical record should clearly document a medical history, a pain history, a clinical examination, a medical
diagnosis and a treatment plan.

13.2(5) Effective management of chronic pain. Prescribing controlled substances for the treatment of chronic
pain should only be accomplished within an established physician-patient relationship and should be based on
clearly diagnosed and documented unrelieved pain. To ensure that chronic pain is properly assessed and treated, a
physician who prescribes or administers controlled substances to a patient for the treatment of chronic pain shall
exercise sound clinical judgment and establish an effective pain management plan in accordance with the following:

a. Patient evaluation. A patient evaluation that includes a physical examination and a comprehensive medical
history shall be conducted prior to the initiation of treatment. The evaluation shall also include an assessment of the
pain, physical and psychological function, diagnostic studies, previous interventions, including medication history,
substance abuse history and any underlying or coexisting conditions. Consultation/referral to a physician with
expertise in pain medicine, addiction medicine or substance abuse counseling or a physician who specializes in the
treatment of the area, system, or organ perceived to be the source of the pain may be warranted depending upon the
expertise of the physician and the complexity of the presenting patient. 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 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 other treatment modalities and rehabilitation programs utilized. The
patient's short- and long-term needs for pain relief shall be considered when drug therapy is prescribed. The patient's
ability to request pain relief as well as the patient setting shall be considered. For example, nursing home patients are
unlikely to have their pain control needs assessed on a regular basis, making prn (on an as-needed basis) drugs less
effective than drug therapy prescribed for routine administration that can be supplemented if pain is found to be
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worse. The patient should receive prescriptions for controlled substances from a single physician and a single
pharmacy whenever possible.

c. Informed consent. The physician shall document discussion of 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. The physician should adjust drug therapy to the individual needs of each patient. Modification
or continuation of drug 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 appropriateness of continuing drug
therapy and the use of other treatment modalities if periodic reviews indicate that the objectives of the treatment
plan are not being met or that there is evidence of diversion or a pattern of substance abuse. Long-term opioid
treatment is associated with the development of tolerance to its analgesic effects. There is also evidence that opioid
treatment may paradoxically induce abnormal pain sensitivity, including hyperalgesia and allodynia. Thus,
increasing opioid doses may not improve pain control and function.

e. Consultation/referral. A specialty consultation may be considered at any time if there is evidence of
significant adverse effects or lack of response to the medication. Pain, physical medicine, rehabilitation, general
surgery, orthopedics, anesthesiology, psychiatry, neurology, rheumatology, oncology, addiction medicine, or other
consultation may be appropriate. The physician should also consider consultation with, or referral to, a physician
with expertise in addiction medicine or substance abuse counseling, if there is evidence of diversion or a pattern of
substance abuse. The board encourages a multidisciplinary approach to chronic pain management, including the use
of adjunct therapies such as acupuncture, physical therapy and massage.

f. Documentation. The physician shall keep accurate, timely, and complete records that detail compliance with
this subrule, including patient evaluation, diagnostic studies, treatment modalities, treatment plan, informed consent,
periodic review, consultation, and any other relevant information about the patient's condition and treatment.

g. Pain management agreements. A physician who treats patients for chronic pain with controlled substances
shall consider using a pain management agreement with each patient being treated that specifies the rules for
medication use and the consequences for misuse. In determining whether to use a pain management agreement, a
physician shall evaluate each patient, taking into account the risks to the patient and the potential benefits of long-
term treatment with controlled substances. A physician who prescribes controlled substances to a patient for more
than 90 days for treatment of chronic pain shall utilize a pain management agreement if the physician has reason to
believe a patient is at risk of drug abuse or diversion. If a physician prescribes controlled substances to a patient for
more than 90 days for treatment of chronic pain and chooses not to use a pain management agreement, then the
physician shall document in the patient's medical records the reason(s) why a pain management agreement was not
used. Use of pain management agreements is not necessary for hospice or nursing home patients. A sample pain
management agreement and prescription drug risk assessment tools may be found on the board's Web site at
www.medicalboard.iowa.gov.

h. Substance abuse history or comorbid psychiatric disorder. A patient's prior history of substance abuse does
not necessarily contraindicate appropriate pain management. However, treatment of patients with a history of
substance abuse or with a comorbid psychiatric disorder may require extra care and communication with the patient,
monitoring, documentation, and consultation with or referral to an expert in the management of such patients. The
board strongly encourages a multidisciplinary approach for pain management of such patients that incorporates the
expertise of other health care professionals.

i. Drug testing. A physician who prescribes controlled substances to a patient for more than 90 days for the
treatment of chronic pain shall consider utilizing drug testing to ensure that the patient is receiving appropriate
therapeutic levels of prescribed medications or if the physician has reason to believe that the patient is at risk of drug
abuse or diversion.

j- Termination of care. The physician shall consider termination of patient care if there is evidence of
noncompliance with the rules for medication use, drug diversion, or a repeated pattern of substance abuse.

13.2(6) Pain management for terminal illness. The provisions of this subrule apply to patients who are at the
stage in the progression of cancer or other terminal illness when the goal of pain management is comfort care. When
the goal of treatment shifts to comfort care rather than cure of the underlying condition, the board recognizes that the
dosage level of opiates or controlled substances to control pain may exceed dosages recommended for chronic pain
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and may come at the expense of patient function. The determination of such pain management should involve the
patient, if possible, and others the patient has designated for assisting in end-of-life care.

13.2(7) Prescription monitoring program. The lowa board of pharmacy has established a prescription
monitoring program pursuant to lowa Code sections 124.551 to 124.558 to assist prescribers and pharmacists in
monitoring the prescription of controlled substances to patients. The board recommends that physicians utilize the
prescription monitoring program when prescribing controlled substances to patients if the physician has reason to
believe that a patient is at risk of drug abuse or diversion. A link to the prescription monitoring program may be
found at the board's Web site at www.medicalboard.iowa.gov.

13.2(8) Pain management resources. The board strongly recommends that physicians consult the following
resources regarding the proper treatment of chronic pain. This list is provided for the convenience of licensees, and
the publications included are not intended to be incorporated in the rule by reference.

a. American Academy of Hospice and Palliative Medicine or AAHPM is the American Medical Association-
recognized specialty society of physicians who practice in hospice and palliative medicine in the United States. The
mission of the AAHPM is to enhance the treatment of pain at the end of life.

b. American Academy of Pain Medicine or AAPM is 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 is 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, treatment and professional practice.

d. DEA Policy Statement: Dispensing Controlled Substances for the Treatment of Pain. On August 28, 20086,
the Drug Enforcement Agency (DEA) issued a policy statement establishing guidelines for practitioners who
dispense controlled substances for the treatment of pain. This policy statement may be helpful to practitioners who
treat pain with controlled substances.

e. Interagency Guideline on Opioid Dosing for Chronic Non-cancer Pain. In March 2007, the Washington State
Agency Medical Directors' Group published an educational pilot to improve care and safety of patients with chronic,
noncancer pain who are treated with opioids. The guidelines include opioid dosing recommendations.

f. Responsible Opioid Prescribing: A Physician's Guide. In 2007, in collaboration with author Scott Fishman,
M.D., the Federation of State Medical Boards' (FSMB) Research and Education Foundation published a book on
responsible opioid prescribing based on the FSMB Model Policy for the Use of Controlled Substances for the
Treatment of Pain.

g. World Health Organization: Pain Relief Ladder. Cancer pain relief and palliative care. Technical report series
804. Geneva: World Health Organization.
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Chapter 21: USE OF CONTROLLED SUBSTANCES FOR TREATMENT OF PAIN

Summary: Chapter 21 is a joint rule of the Board of Osteopathic Licensure, the Board of Licensure in
Medicine, the Board of Dental Examiners, the Board of Nursing and the Board of Podiatric Medicine to
ensure adequate relief of pain to the citizens of Maine.

