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Grant Summary
ID# 036509

Awarded 07/30/99 - Closed 12/27/02
University of Wisconsin-Madison Medical Schoel (Madison,WI)
Program: (EOL) Targeted End-of-Life Projects Initiative
Project Title: A project to assess states' pain policies

Project Director: David E. Joranson M.5.5.W. (608-263-7662)

Duration: 33 Months: 08/01/99 to 04/30/02

Team: END OF LIFE

Funding Class: NP Implementation Amount: 998,000
New/Renewal: Actual Amount: 965,493
Renewad by:s 043412 Program Indicator: In Program
Funding Type: N/A Precis Checked In: Yes
Request Type: Solicited

Meats Objective: Yes

Goals: CHR (100%)

Interventions: Rerch & Pol Anal(100%)

Board Date: 10/%9 Board Class: B Board Page: 334
PO: Gibson, Rosemary

80s Gibson, Rosemary

PA: Stives, Jeanne M.

Fa: Kounelias, Sophia

GIS Summary

The Robert Wood Johnson Foundation's Targeted End-of-Life Projects
initiative will support projects that advance the Foundation's three
strategic objectives to improve care at the end of life: (1) to
improve the knowledge and capacity of health care professionals and
others to care for the dying; (2) to improve the institutional
environment in health care institutions and in public¢ policies and
regulatory apparatus to enable better care of the dying; and (3) to
educate the public about the kind of care they should come to expect
at the end of life

Pain policy is a new arena for many state legislators and other policy
makers. To help fill the gap in understanding state pain policy, the
purpose of this project is to conduct the first state-by-state
assessment of states' laws, regulations, and guidelines regarding the
treatment of pain with controlled substances. In addition, the
project will highlight specific¢ examples of improvements that states
have made in their pain policies to help inform other states about

06/17/04 01:04:16 summary.rw
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Grant Summary (Continued)

ID# 036509

positive changes that can be made and thereby facilitate progressive

pain pelicy in other states.

Changes in state policiese also will be

continuously tracked. Additionally, the Pain and Policy Studies Group
will provide technical assistance to grantees in the Foundation's
national initiative and to the increasing number of health and
government organizations including state medical boards that are
developing pain management and end-of-life initiatives. Finally,
consistent with the intent of increasing the awareness of pain policy
igsues and the ability of key individuals and organizations in
government and health care to evaluate and improve polices that affect
pain management, there will be a proactive outreach component.

Health Service Category
Continuum of Care:

Health Care Reform:
Pharmaceutical Services:

Demographica
Age:

Geographic Region:
Major City:
Race/Ethnicity:
Segment:

Sex:

State:

Urban/Rural Continuum:

06/17/04 01:04:16 summary.rw

End Of Life

Treatment

State

Pharmaceutical Services

65 & over - Aging/Elderly/Senior
Citizens

N/A

N/A

Unknown, N/A or N/S

N/a

N/A

N/A

Unknown, N/A or N/S

Unknown, N/A or N/S
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GRANT DESCRIPTION - OBJECTIVES AND DESIGN
ID#: 036509 (Closed) $998,000.00
TERM: 33 MONTHS FROM 08/01/99 TO 04/30/02 (GRANTED 07/30/99)

FUNDING CLASS: NP - Implementation Site
RENEWED FROM: 035950 RENEWED AS: 043412

PROG: Targeted End-of-Life Projects Initiative (EOL)
INST: University of Wisconsin-Madison Medical School (Madison,WI)

PRJT: A project to assess states' pain policies

PRJ DIR: David E. Joranson

PO: Rosemary Gibson RISK: Low
80: Rosemary Gibson DATE COMPLETED: 07/23/99%
PA: Jeanne M. Stives PREPARED BY: LLM

FPO: Sophia Kounelias

The Robert Wood Johnson Foundation's Targeted End-of-Life Projects
initiative will support projects that advance the Foundation's three
strategic objectives to improve care at the end of life: (1) to
improve the knowledge and capacity of health care professionals and
others to care for the dying; (2) to improve the institutional
environment in health care institutions and in public policies and
regulatory apparatus to enable better care of the dying; and (3) to
educate the public about the kind of care they should come to expect
at the end of life

