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Food and Drug Administration
Name of Commiittee: Anesthetic and Life Support Drugs Advisory Committee.

Date and Time: The méeting will be held on September 13 & 14,2001, 8a.m.to 5 p.m.

Location: University of Maryland, Shady Grove Campus, Multi Purpose Room, Building 9630,
Gudelsky Drive, Rockville, MD 20850

Agenda: On both days the committee will discuss the medical use of opiate analgesics in
various patient Populations, including pediatric patients and patients with chronic pain of
nonmalignant etiology, as well as the risk to benefit ratio of extending opiate treatment into
these populations. It will also address concerns regarding the abuse potential, diversion and
increasing incidence of addiction to opiate analgesics, especially to the modified release opiate
analgesics. ]

Public Participation: The entire meeting is open and the public is invited to attend without pre-
registration. In addition, a portion of the meeting, the open-public hearing, is set aside so that
the public may present relevant views to the committee. This portion of the meeting will be held
from approximately 1 p.m. to 2 p.m. each day.

IF YOU WISH TO SPEAK AT THE OPEN PUBLIC HEARING
Please submit a statement of your position and how we might contact you before the meeting

please e-mail the statement to topperk@ cder fda.gov or fax the statement to (301) 827-6801.
The statements must be recemm'fﬁ}oof. Please limit your presentation to 3
sent to the committee nor will you be scheduled time to speak. FDA DOES NOT pay for Open
Public Hearing Speaker travel expenses.

IF YOU WISH TO SEND A STATEMENT FOR THE RECORD
All the letters already received will be posted under docket number 01N-0256 I you wish to

send in a statement to be posted please go to:
httg://www.accessdata.fda.gov/scriQts/ocldockets/edockethome.cfm select "Submit electronic
comments” and follow the prompts.

Letters/statements may be mailed to:

Kimberly Topper

Food and Drug Administration, CDER,

Advisors and Consultants Staff, HFD-21

5600 Fishers Lane,

Rockville Maryland 20857
Due to the overwhelming interest in this meeting andAime constraints - no statements will be
read into the transcript by FDA staff. All statementg'received before the August 17" deadiine
will be available to the committee in advance.

FINDING INFORMATION ABOUT THE MEETING ON THE WEB
Because this meeting is not aimed at a single specific druq but to discuss the class of opiate
analgesic drugs the background information will be Posted shortly after it is sent out to the




HEBICAL SOUIETY OF UA. "ID:8B4-355-6180 UL 29798 9136 NG-007 P02
- TRpileg alate va.ua/egl-bin/legpS04798T4tuls . | . 80} Tracking - 1698 sesslon o . Tuesduy, July 28, 1908
E¥185ER - :

suminary

SENATE JOINT RESOLUTION NO. 16§
Conveying the Medical Society of Virginia's guidelines for the use of Opiolds in the Management of Chronic, Non-Cancer Pain,

Agreed to by the Senate, February 13, 1998
Agreed 10 by the House of Delegates, March 12, 1998

WHEREAS, the Joint Subcommittee to Study the Commonwealth's Current Laws and Policies Related to Chronic, Acute and
Cancer Pain Management, was established in 1994 and has been continued i the years since to conduct such activitics ax a
symposium in 1993; '

WHEREAS, the joint subcommittee found that, althongh there are national guidelines for acute and cancer pain management, no
national guidelines have boen developed for the management of chronic pain; and

WHEREAS, the joint. subcommitice also found that physicians treating chronic pain patients frequently do not prescribe adequute
dosages of drugs because of 8 luck of understanding of the proper treatmem for chrondo pain and because they feur regulatory or
law-enforcement actions; and . : :

WHERBAS, the proper treatment for chronic pain may include the use of altcﬁaati ve or complementary therapics as well as the
presetibing of anti-inflamatories and opioids; and

WHEREAS, in 1997, the joint subcommittee armunged to cooperate with the Medical Suciety of Virginia in the development of
chmnic pain guidelines; and

-~ . “
oY,

-

WHEREAS, thix effort has ulso been supported i)y the Board of Medicine, with the publishing of the guidelines as a stand alane
Board newsletter; and

WHEBREAS, these guidelines are Virginia'si guidelines and are unique in the nation as a bell wenther development accomplished
through cooperation between e legislative group, the regulatory agency, and the professionnl association; and

WHEREAS, these gnklclincs; iLin hoped, will improve treatment practices and incrense the nwareness of proper chronic pain
management; and

WHERFAS, it is the joint subcommittee's wish that thess guidelires will be officially rocognized and transmitted to the citizens
and phywiciang of the Commonwealth; now, therefore, be il

RESOLVED by the Sonate, the 1louse of Delegates concu rring, That the Joint Subcommittee to Study the Commonwealth's
Cunrent Taws und Policies Related to Chronic, Acute and Cancer Pain Management does herehy place into the public record and
convey fo the General Assembly of Virginia and the people and physicians of this Commonwealth, the following document;

REPORT TO MEDICAL SOCIETY OF VIRGINIA
AD HOC PAIN MANAGEMENT COMMITTERE
Prefacc N . ‘ Yy

Recently, there has been increasing interest on the part of physicians, regulatory agencies, legislators, the public, and patients for

the proper diagnosis, timcly workup, and siate of the art trentment for acute, cancer, and non-cancer, chronic pain conditions.