Rule Index

Section I: Definitions

Section II: Joint Statement on the Treatment of Pain
Section I1I: Principles of Proper Pain Management
Section 1V: Controlled Substances Contract

Section |: Definitions. As used by the Boards when evaluating practice and prescribing issues, the

following terms are defined as follows:

1. Acute pain — Acute pain is the normal, predicted physiological response to a hoxious
chemical, thermal or mechanical stimulus and typically is associated with invasive procedures,
trauma and disease. It is generally time-limited.

2. Addiction — Addiction is a primary, chronic, neurobiologic disease, with genetic, psychosocial
and environmental factors influencing its development and manifestations. It is characterized by
behaviors that include the following: impaired control over drug use, craving, compulsive use and
continued use despite harm. Physical dependence and tolerance are normal physiological
consequences of extended opioid therapy for pain and are not the same as addiction.

3. Chronic Pain — Chronic pain is a state in which pain persists beyond the usual course of an
acute disease or healing of an injury that may or may not be associated with an acute or chronic
pathologic process that causes continuous or intermittent pain over months or years.

4. Clinician — An allopathic (MD) or osteopathic (DO) physician, physician assistant (PA), nurse
practitioner (NP) or certified nurse midwife (CNM), dentist (DMD or DDS), or podiatrist (DPM).

5. Pain — An unpleasant sensory and emotional experience associated with actual or potential
tissue damage or described in terms of such damage.

6. Physical Dependence — Physical dependence is a state of adaptation manifested by drug class-
specific signs and symptoms that can be produced by abrupt cessation, rapid dose reduction,
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decreasing blood level of the drug, and/or administration of an antagonist. Physical dependence,
by itself, does not equate with addiction.

7. Pseudoaddiction — the iatrogenic syndrome (medically caused) resulting from the
misinterpretation of relief seeking behaviors as though they are drug-seeking behaviors that are
commonly seen with addiction. The relief seeking behaviors resolve upon institution of effective
analgesic therapy.

8. Substance Abuse — Substance abuse is the use of any substance(s) for non-therapeutic
purposes of medication for purposes other than those for which it is prescribed.

9. Tolerance — Tolerance is a physiologic state resulting from regular use of a drug in which an
increased dosage is needed to produce a specific effect or a reduced effect is observed with a
constant dose over time. Tolerance may or may not be evident during opioid treatment and does
not equate with addiction.

Section Il: Joint Statement on the Treatment of Pain.

The Boards recognize that principles of quality medical, dental and advanced nursing practice dictate that
the people of the State of Maine have access to appropriate and effective pain relief. The appropriate
application of up-to-date knowledge and treatment modalities can serve to improve the quality of life for
those patients who suffer from pain as well as to reduce the morbidity and costs associated with untreated
or inappropriately treated pain. For the purposes of this rule, the inappropriate treatment of pain includes
nontreatment, undertreatment, overtreatment and the continued use of ineffective treatments.

The diagnosis and treatment of pain is integral to the practice of medicine, dentistry and advanced
nursing. The Boards encourage clinicians to view pain management as a part of quality medical practice
for all patients with pain, acute or chronic, and it is especially urgent for patients who experience pain as a
result of terminal illness. All clinicians should become knowledgeable about assessing patients’ pain and
effective methods of pain treatment, as well as statutory requirements for prescribing controlled
substances. Accordingly, this rule has been developed to clarify the Boards’ position on pain control,
particularly as related to the use of controlled substances, to alleviate clinician uncertainty and to
encourage better pain management.

Inappropriate pain treatment may result from clinicians’ lack of knowledge about pain management. Fears
of investigation or sanction by federal, state and local agencies may also result in inappropriate treatment
of pain. Appropriate pain management is the treating clinician’s responsibility. As such, the Boards will
consider the inappropriate treatment of pain to be a departure from standards of practice and will
investigate such allegations, recognizing that some types of pain cannot be completely relieved, and
taking into account whether the treatment is appropriate for the diagnosis.

The Boards recognize controlled substances, including opioid analgesics, may be essential in the
treatment of acute pain due to trauma or surgery and chronic pain, whether due to cancer or non-cancer
origins. The Boards will refer to current clinical practice guidelines and expert review in approaching
cases involving management of pain. The management of pain should consider current clinical knowledge
and scientific research and the use of pharmacologic and non-pharmacologic modalities according to the
judgment of the clinician. Pain should be assessed and treated promptly and the quantity and frequency of
doses should be adjusted according to the intensity, duration of the pain and treatment outcomes.
Clinicians should recognize that tolerance and physical dependence are normal consequences of sustained
use of opioid analgesics and are not the same as addiction.
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The Boards are obligated under the laws of the State of Maine to protect the public health and safety. The
Boards recognize that the use of opioid analgesics for other than legitimate medical purposes poses a
threat to the individual and society and that the inappropriate prescribing of controlled substances,
including opioid analgesics, may lead to drug diversion and abuse by individuals who seek them for other
than legitimate medical use. Accordingly, the Boards expect that clinicians will incorporate safeguards
into their practices to minimize the potential for the abuse and diversion of controlled substances.

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

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

Allegations of inappropriate pain management will be evaluated on an individual basis. The Boards will
not take disciplinary action against a clinician for deviating from this rule when contemporaneous medical
records document reasonable cause for deviation. The clinician’s conduct will be evaluated to a great
extent by the outcome of pain treatment, recognizing that some types of pain cannot be completely
relieved, and by taking into account whether the drug used is appropriate for the diagnosis, as well as
improvement in patient functioning and/or quality of life.

Section IlI: Principles of Proper Pain Management

The Boards have adopted the following criteria when evaluating the clinician’s treatment of pain
including the use of controlled substances. Each of these principles is essential in the treatment of
patients with pain.

1. Evaluation of the Patient — A medical history and appropriate physical examination must be
obtained, evaluated and documented in the medical record. The medical record should document the
nature and intensity of the pain, current and past treatments for pain, underlying or coexisting diseases or
conditions, the effect of the pain on physical and psychological function and history of substance abuse. It
is recommended that the State’s Controlled Substance Prescription Monitoring Program Database (PMP)
be utilized. The medical record also should document the presence of one or more recognized medical
indications for the use of a controlled substance.

2. Treatment Plan — The written treatment plan should state objectives that will be used to
determine treatment success, such as pain relief and improved physical and psychosocial function, and
should indicate if any further diagnostic evaluations or other treatments are planned. After treatment
begins, the clinician should adjust drug therapy to the individual medical needs of each patient. Other
treatment modalities or a rehabilitation program may be necessary depending on the etiology of the pain
and the extent to which the pain is associated with physical and psychosocial impairment.
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3. Informed Consent and Agreement for Treatment — The clinician should discuss the risks and
benefits of the use of controlled substances with the patient, persons designated by the patient or with the
patient’s surrogate or guardian if the patient is without medical decision-making capacity. The patient
should receive prescriptions from one clinician and one pharmacy whenever possible. If the patient is at
high risk for medication abuse or has a history of substance abuse or substance dependence, the clinician
should use a written agreement between clinician and patient outlining patient responsibilities, including:

a. urine/serum medication levels screening when requested,;

b. pill count when requested,

c. number and frequency of all prescription refills; and

d. reasons for which drug therapy may be discontinued (e.g., violation of agreement).

4. Periodic Review of Treatment Efficacy — The clinician should periodically review the course
of pain treatment and any new information about the etiology of the pain or the patient’s state of health.
Continuation or modification of controlled substances for pain management therapy depends on the
clinician’s evaluation of progress toward treatment objectives. Satisfactory response to treatment may be
indicated by the patient’s decreased pain, increased level of function or improved quality of life.
Obijective evidence of improved or diminished function should be monitored and information from family
members or other caregivers should be considered in determining the patient’s response to treatment. If
the patient’s progress is unsatisfactory, the clinician should assess the appropriateness of continued use of
the current treatment plan and consider the use of other therapeutic modalities. Likewise, the clinician
should periodically review the course of treatment where psychoactive drugs are used for the treatment of
components of chronic pain, e.g., emotional, psychological, or psychosocial stressors, and assess the
appropriateness of continued use of the current treatment plan if the patient’s progress is unsatisfactory.

5. Consultation or Referral — The clinician should consult or refer, as necessary, for additional
evaluation and treatment in order to achieve treatment objectives. Special attention should be given to
those patients with pain who are at risk for medication misuse, abuse or diversion. Chronic pain often has,
as a component, emotional, psychological, or psychosocial stress. In these situations, a number of
patients may benefit from psychoactive medications, as well as controlled substances for pain control.
The combination of opiates with psychoactive medications, e.g., benzodiazepines, may place the patient
at greater risk. The risk may be associated with drug interaction, potentiation, or abuse. In these
situations, consultation with or referral to an expert in the management of such patients may be required.
6. Medical Records — The clinician should keep accurate and complete records to include:

a. the medical history and appropriate physical examination;

b. diagnostic, therapeutic and laboratory results;

c. evaluations and consultations;

d. treatment objectives;

e. discussion of risks and benefits;

f. informed consent;
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g. treatments;
h. medications (including date, type, dosage and quantity prescribed);
i. instructions and agreements; and
J. periodic reviews.
Records should remain current and be maintained in an accessible manner, readily available for review.

7. Reportable Acts — Generally, information gained as part of the clinician/patient relationship
remains confidential. However, the clinician has an obligation to deal with persons who use the clinician
to perpetrate illegal acts, such as illegal acquisition or selling of drugs; this may include reporting to law
enforcement. Information suggesting inappropriate or drug-seeking behavior, should be addressed
appropriately and documented. Use of the PMP is recommended.

8. Compliance With Controlled Substances Laws and Regulations — To prescribe, dispense or
administer controlled substances, the clinician must be licensed or otherwise authorized and comply with
applicable federal and state regulations. Clinicians are referred to the Physicians Manual of the U.S. Drug
Enforcement Administration and any relevant documents issued by the appropriate board or agency for
specific rules governing controlled substances as well as applicable state regulations.

Section IV: Controlled Substances Contract.

Suggested elements of a controlled substance contract are as follows:
1. Specifies that the clinician is the single source of controlled substances;
2. May specify the pharmacy;

3. Provides written, informed consent to release contract to local emergency departments and
pharmacies;

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

5. Specifies that if the clinician becomes concerned that there has been illegal activity, the
clinician may notify the proper authorities;

6. Provides that if the clinician has obtained a written release, ER personnel and other providers
shall report violations of the contract back to the doctor who prescribed the controlled
substance(s);

7. Specifies that a violation of the contract will result in a tapering and discontinuation of the
narcotics prescription;

8. Specifies that a risk of chronic narcotics treatment is physical dependence (as defined);
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9. Specifies that a risk of chronic narcotics treatment is addiction (as defined);

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

11. If the patient violates the terms of the contract, the violation should be documented. The
clinician response to the violation should be documented, as well as the rationale of and changes
in the treatment plan;

12 Clinician may consider “fill only at pharmacy” on the prescription form;

13. Specifies use of urine/serum medications levels screening when appropriate; and

14. Specifies use of a pill count when appropriate.

STATUTORY AUTHORITY:
- R. 2009, c. 56
- 32 MRSA 81072 and 1073(2) (Board of Dental Examiners)
- 32 MRSA 8§82102(2-A) and 2153-A(1) (State Board of Nursing)
- 32 MRSA §2562 (Board of Osteopathic Licensure)
- 32 MRSA 83269(3), (7) (Board of Licensure in Medicine)
- 32 MRSA 83605-B (Board of Licensure of Podiatric Medicine)

EFFECTIVE DATE: JUNE 13, 2010
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COMMONWEALTH OF MASSACHUSETTS
BOARD OF REGISTRATION IN MEDICINE

“Prescribing Practices Policy and Guidelines™ (Prescribing Policy) was
first adopted on August 1, 1989 as Board Policy 89-01. The Policy was
amended on November 17, 2010. The November 17, 2010 amendment
superseded all previous versions of this Prescribing Policy.

“Prescribing Practices Policy and Guidelines™ is amended on October
8, 2015. This amendment supersedes all previous versions. “Prescribing
Practices Policy and Guidelines™ is hereby renumbered as Board Policy
15-05.

The Board is not responsible for any third party content which can be
accessed through the Prescribing Practices Policy and Guidelines. The
Prescribing Policy provides links to other sites without endorsement.

While the Board strives to keep this Prescribing Policy current, that is
not always possible. In the event of any discrepancies between third
party content and the Board’s statutes, regulations or policies, the
Board statutes, regulations or policies control.

Commonwealth of Massachusetts
Board of Registration in Medicine
200 Harvard Mill Square, Suite 330
Wakefield, MA 01880
TEL: (781) 876-8200
WEB: www.mass.gov/massmedboard
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INTRODUCTION

The Massachusetts Board of Registration in Medicine has prepared these “Prescribing
Practices Policy and Guidelines” to provide physicians with greater understanding of their
responsibilities and the standards the Board applies in reviewing their prescribing practices. The
Board believes that, by providing a comprehensive overview of the physician’s responsibilities
related to prescribing, this publication will help further its overall mission to foster the delivery
of competent, high quality health care in Massachusetts. The Board also believes that this
information will help physicians maintain a high level of quality in their prescribing practices.

Scientific and legal developments in the area of prescribing occur frequently. It is the
obligation of the physician to stay abreast of this rapidly-changing subject matter. The Board
encourages all physicians who prescribe to educate themselves on the drugs they prescribe, and
to continuously reevaluate prescribing practices in the light of clinical outcomes.

This publication is available on the Board’s website at www.mass.gov/massmedboard.

Physicians should check the website regularly. In addition to this publication, the Board has
issued other policies and guidelines that are available on the Board’s website. Policies related to
prescribing are attached to this publication as Appendices.

2015 UPDATE

In 2015, Governor Charles Baker announced that Massachusetts was in the midst of an
opioid epidemic. According to the Massachusetts Department of Public Health, there were over
1,000 estimated unintentional opioid-related deaths in 2014. There were 312 opioid-related
deaths in the first three months of 2015. In February 2015, Governor Baker convened an Opioid

Working Group, an 18-member statewide, expert panel.
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On June 22, 2015, Governor Charles Baker announced the findings of his Opioid
Working Group. The task force issued 65 recommendations to address the opioid epidemic in
Massachusetts.) These recommendations include plans to establish 100 new addiction-treatment
beds within one year. The task force called for access to evidence-based medication-assisted
therapy and for greater availability of medication that can treat opioid overdose. See

http://www.mass.gov/eohhs/gov/departments/dph/stop-addiction/recommendations-from-the-

governors-opioid-addiction-working-group.html

One key element of the Governor’s plan is public education — for parents, about the
hazards of prescription painkillers in the home, for students, on the dangers of opioids, and for
health care professionals. Education is seen as the way to change the stigma against substance
use disorder and to redefine addiction as a public health issue. Primary care practitioners are
called upon to screen for and treat addiction as they would any other medical condition, in order
to expedite interventions and treatment referrals.

Also in 2015, the Massachusetts Medical Society issued opioid prescribing guidelines for
physicians. These guidelines are included in this Policy in Part 1, Section 5.

EXECUTIVE SUMMARY

This Executive Summary is a short review of the material contained in the Guidelines.
Please refer to each individual section for more comprehensive information.
Part | - Boundaries of Acceptable Medical Practice
Part | of this publication provides guidance on the legal standards and boundaries
applicable to prescribing in medical practices.

Section 1: Basic Requirements of Acceptable Medical Practice
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To be valid, a prescription must be issued for a legitimate medical purpose, by a
practitioner in the usual course of his or her professional practice. As with every aspect of
medical care, a physician’s prescription practices should be guided by medical knowledge, best-
practices, professional guidelines and consensus standards. The Board encourages physicians to
understand their roles and responsibilities in preventing medication errors.

Section 2: Prescribing to Immediate Family Members

Board regulations prohibit physicians, except in an emergency, from prescribing
Schedule 11 controlled substances to a member of their immediate family.

Section 3: Prescribing to Self

Physicians are prohibited from prescribing controlled substances in Schedules 11 through
IV for their own use.