Whilc there is widespread agreement among health care providens concerning the (reatment of acute and cnnw(ﬁ)uin with opioids

(#ls0 known as narcotics)-as exemplified by Federal Clinical Practice Guidelines published by the Agency for Health Care Policy

and Research, U.S. Depurtineat of Health and Human Services-thero has been a lack of consensus, misunderstanding and

hegitation among hcall{: care providers (physicians, nurses, pharmacists), regulatory ngencies, patients, and third party providers -
~ conceming the uxc of these same agents in the management of chronic, non-cancer pain.

Inadequate understanding about issues such as addiction, tolerance, physical dependence, and abuse has lead to unfounded stigma
against proper opioid prescription. Fears of legal and regulatory sanctions or discipline from local, state, and federal authorities
- often result in inappropriate and inadequate treatment of chronic pain paticnis. Undertreatment or avoidance of appropriate opioid
- therapy incroasingly has been reported by physicians, patients, and other health care tenm members.

The discipline of pain medicine has produced s ncw awarencss about the necessity of proper djagnosis, history and physical
examination, and treatment planning for the patfont with chronic pain, Unfortunatcly, the rpm.wuy of specially trained physicians in
the field of pain management often precludes pationt access to specialized puin trcatment facilitles. The treatment for these patients
will appropriatcly fall within the rcalm of the {m'mury care or specialty phyaician. Until adequate guidelines are made for
prcscrigern of opiolds for patients with chronic non-cancer pain, cpisodes of undertrentment of this deserving population will
continu.

As a result of the efforts and recommendations of the Governor's joint subcommittee studying pain, the Housc of Delcgates of the
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Medical Socicty of Virginia, at the 1996 annua) mecting of its legislative body, recognized the lack of netional consensus as well as
the need for parameters concerning the proper use of opioids for patients with intractuble pain of non-cancer origln within the
Commonweulth of Virginia. The following guidelines are presented with the hope that they will attenuate fears about professional
discipline, encourage ndequate and proper treatment of chronic pein with all apprapriate therapies, and educate about and proteet
patients as well as the general public from unsafe or inapproprinte prescribing paticrng or abuses.

Tuesdsy. July 26, 1908

The Socicty believes that physicians have an obligation to treat prtients with intractable pain and to lessen suffering and that
opioids may he appropriately and sufely preseribed for many acute, cancet, and chronic pain conditions as long as acceptable
protocols and standards are closely foliowed. The Sacicty (eelx that physicians should be encouraged to prescribe, dispense, and
administer opioids when there is demounsteated medical necessily and proper indication for these agents without fear of diseipline,
excessive scrutiny, or remunerative or restrictive legal penaltics, These guidelines should not he interpreted as absolute standards
of care In the treatment of chronic pain patients, nor arc they uhsolute directives for clinical practice. Rather, they are guidelines hy
which, all physicians may morc safely and comfortably evaluate and treal this very problematic and needy graup of patients,

MEDICAL SOCIETY OF VIRGINIA'S
GUIDELINES FOR THE USE OF OPIOIDS
IN THE MANAGEMENT OF CHRONIC, NON-CANCER PAIN
For the purposes of this document, the following terms shall meaa:

"Acute puin” is-the normal, predicted physiological response to an adverse (hoxious) chemical, thermal, or mechanical stimulus.
Acute pain ix gencrally time Jimited and is historically responsive to opioid therapy, among other therapies.

"Addicion” ix u dixcase {m»ccsu involving use of opivids wherein there is a losz of control, compulsive use, and continucd use
despitc adverse social, physical, psycholugical, occupational or economic CONSCYUEHCER,

"Chronic pain" is persistent or opisodic pain of a duration or intensity that adversely affects the function or well-being of the
patient, attributable (o any nonmalignant etiology.

"Opinid withdrawal" is characterized hy three or more of the fol lowing symptoms that develop within hours to several days alter
abrupt cessation of the substance; (a) dysphonic mood, (b) nausca and vamiting, (¢) muscle aches and abdominal cramps, (d)
lacrimation or rhinorthen, (e) pupillar dilation, pilocrection, or sweating, (1) dinrvhea, (g) yawning, (h) fever, (i) insomnin,
"Physical dependence” is a physinlogic state of adaptation to specific opioids charactericed by the emergence of a withdrawal
syndrome during abstinence, which may be relieved in total or in patt by re-adiministration of the xubstance, Physical dependence
I a predictuble scquelue of regular, legitimaie opioid or benzodiazepine use, and does not equate with addiction.

"Substance abuse” is the usc of any substances for non-therapeutic purposes; or use of medication for puiposes other than those
for which it is prescribed,

"Tolerance" is a state resulting from :;Fular usc of opivids in which an increased dose of the substance is noeded to produce the
desired effect. Tolerance may be a predictuble sequelac of opiate use and does not imply addiction.

"Withdrawal syndrome" is a specific constellation of signs and symptoms due to the abrupt cossation of, or reduction in, a
rogularly adiministered dose of opioids.

Assexsment, Documentation, and Treatment

A. History and Physical Examination. The physician must conduct a complete history and physical exam of the patient
ptior to the Initlation of opioids. At a minimum, the medical record must contain documentation of the following histoty from the
chronic pain patient;

1. Current and.paut medical, surgicul, wrd puin-history imeluding thy past inlerverions und treatments for the particular pain
condition being treated,

2. Paychiatric history and current treatment.

3. History of substance abuse and treatment.

4. Pertinent physionl examination and appropriate diagnostic iesting.

3. Documentation of current and prior medication management for the pain condition, including types of pain medications,
frequency with which medications are/were taken, history of presctibers (if possible), reactions to medications, and reasons for
failure of medications.

6. Sociul/work history,

Pago: 2
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B. Assessment. A justification {or initiation and maintenance of opioid therapy must include at a minimum the following initial
workup of the patient:

The warking diagnosis (or diagnoses) and diagnostic techniques. The original differential disgnosis may be modified 1o one or
more diagnoses.

Mudicul indications for the treatment of the paticnt with opioid therapy. These should include, for example, reviously tricd (but
unsuccessful) modalities/medication tegimens, diverse reactions (o prior treatments, and other rationale for the approach 1o be
utilized.

Updates on the patient’s status including physical examination data muyt be perivdically reviewed, revised, and entered in the
patient's record.

C. Trcatment plan and objectives. The physician must keep detailed records on all patients which at a minimum include:

1. A documented treatinent plan.

2. Types of medication(s) prescribed, reason(s) for selection, dose, schedule administered, and quantity.

3. Mcasurable objectives such as:

a. social functioning and changes thercin duc to opioid therapy.

h. uctivities of daily living and changes thercin due w opioid therapy.

c. ?dequ:cyl of pain control using standard pain rating scale(s) or at Jeast statements of 'thc paticnt's satisfaction with the degree of
pain control,

D. Informed conaent and writien agreement for opioid treatment. Writicn documentation of both physician and patient
responsibilitics must include:

1. Risks and complications associatcd with treatment using opioids.

2. Use of a single prescriber for all pain related miedications.

3. Use of a singlo pharmacy, if possible.

4. Monitoring compliance of trewiment:

8. urine/scrum medication Jevels screening (including checks for non-proscribed medications/substances) when requested.
b. numbcr and frequency of all prescription refills.

c. reason(s) for which opioid therapy may be discontinued (e.g.. violation of written agreement item(s)).

E. Perjodic review. Intermittent review and comparison of previous documentation with the current snedical records are
necessury 1o determine if continued opioid treatment is the best option for a patient. Bach of the following must be documented at
every office visit:

1, Efficacy of treatment,

a. subjcetive pain rating (e.g., 0-10 verbal nssessment of pain).

b. functional changes.

i. improvernentin ability to perform activities of daily living (ADL's).

ii. improvement in home, work, conununity, or social life.

2. Medication side effects.

3. Review of the diagnosis and treatment plan,

4. Assessment of compliance (c.g., counting pills, keeping record of number of medication refills, frequency of refills, and
disposal of unused medications/prescriptions).

5. Unannounced urine/serum drug sereens and indicated laboratory testing, when uppropriade.

Page: 3
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F. Consultation, Most chronic non-cuncer patients, like their cancer pain counterparts can be ndequately and safely mannged by
most physicians without regard for specialty. However, the treating physiciun must be cognizant of the availability of pain
management specialists to whom the complex patient sy he reforred, The physiciati must bo willing to refer the patient (o a
physician or a center with more expertise when indicate or when difficult jssues arise. Consultatiors must be documented. The
purpose of this referral should not necessarily be to prescribe the paticnt opioids. G. Medieal records. Accurate medical
records must be kept, including, but not limited to documentation of:

a. all patient office visits and other consultations abtained.

b. all prescriptions written including date, fype(s) of medication, and number (quantity) prescribed.

¢, ull therapoutic and diagnostic provedures performed.

d. al] Inboratory results,

¢. all written patient instructions and written agreements.

Summaory and concluding remarks

The treatment of patients with chronic, non-cancer pain should not be limited to pain specialists only. Becauss of complex social,
regulatory, ethical, and legal issues surrounding the use of opioids in these patients, the physician who elects to help treat these
patients may find it useful to utilize the guidelines and examples outlined in this document. While these guidelines do not define
standlard of care, it is the hape of the Modicul Society of Virginia, working in close conjunction with the Virginia.Board of
Mé&dicine, #nd the Cormanwealth of Virginia’ Joint Subcommitiee to Study the Commonwealth'a Current Laws and Policies
Related to Chronic, Acute, and Cancer Pain Management, that physiciuns who de treat this very difficult and deserving patient
population will find significant clinical benefits from this document and will be enlightoned by the suggestions offered herein.

This document is the prduct of the Medical Socicty of Virginia'’s Ad Hoc Subcommittee on the Treatment of Chronic Non-Cancer
Pain and is the result of many months of deliberation and study.
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