Section 4: Internet Prescribing

To be valid, a prescription must be issued in the usual course of the physician’s
professional practice, and within a physician-patient relationship that is for the purpose of
maintaining the patient’s well-being. In addition, the physician must conform to certain minimum
standards of patient care, such as taking an adequate medical history, doing a physical and/or mental
status examination and documenting the findings. This rule applies to any prescription, issued by any
means, including the Internet or other electronic process. Prescribing that does not meet these
requirements is unlawful.

Section 5: Prescribing for the Treatment of Chronic Pain

Chronic pain is a major public health problem. At the same time, however, opioid misuse
and overdoses have also become very serious public health problems. Physicians must be aware
of the legitimate medical uses of controlled substances for the treatment of pain, while
safeguarding against opioid misuse and diversion. The MMS Opioid Therapy and Physician

iii
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Communication Guidelines are included as a useful tool for physicians, especially primary care
physicians.

Section 6: Treating Drug-Dependent Persons

Treating patients for drug dependency usually requires specialized knowledge beyond
the substance abuse training that is received in medical school. Physicians should not undertake
to treat patients for addiction unless they have sufficient training to do so. Where the treating
physician lacks specialized knowledge, patients should be referred to an addiction medicine
specialist or to another qualified physician.

Physicians who use drugs to treat drug dependency are subject to special requirements
under Massachusetts and federal laws. Physicians interested in operating an opioid treatment
program to provide Schedule Il controlled substances for the treatment of opioid (narcotic)
addiction should review Part I, Section 1, “Special Authorizations Required to Treat Addiction,”
and Part 11, Section 7, “Medication-Assisted Treatment of Opioid Addiction.”

Physicians who are not specially registered with the DEA are permitted to administer
buprenorphine or methadone to a person for the purpose of relieving acute withdrawal symptoms
when necessary while arrangements are being made for referral for treatment. However, in such
cases, not more than one day’s medication may be administered at a time and such treatment
may not continue for more than three days.

Section 7: Medication-Assisted Treatment of Opioid Addiction

Before any physician can treat opioid addicted patients in an office-based setting, the
physician must apply for a waiver. See Part I, Section 1, “Special Authorizations Required to

Treat Addiction.” Once a physician has received that waiver, the Board expects that the
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physician will work within the boundaries of accepted professional practice for medication-
assisted treatment of opioid addiction.

Section 8: Enhancing Patient Adherence

This section discusses means for enhancing patient adherence to their prescription
medicine regimens. To help prevent the potential misuse of medications, physicians should talk
with their patients about safely storing and disposing of prescription medications.

Section 9: The Importance of Continuing Professional Development

Some physicians may inadvertently engage in improper and uninformed prescribing
practices because they have not kept abreast of new developments in pharmacology and drug
therapy. The Board urges all physicians to keep up-to-date on current information that affects the
proper prescribing of controlled substances by taking Continuing Professional Development
(CPD) courses. Pursuant to M.G.L. c. 94C, § 19(6)(e), the Board requires active licensees who
prescribe controlled substances to complete three (3) credits in opioid education and pain
management training on a biennial basis as a prerequisite to licensure, renewal or revival of a
license.

Part Il — Technical Requirements

Part 11 of this publication summarizes the practical and technical requirements related to

prescribing in Massachusetts.

Section 1: Reqistration

Prior to prescribing any controlled substance in Massachusetts, physicians should:
e Have an active Massachusetts license to practice medicine; and

e Register with the United States Drug Enforcement Agency (DEA) to prescribe
substances in Schedules 11-V; and

138



e Obtain a Massachusetts Controlled Substance Registration (MCSR) number to
prescribe substances in Schedules 11-V1.!

The Board expects physicians to be aware of and comply with the registration
requirements of both the DEA and the DPH. These requirements are summarized in Part I,
Section 1 of these Guidelines.

Special authorization from the DEA is necessary to be considered a narcotic treatment
program. Physicians who wish to run a narcotic treatment program must:

e Be separately registered with the DEA as a narcotic treatment program;

e Comply with all DEA regulations regarding drug addiction treatment;

e Be licensed by the Massachusetts DPH as a substance abuse treatment program;
and

e Obtain a DEA waiver to treat opioid addiction outside a treatment program, if the
physician wants to prescribe in the office setting.

Section 2: Drug Schedules

In Massachusetts, all prescription medications are “controlled substances.” This section
describes each of the six schedules, and lists examples of the drugs in each Schedule.

Section 3: Prescriptions

This section sets out the requirements for issuing prescriptions, including verbal, faxed,
and electronic prescriptions. It discusses the elements of a written prescription.

Section 4: Dispensing

This section sets out the requirements for dispensing controlled substances.

Section 5: The Prescription Monitoring Program.

The Prescription Monitoring Program (PMP) is a repository for a patient’s prescription

history for Schedule I1-V prescriptions. The PMP is administered by the Department of Public

L All physicians registered with the MCSR are automatically enrolled in the Massachusetts Prescription Monitoring
Program, see Section 5, infra.
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Health. All Massachusetts pharmacies and out-of-state pharmacies delivering to people in
Massachusetts provide prescription data to the PMP.

Section 6: The Medical Marijuana Law

Effective January 1, 2013, Massachusetts voters passed a Medical Marijuana law through
the initiative petition process. The law allows physicians to advise a qualifying patient about the
risks and benefits of the medical use of marijuana. The physician may provide a qualifying
patient with written certification that the medical use of marijuana may benefit that particular
patient. The physician’s written certification must be based on a full assessment of the
qualifying patient’s medical history and condition.

Marijuana is a Schedule | substance under federal law. The Massachusetts law does not
give immunity under federal law or prevent the federal government from enforcing federal law.

Section 7: Supervision of Healthcare Practitioners with Prescriptive Authority

Practitioners with Prescriptive Authority, including Advanced Practice Registered Nurses
(APRN), Physician Assistants (PA) and Pharmacists may issue orders for a controlled substance
in the course of professional practice. All PAs who have prescriptive authority must be in written
guidelines with and supervised by a Massachusetts licensed physician. Some APRNs with
prescriptive authority, i.e., certified nurse practitioners (CNP), psychiatric clinical nurse
specialists (PCNS) and certified registered nurse anesthetists (CRNA), must be in written
guidelines with a supervising physician. Certified nurse midwives (CNM) must practice within a
healthcare system and be in a clinical relationship with an obstetrician-gynecologist.

Pharmacists may have prescriptive authority under the Collaborative Drug Therapy

Management Act, which permits certain pharmacists and physicians to enter into a collaborative
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practice agreement, under which the pharmacist may then initiate, monitor, modify or
discontinue a patient’s drug therapy.
Additionally, pharmacists with appropriate training may administer vaccines.

Section 8: Gifts Or Inducements From The Pharmaceutical Industry

The Commonwealth takes seriously the potential for impropriety or the appearance of
impropriety which may occur when pharmaceutical companies or medical device manufacturers
give gifts to physicians. This section discusses the AMA’s ethical opinion on gifts from those
industries and reviews the Massachusetts law that prohibits certain gifts to physicians from

pharmaceutical and medical device manufacturing companies.
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PART | - BOUNDARIES OF ACCEPTABLE MEDICAL PRACTICE

1. BASIC REQUIREMENTS OF ACCEPTABLE PRESCRIPTIVE PRACTICE
Valid Prescriptions

To be valid, a prescription must be issued for a legitimate medical purpose, by a
practitioner in the usual course of his or her professional practice.?

Legitimate Medical Purpose

The general standard for whether a prescription is issued for a legitimate medical purpose
is often regarded as a question of whether the physician was acting in good faith in issuing the
prescription.® There are several factors the Board looks at as indicia of the lack of good faith,
including the following:

e Failure to follow at least minimum professional procedure;

e Permitting the patient to name the drug he desires;*

e Expressing concern during a patient encounter as to how and where a prescription
would be filled in a manner that does not indicate a good faith concern for the patient;

e Repeated refills over relatively short periods;°

e General remarks of the physician indicating his or her experience with nontherapeutic
uses of the drug and of drug enforcement actions and procedures;

e Failure to schedule appropriate additional appointments for return visits and other
factors indicating a lack of interest in follow-up care; and

e Conversations and other circumstances that demonstrate that the physician knew that
the drugs were not intended to be used for a therapeutic or medical purpose.®

In the Usual Course of a Practitioner’s Practice

To satisfy the requirement that a prescription be issued by a practitioner in the usual

course of his or her professional practice, there must be a physician-patient relationship that is

2 Mass. Gen.Laws c. 94C, §19(a).

% Commonwealth v. Noble, 230 Mass. 83 (1918); Commonwealth v. Miller, 361 Mass. 644 (1972) and
Commonwealth v. Pike, 430 Mass. 317 (1999).

* The fact that a patient has named the drug he or she is eventually prescribed does not, by itself, make the
prescription of that drug inappropriate.

> The Board realizes that there are situations where repeated refills over short periods may be appropriate. Whether
this indicates bad faith depends on the context in which the refills are given.

® See In the Matter of Arthur E. Baer, M.D., Board of Registration in Medicine, Adjudicatory Case No. 205 (Final
Decision and Order, July 14, 1978).
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for the purpose of maintaining the patient’s well-being and the physician must conform to certain
minimum norms and standards for the care of patients.” A minimum standard of proper medical
practice requires that the physician establish a proper diagnosis and regimen of treatment. At a
minimum, on first encounter with a patient, a physician must take and record an appropriate
medical history and carry out an appropriate physical or mental status exam and record the
results. The paramount importance of a complete medical history and a thorough and accurate
physical examination is well established. The observance of these procedures as a function of the
“usual course of professional practice” is of particular importance when controlled substances
are part of treatment. It is the responsibility of the physician to prescribe drugs with proper
regard for their action and potential dangers. Such procedures not only ensure that the patient
obtains correct treatment but they may also prevent adverse reactions to drugs, which are a
common cause of morbidity or mortality.

The Board recognizes that covering and cross-covering for fellow physicians is part of
the practice of medicine and in such situations it may be appropriate to prescribe drugs to a
patient whom the covering physician has not seen or examined. In these circumstances, the
covering physician is relying on the treating physician's examination and diagnosis, This is
permissible so long as the reliance is reasonable.

Failure to obtain an appropriate medical history and conduct an appropriate examination
may have serious consequences for both the patient and the physician. Careless diagnosis and
careless treatment lead to allegations of misconduct. Physicians who have been disciplined by

the Board for prescription practice violations have written prescriptions for potentially dangerous
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controlled substances without conducting any physical examinations or after conducting only
cursory examinations.®

Beyond documenting appropriate medical histories and physical examinations,
physicians must maintain medical records that are detailed enough in nature that the physician’s
clinical reasoning is discernible from his or her documentation. Treatment plans should be
explicitly recorded. All patient visits and telephone calls relating to treatment should be
documented. Prescriptions should be documented and changes in medications or dosage should
be explained. These are just some of the rudiments of complete medical records.

Expedited Partner Therapy for the Treatment of Chlamydia

In order to combat the risk to the public health of untreated Chlamydia, the
Massachusetts Legislature passed a law permitting the prescribing and dispensing of prescription
medication without a physical examination, in certain limited circumstances. Physicians,
physician assistants, nurse practitioners, and certified nurse midwives who are authorized to
prescribe and dispense prescription drugs, and who diagnose infections due to Chlamydia
trachomatis in individual patients, may prescribe and dispense prescription drugs to a patient’s
sexual partners for the presumptive treatment of Chlamydia infection without an examination of
the patient’s sexual partners.’ Such prescribing practices are referred to as “Expedited Partner
Therapy.” In Massachusetts, Expedited Partner Therapy is permitted only for the treatment of

Chlamydia.*®

& Some specialists, such as psychiatrists in private office settings, are permitted to prescribe drugs for mental
ailments without conducting a physical examination where the general standards of good medical care indicate that a
physical examination is not appropriate. Medical doctors, including psychiatrists, are permitted to treat illnesses
outside their specialized area of practice when they have adequate training and the proper facilities to do so.
However, a psychiatrist in a private office setting who does not have the facilities to conduct a proper physical
examination should not be treating physical illnesses (such as back pain) where a physical examination is required.

% St. 2010, c. 131, § 62, codified at M.G.L. c. 111, §121B (effective July 1, 2010).

19 See Policy No. 2015-03: Guidance for Filling Expedited Partner Therapy Prescriptions, Appendix H.
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M.G.L. c. 111, § 121B applies to physicians’ prescribing practices, and the prescribing
practices of any healthcare practitioner with prescriptive authority whom a physician is
supervising.

Regulations governing Expedited Partner Therapy (EPT) for the treatment of Chlamydia
are located at 105 CMR 700.003(J) and 105 CMR 721.000. The Board recognizes that the
Legislature has authorized Expedited Partner Therapy in order to address a serious public health
concern, but notes that it should not be interpreted as an abandonment of the Board’s long-held
position that the act of prescribing medication must be performed only in the context of a bona
fide provider-patient relationship, and after the physician has taken and recorded an appropriate
medical history and an appropriate physical examination.

General Medical Standards and Preventing Medication Errors

As with every aspect of medical care, a physician’s prescription practices should be
guided by medical knowledge, best-practices, guidelines and consensus standards. Physicians
should involve patients in decisions about treatment and adhere to requirements for informed
consent. Physicians are expected to prescribe only within their scope of practice or expertise.
Physicians must regularly review their prescribing practices and must have a system in place that
enables them to stay up-to-date with drug information.

According to the Centers for Disease Control and Prevention, 48.5% of U.S. citizens
have used at least one prescription drug in the past 30 days.™* Establishing and maintaining a
strong provider—patient partnership is essential to reducing medication errors. In addition,

decreasing errors requires a comprehensive approach that includes participation by physicians,

11 Centers for Disease Control and Prevention, Fast Stats, accessible at: http://www.cdc.gov/nchs/faststats/drug-use-
therapeutic.htm.
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nurses, pharmacists, and others in the health care community.> The Board encourages
physicians to understand their roles and responsibilities in preventing medication errors.

2. PRESCRIBING TO IMMEDIATE FAMILY MEMBERS

Board regulations prohibit physicians, “[e]xcept in an emergency, . . . from prescribing
Schedule Il controlled substances to a member of his immediate family, including a spouse (or
equivalent), parent, child, sibling, parent-in-law, son/daughter-in-law, brother/sister-in-law, step-
parent, step-child, step-sibling, or other relative permanently residing in the same residence as
the licensee.”*?

The American Medical Association (AMA) has issued an ethical opinion on self-
treatment and the treatment of families, and in that opinion states that physicians generally
should not treat members of their immediate families.** The AMA notes that, among the risks
that arise when a physician establishes a physician-patient relationship with an immediate family
member are: professional objectivity may be compromised; the physician may fail to probe
sensitive areas when taking the medical history or may fail to perform intimate parts of the
physical examination; patients may feel uncomfortable disclosing sensitive information or
undergoing an intimate examination when the physician is an immediate family member, and
physicians may be tempted to treat problems that are beyond their expertise or training.

Accordingly, the Board suggests that physicians consider refraining from prescribing all

controlled substances for family members and significant others in non-emergency situations.

Physicians who do choose to prescribe controlled substances for family members must take extra

12 |nstitute of Medicine, Preventing Medication Errors, ed. Aspden, Wolcott, et al, (2006).

13243 Code Mass. Regs 2.07(19).

Y American Medical Assn., Code of Medical Ethics, “Opinion 8.19 — Self-Treatment or Treatment of Immediate
Family Members.” The AMA does recognize that “It would not always be inappropriate to undertake . . . treatment
of immediate family members. In emergency settings or isolated settings where there is no other qualified physician
available, physicians should not hesitate to treat . . . family members until another physician becomes available. In
addition ...there are situations in which routine care is acceptable for short-term, minor problems.”
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precautions to insure that this privilege is not abused. The same documentation and examination
requirements applicable to patients who are not related to the physician apply when the physician
is prescribing controlled substances to the physician’s immediate family members. Physicians
should document examination results, diagnosis and treatment plans carefully and accurately.
3. PRESCRIBING TO SELF

Physicians are prohibited from prescribing controlled substances in Schedules 11 through
IV for their own use.™

Physician self-prescribing presents even deeper concerns than prescribing to family
members. The prescription of drugs to oneself creates an enormous potential for abuse. The
Board has concluded that the potential for misuse of drugs in Schedules Il through IV far
outweighs the relatively minor inconvenience that is caused by requiring physicians to obtain
prescriptions for their own use from other physicians.
4. INTERNET PRESCRIBING

To be valid, a prescription for a controlled substance must be issued for a legitimate
medical purpose by a practitioner acting in the usual course of his professional practice.*® This
standard applies to any prescriptions issued or dispensed via the Internet. The Board has
interpreted M.G.L. c. 94C, §19A in issuing Policy No. 03-06: “Internet Prescribing.”*’ The
policy states that to be valid, a prescription must be issued in the usual course of the physician’s
professional practice and within a physician-patient relationship that is for the purpose of maintaining
the patient’s well-being. In addition, the physician must conform to certain minimum norms and
standards for the care of patients, such as taking an adequate medical history and conducting an

appropriate physical and/or mental status examination and recording the results. “Issuance of a

15243 CMR 2.07(19).
" M.G.L. c. 94C, §19A.
17 See Appendix B.
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prescription, by any means, including the Internet or other electronic process, that does not meet
these requirements is therefore unlawful.”*®

The federal standards for distributing or dispensing controlled substances by means of the
Internet are defined at 21 C.F.R. 1300.04. While pharmacies are permitted to dispense
controlled substances via orders made on the Internet, the original prescriptions must be issued
for a legitimate medical purpose by a physician in the usual course of his or her professional
practice.’

In April 2002, the Federation of State Medical Boards (FSMB) issued “Model Guidelines
for the Appropriate Use of the Internet in Medical Practice,” which states, in part: “Treatment,
including issuing a prescription, based solely on an online questionnaire or consultation does not
constitute an acceptable standard of care.”

In 2003, the AMA adopted a policy on Internet Prescribing.?> This policy calls for
physicians who prescribe medications via the Internet to establish a valid patient-physician
relationship. The AMA cautioned, “A physician prescribing medication across state lines must
possess appropriate licensure in all jurisdictions where patients reside.””* The AMA further
stated, “Physicians who practice medicine via the Internet, including prescribing, should clearly
disclose physician-identifying information on the web site, including (but not necessarily limited
to) name, practice location (address and contact information), and all states in which licensure is

held.”# Both the AMA and FSMB policies caution that physicians using Internet Prescribing

should transmit prescriptions over secured networks.

'8 Mass. Board of Reg. in Medicine, Policy No. 03-06: “Internet Prescribing,” Appendix B.
1921 Code Fed. Reg. § 1300.04(1)(1).
2 AMA Policy H-120.949, Guidance for Physicians on Internet Prescribing.
21
Id.
2 1d.
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In April 2014, the FSMB issued a “Model Policy for the Appropriate Use of
Telemedicine Technologies in the Practice of Medicine,” wherein it addressed again the issue of
Internet prescribing.?® Specifically, the FSMB noted that measures should be employed to
“uphold patient safety in the absence of traditional physical examination” and that the use of
telemedicine to prescribe be *“in accordance with current standards of practice and consequently
carry the same professional accountability as prescriptions delivered during an encounter in
person.” The Board has recognized telemedicine as the “practice of medicine.”?*

5. PRESCRIBING OPIOIDS FOR THE TREATMENT OF CHRONIC PAIN

Chronic pain is a major public health problem in the United States. One estimate is that
30% of the U.S. population suffers from chronic pain.”> Opioid therapy is a common treatment
for chronic pain and its use has been increasing over the past 15 years. Opioid therapy for use in
the treatment of chronic pain differs from opioid therapy used to treat cancer pain or at the end of
life, which are not discussed herein.

It should be emphasized that patients who legitimately take controlled substances for
extreme pain can become tolerant to their medications. Physicians should be aware of the
following criteria for problematic opioid use:

e “The patient displays an overwhelming focus on opiate issues during pain clinic
visits that occupies a significant proportion of the pain clinic visit and impedes
progress with other issues regarding the patient’s pain. This behavior must persist

beyond the third clinic treatment session.

e The patient has a pattern of early refills (3 or more) or escalating drug use in the
absence of an acute change in his or her medical condition.

2 “ESMB Model Policy for the Appropriate Use of Telemedicine Technologies,” accessible at:
http://www.fsmb.org/Media/Default/PDF/FSMB/Advocacy/FSMB_Telemedicine Policy.pdf.

#4243 CMR 2.01(4), (effective 2/1/2012).

% Johannes CB, Le TK, Zhou X. Johnston, JA, Dworkin RH. “The prevalence of chronic pain in United States
adults: results of an Internet-based survey.” The Journal of Pain; 2010; 11:1230-9.

8

149


http://www.fsmb.org/Media/Default/PDF/FSMB/Advocacy/FSMB_Telemedicine_Policy.pdf

e The patient generates multiple telephone calls or visits to the administrative office
to request more opiates, requests early refills, or has problems associated with the
opiate prescription. A patient may qualify with fewer visits if he or she creates a
disturbance with the office staff.

e There is a pattern of prescription problems for a variety of reasons that may
include lost medications, spilled medications or stolen medications.

e The patient has supplemental sources of opiates obtained from multiple providers,
emergency rooms, or illegal sources.”%

In 2013, the Federation of State Medical Boards (FSMB) adopted a “Model Policy on the
Use of Opioid Analgesics in the Treatment of Chronic Pain.”

“There is a significant body of evidence suggesting that many Americans
suffer from chronic pain and much of that pain is inadequately or
ineffectively treated. Since the 2004 [FSMB Pain Policy] revision,
evidence for risk associated with opioids has surged, while evidence for
benefits has remained controversial and insufficient. Over the last decade,
there has been a parallel increase in opioid sales and an increase in
morbidity and mortality associated with these drugs. At the same time,
approximately one in four patients seen in primary care settings suffer
from pain so intense as to interfere with the activities of daily living.” %’

Recent scientific studies have provided new information on opioid use for chronic pain,
and the FSMB has indicated it intends to revise its 2013 Model Policy so that it more closely

align with the latest scientific information.”® When the FSMB finalizes its revisions, the Board

will review the Model Policy and consider whether to adopt it, in whole or in part.?

% These criteria are set out in the AMA Council on Science and Public Health Report 2 (1-08) “Improving Medical
Practice and Patient/Family Education to Reverse the Epidemic of Nonmedical Prescription Drug Use and
Addiction.”

%" Federation of State Medical Boards, “Model Policy on the Use of Opioid Analgesics in the Treatment of Chronic
Pain” (July 2013) is accessible at:

http://www.fsmb.org/Media/Default/PDF/FSMB/Advocacy/pain_policy july2013.pdf.

% Resolution 15-4, FSMB House of Delegates Meeting, Approved April 25, 2015. “Resolved: that the Federation of
State Medical Boards will establish a workgroup ... to review the current science and revise the Model Policy on the
Use of Opioid Analgesics in the Treatment of Chronic Pain.”

# «Guideline for the Use of Controlled Substances for the Treatment of Pain,” was adopted by the Board in
December 2004.
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The Massachusetts Medical Society Guidelines
On May 21, 2015, the Massachusetts Medical Society (MMS) issued Guidelines related
to the prescribing of opioids. (Appendix G.) The MMS issued two sets of Guidelines: Acute Care
Guidelines and Chronic Pain Guidelines.
e The Chronic Pain Guidelines apply to patients who receive opioids for more than 90
days, including transferred patients with opioid histories.
e The MMS Guidelines are intended to have general applicability and are most relevant in
primary care. Physicians should also review existing guidelines for their individual

specialties.
e The Guidelines do not apply to patients with cancer, patients in hospice or palliative care,
and inpatients at a hospital or a nursing home.
6. TREATING DRUG-DEPENDENT PERSONS
The American Society of Addiction Medicine defines “addiction” as follows:

“Addiction is a primary, chronic disease of brain reward,
motivation, memory and related circuitry. Dysfunction in these
circuits leads to characteristic biological, psychological, social and
spiritual manifestations. This is reflected in an individual
pathologically pursuing reward and/or relief by substance use and
other behaviors.

Addiction is characterized by inability to consistently abstain,
impairment in behavioral control, and craving, diminished
recognition of significant problems with one’s behaviors and
interpersonal relationships, and a dysfunctional emotional
response. Like other chronic diseases, addiction often involves
cycles of relapse and remission. Without treatment or engagement
in recovery activities, addiction is progressive and can result in
disability or premature death.”*°

% «Standards of Care: For the Addiction Specialist Physician,” American Society of Addiction Medicine, 2014.
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Treating patients for drug dependency may require specialized knowledge beyond the
substance abuse education that is received in medical school. Physicians should not undertake to
treat patients for addiction unless they have sufficient training to do so. Where the treating
physician lacks specialized knowledge, patients should be referred to addiction medicine
specialists or another qualified physician. The American Society of Addiction Medicine
(ASAM) has published standards of care for treating patients with addiction.** These standards
apply to physicians with addiction specialty certification and to any physician assuming the
responsibility for caring for a patient with addiction.

Physicians who use drugs to treat addiction are subject to special requirements under
Massachusetts and federal laws.** Physicians interested in operating an opioid treatment
program to provide Schedule Il controlled substances for the treatment of opioid addiction
should review Part I, Section 1, “Special Authorizations Required to Treat Addiction,” and Part
Il, Section 7, “ Medication-Assisted Treatment of Opioid Addiction.” To obtain the necessary
applications for waivers and detailed information regarding opioid treatment program
requirements, physicians should contact the DEA and the Massachusetts Drug Control Program.
See Appendix A “Contact Information.”

Physicians who are not specially registered with the DEA are permitted to administer
buprenorphine or methadone to a person for the purpose of relieving acute withdrawal symptoms

when necessary while arrangements are being made for referral for treatment.** However, in

31 ASAM, accessible at http://www.asam.org/docs/default-source/publications/standards-of-care-final-design-
document.pdf

221 C.F.R. § 1306.07(a); M.G.L. c. 111B, §86, 6A, 6B; M.G.L. ¢ 111E § 7; and 105 CMR 164.000

%21 C.F.R. § 1306.07(b).
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such cases, not more than one day’s medication may be administered at a time and such
treatment may not continue for more than three days.*

Physicians may be approached by patients for the specific purpose of securing drugs to
support their addiction. Drug dependent persons seeking controlled substances can be any age
and often do not look “suspicious.” Physicians should beware of transient patients, extremely
persuasive patients, and patients who show little interest in the diagnosis and resist attempts to
verify their medical history. These are common behaviors among deceptive patients. Physicians
who feel that they have been threatened into writing a prescription should immediately notify the
police once the patient has left the office.

7. MEDICATION-ASSISTED TREATMENT OF OPIOID ADDICTION IN THE
MEDICAL OFFICE
A. Buprenorphine-containing Products

Before any physician can prescribe buprenorphine for the medication-assisted treatment
of opioid addiction, the physician must apply for a waiver from the U.S. Department of Health
and Human Services, Substance Abuse and Mental Health Services Administration (SAMHSA).
SAMHSA will notify the DEA if the waiver is granted and the DEA will issue an Identification
Number. The Identification Number must appear on all prescriptions for buprenorphine. See
infra Part I, Section 1, “Special Authorizations Required to Treat Addiction.”

Once a physician has received that waiver, the Board expects that the physician will work
within the boundaries of accepted professional practice for office-based treatment of opioid
addiction. Physicians should note that they are not permitted to delegate the prescribing of

buprenorphine to non-physicians.

*1d.
12
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The Federation of State Medical Boards issued a Model Policy on DATA 2000 and
Treatment of Opioid Addiction in the Medical Office.*® The Board encourages physicians who
are engaged in office-based treatment of opioid addiction to review the FSMB’s Model Policy.
Physicians are also encouraged to review the materials published by SAMHSA, which
administers the Buprenorphine program. See e.g., SAMHSA'’s Clinical Guidelines for the Use of
Buprenorphine in the Treatment of Opioid Addiction: a Treatment Improvement Protocol TIP
40, which is available through the SAMHSA website.*®
B. Naltrexone

In 2010, the Food and Drug Administration approved the use of Naltrexone for the
treatment of people with opioid dependence. Naltrexone can be prescribed by any physician
who is licensed to prescribe medications. While no special training is required, as with any drug,
the Board expects physicians to familiarize themselves with risks and benefits of the naltrexone,

and advise their patients accordingly.*’

8. ENHANCING PATIENT ADHERENCE
“Drugs don’t work in patients who don’t take them.”
- Former U.S. Surgeon General C. Everett Koop, M.D.
Adherence to prescription medication regimens is a critical factor in achieving optimal
patient outcomes; however, many patients do not realize the full benefits of treatment because of

a failure to take their medication as prescribed. Non-adherence to medication regimens can lead

% «“ESMB Model Policy on DATA 2000 and Treatment of Opioid Addiction in the Medical Office,” (2013).
Accessible at: http://library.fsmb.org/pdf/2013_model_policy_treatment_opioid_addiction.pdf.
% http://buprenorphine.samhsa.gov/Bup_Guidelines.pdf.

" «An Introduction to Extended-Release Injectable Naltrexone for the Treatment of People with Opioid
Dependence,”accessible at: https://store.samhsa.gov/shin/content/SMA12-4682/SMA12-4682.pdf.
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to poor clinical outcomes, high rates of hospitalization, high utilization of medical services and
an overall increase in healthcare costs.*

Physicians can have a decisive impact on medication adherence by following a patient-
centered approach to care that promotes open avenues of communication between the physician
and the patient. Prior to prescribing new medications, physicians should carefully describe to
patients the purpose and use of the drug, the benefits, as well as any significant side effects that
the patient may experience, and basic information on how to take the medication correctly.
Physicians should encourage patients to ask questions, and should provide written information
about medication. The Board encourages physicians to provide this type of written information
to patients to help patients become more informed participants in their own health care.

Physicians can also assist patients in overcoming barriers to medication adherence by
reducing the complexity of the prescribed medication regimens wherever clinically appropriate.®
Patients should be provided ongoing support and follow-up care throughout their course of
therapy to help ensure adherence and optimal treatment outcomes.

Patient non-adherence can also have effects on prescription drug diversion and misuse.
SAMHSA’s 2009 National Survey on Drug Use and Health showed that the scale of prescription
drug misuse is vast, with more than 7 million Americans reporting use of a prescription
medication for non-medical purposes in the past 30 days.*® The Board encourages physicians to
talk with patients about the importance of taking medications as directed along with the dangers

associated with prescription drug diversion and misuse. Physicians can help alleviate the risk of

% Viswanathan M, Golin CE, Jones CD, et al, “Interventions to improve adherence to self-administered medications
for chronic diseases in the United States: a systematic review.” 157 Ann. Intern. Med. 785-795 (2012).

% Matchin, R, M.D., “An Rx For Better Outcomes, Lower Costs,” American Medical News Opinion, December 7,
20009.

0 SAMHSA, Results from the 2009 National Survey on Drug Use and Health (NSDUH): National Findings, (2010),
accessible at http://oas.samhsa.gov/INSDUH/2k9NSDUH/2k9ResultsP.pdf.
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diversion and misuse by prescribing only the quantity of medication needed based on the
patient’s clinical presentation and by not over-prescribing, especially in the case of prescription
pain medications such as opioids.

A large source of the prescription drug problem is what is stored in America’s medicine
cabinets.** Patients who fail to properly secure medication in their homes create a risk of drug
diversion and misuse within their own household and community. To help prevent the potential
misuse of medications, physicians should talk with their patients about safely storing and
disposing of prescription medications.** Throughout Massachusetts, residents can dispose of
prescription and over-the-counter drugs in permanent medication collection kiosks located at
many community police stations.*® Medication collection kiosks offer residents a free and
confidential way to dispose of unused or expired medications to help prevent diversion and
abuse.

The National Transportation Safety Board has asked that all state guidelines on
prescribing controlled substances for pain include a recommendation that health care providers
discuss with their patients the effect their medical condition and medication use may have on

their ability to safely operate a vehicle, in any mode of transportation.**

1 Office of National Drug Control Policy, (2011). “Epidemic: Responding to America’s prescription drug abuse
crisis.” Retrieved  from https://www.whitehouse.gov/sites/default/files/ondep/issues-content/prescription-
drugs/rx_abuse_plan.pdf.

“2 Information on the proper storage and disposal of medications can be found at the Centers for Disease Control and
Prevention website; http://www.cdc.gov/HomeandRecreationalSafety/Poisoning/preventiontips.htm.  Information
regarding the safe disposal of medications at private residences can be found at the Massachusetts Energy and
Environmental Affairs website: http://www.mass.gov/eea/agencies/massdep/toxics/sources/disposal-of-waste-
medications-at-private-residences.html.

“% A list of permanent resident waste medication kiosks in Massachusetts is located on the Massachusetts Energy and
Environmental Affairs website: www.mass.gov/eea/docs/dep/toxics/stypes/kiosklist.pdf.

* «Joint Alert on NTSB Study,” Appendix F.
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9. THE IMPORTANCE OF CONTINUING PROFESSIONAL DEVELOPMENT

Some physicians may inadvertently engage in improper and uninformed prescribing
practices because they have not kept abreast of new developments in pharmacology and drug
therapy. The Board urges all physicians to keep up-to-date on current information that affects
the proper prescribing of controlled substances by taking Continuing Professional Development

Courses.

In 2010, the Massachusetts Legislature amended the controlled substances law, M.G.L.
c. 94C, § 18, to require that all physicians who prescribe controlled substances complete
training in effective pain management, identification of patients at high risk of substance abuse
and counseling patients about the side effects, addictive nature and proper storage and disposal
of controlled substances. M.G.L. c. 94C, § 18 requires that the boards of registration of each
professional license that requires such training must develop the standards for appropriate
training programs.

In response to this legislation, the Board promulgated a regulation at 243 CMR 2.06(6)
(d), effective February 1, 2012. These regulations require that applicants for licensure and
licensees seeking to renew their licenses complete three credits in opioid education and pain
management training. These three credits must be earned each renewal cycle and count towards
a licensee’s required risk management credits. Information in regard to meeting this requirement

can be found on the Board’s website, www.mass.qgov/eohhs/gov/departments/borim.

° gt. 2010, c. 283.
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PART Il - TECHNICAL REQUIREMENTS

1. REGISTRATION REQUIREMENTS

"4 Therefore, to

In Massachusetts, all prescription drugs are “controlled substances.
prescribe or dispense any type of prescription drug, physicians who practice medicine in
Massachusetts must obtain a Massachusetts Controlled Substances Registration (MCSR) number
from the Massachusetts Department of Public Health (DPH).*” The DPH Drug Control Program
is responsible for issuing MCSR numbers. To obtain an application for an MCSR number and
information about the application process, contact the DPH Drug Control Program. See
Appendix A: “Contact Information.”

All physicians who prescribe any controlled substance in Schedules 1l through V must
also have a registration certificate from the United States Drug Enforcement Administration
(DEA).*® To obtain an application for a certificate of registration from DEA, instructions and a
copy of the “DEA Practitioner’s Manual,” physicians should contact the DEA Boston Field
Office. See Appendix A: “Contact Information.”

Massachusetts physicians who issue prescriptions only for Schedule VI drugs must have
a MCSR number but are not required to register with the DEA.

Physicians in Massachusetts may not prescribe Schedule | controlled substances, which

have no current accepted medical use, with the exception of medical marijuana.*® Physicians

are permitted to provide written certification to patients who qualify for the medical use of

“ M.G.L. c. 94C, § 2(a); 105 CMR § 700.002.

“"M.G.L. c. 94C, § 7; 105 CMR § 700.004(M).

“21U.S.C. §823and 21 C.F.R. § 1301.

* M.G.L. c. 94C, § 3. See infra Part I, Section 2, “Drug Schedules.”
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marijuana, as long as the physician follows the legal requirements for providing such
certification.”® See, Part 11, Section 6, “Medical Marijuana” section.

In order to prescribe a Schedule 11 controlled substance (e.g., methadone) or a Schedule
111 controlled substance containing buprenorphine for the medication-assisted treatment of opioid
addiction, physicians must obtain additional specific authorization from the DEA, the U.S.
Substance Abuse and Mental Health Services Administration (SAMHSA), and the
Massachusetts Bureau of Substance Abuse Services (BSAS).

Basic Requirements

The DEA and DPH require separate registrations for each practice location at which a
physician dispenses or administers controlled substances.>*

Physicians must obtain separate MCSR numbers for each of their professional activities.
For example, separate Massachusetts registrations would be required for work as a researcher
and as a practicing physician or chemical analyst.”> The DEA does not require separate
registrations for each professional activity.>®

Change of Address

Because DEA certificates of registration and MCSR numbers are location-specific,
physicians must notify the DEA and DPH Drug Control Program when they move from their
registered address.>*

A physician’s DEA registration may be transferred to a new location, if approved by the

DEA.*® A physician’s request for transfer must be made to the DEA in writing and must be

%0 St 2012, ¢. 369; 105 CMR § 725.000 et seq.

121 U.S.C. § 822(¢e); 21 C.F.R. § 1301.12; M.G.L c. 94C, § 10; 105 CMR § 700.004(F).
%2105 CMR § 700.004(A)(2) and 105 CMR § 700.004(C).

%321 U.S.C. § 823(f).

105 CMR § 700.004(J); 105 CMR § 700.004(K); 21 U.S.C. § 827(g); 21 C.F.R. § 1301.51.
%21 C.F.R. § 1309.63.
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accompanied by photocopies of the physician’s medical license, MCSR number, and DEA
registration certificate.

A physician’s MCSR is not transferrable to a new location; a physician must apply for a
new registration prior to moving.>® Physicians must also notify the DPH Commissioner 30 days
in advance of their discontinuation of business or professional practice.>

Reqistration Renewal and Termination

DEA registration must be renewed every three years.”® The DEA notifies registrants in
advance of the renewal date.

The Commissioner of DPH periodically recalls MCSR numbers. Currently, the
Commissioner recalls numbers every three years.*®

The following conditions will result in termination of the MCSR number:

A change of name or address as shown on the registration,
Discontinuation of business or professional practice in Massachusetts,
Revocation of registration by the DPH Commissioner, or

Death of the registrant.®

Physicians should note, there is no provision for physicians who discontinue their business or
professional practice in Massachusetts to remain registered in the state, even if they maintain a
home in the state or maintain other contacts with the state. Physicians must apply for a new

MCSR number if they return to Massachusetts to practice.®*

Physicians Exempt from Registration Requirements

Limited Licensees

%6105 CMR 700.004(J)(1) and (K).

%7105 CMR 700.004(J)(2).

%21 U.S.C. § 822(a)(2).

*M.G.L. c. 94C, § 7(f); 105 CMR § 700.004(D).
%0105 CMR § 700.004(J).

o1 1.
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Limited licensees (residents and clinical fellows) do not need a MCSR number or their
own individual DEA registration number.®® Limited licensees may “administer, prescribe or
otherwise dispense controlled substances . . . under the registration of the hospital or other

registered health facility by which they are employed.”®®

Limited licensees may only do so,
however, if the dispensing, administering or prescribing is done in the usual course of
professional practice and only within the scope of their employment in the facility; and they are
specifically authorized by the facility to do s0.®* The hospital or facility designates a specific
internal code consisting of a numeric suffix to the hospital’s or health facility’s registration
number, preceded by a hyphen for each person so authorized. The hospital or facility must

maintain a current list of internal codes and must make such codes available at all times to other

registrants, the DPH Commissioner and auth