Pain policy is a new arena for many state legislators and other policy
makers. To help f£fill the gap in understanding state pain policy, the
purpose of this project is to conduct the first state-by-state
agsessment of states' laws, requlations, and guidelines regarding the
treatment of pain with controlled substances. In addition, the

project will highlight specific examples of improvements that states
have made in their pain policies to help inform other states about
positive changes that can be made and thereby facilitate progressive
pain policy in other stateg. Changes in state policies also will be
continuously tracked. Additionally, the Pain and Policy Studies Group
will provide technical assistance to grantees in the Foundation's
national initiative and to the increasing number of health and
government organizations including state medical boards that are
developing pain management and end-of-life initiatives. Finally,
consistent with the intent of increasing the awareness of pain policy
issues and the ability of key individuals and organizations in
government and health care to evaluate and improve pelices that affect
pain management, there will be a proactive outreach component.

Goals: Chronic(100%)

P-43071 _ 00006



Health Service Category:
Continuum of Care:

Health Care Reform:

Pharmaceutical Services:

Demographicsa:
Age:

Race/Ethnicity:

Sex:

Segment :

Geographic Region:
Uzban/Rural Continuum:
Major City:

State:

End Of Life

Treatment

State

Pharmaceutical Services

65 & over - Aging/Elderly/Senior

Citizens

Not Applicable

Not Applicable

Not Applicable

Not Applicable

Not Applicable

Unknown, Not Applicable, or Not Specified
Unknowni, Not Applicable, or Not Specified
Unknown, Not Applicable, or Not Specified
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July 18, 2001

The Robert Wood Johnson Foundation ﬁ
Route 1 and College Road East

Post Office Box 2316

Princeton, New Jersey 08543-2316

To Whom It May Concern:

I Bor il
S W*‘

PféEIVED

JUL 2 3 2001

Tri: ROBERT WOOD JOHNSON
FOUNDATION

e

J(/az Aot r

This letter is to notify you that effective as of June 28, 2001 David Joranson's new

mailing address is:

Pain & Policy Studies Group
406 Science Dr., Suite 202
Madison WI 53711-1068

Please change your records to reflect this change. Thank you!

Sincerely,

Linda Gorman

Program Assistant

University of Wisconsin-Madison
Pain & Policy Studies Group

406 Science Drive, Suite 202
Madison, W1 53711-1068

UW Comprehensive Cancer Center - University of Wisconsin-Madison Medical School
406 Science Drive, Suite 202 Madison, WL 53711-1068 USA  (608) 263-7662 FAX: (608) 263-0259

www.medsch.wisc.edu/painpolicy

P-43071 _ 00011



ROBERTVAVCDD
JOHNSON

FOUNDATION

@PO NOT SEPARATE
THIS DOCUMENT

SO

.oute 1 and College Road East

P.O. Box 2316

Princeton, NJ 08543-2316

THE RORERT WOOD JOMMBa§2-8701
ECRNATION

JAN 2 & 1999

Request for Project Support
and

Conditions of Grant

Title of Project:

Building Capacity to Promote Paim Policy Through Evaluation, Research, and Communication

Purpose of Project: This project will accomplish a systematic and comprehenmsive state-by-state
evaluation of pain-related policies and communicate the results in ways to increase the

capacity of others to understand.

Applicant Institution (name, address, and jglephone HW )
1S,
University of Wisconsin-Syeeem edicat

750 University Avenue Sec
Madison WI 53706 (_7,,4/,4)
1A (5

(608) 262~0152

Check to be Made Payable to:

University of Wisconsin Beeudss Repenits

Amount of Support Requested (otal project penod)

HET8237391 !9%’0(13 M 12959

Pericd for Whic Support is Requested (otal pro, of anod)
#ﬁ %#E% #%Lm
(34| From Through

Month Day Year Month Day Year

institutional Financial Officer (full name, title, address,
telephone number, and fax number):

August P. Hackbart
Administrative Qfficer
750 University Avenue
Madison WI 53706

(608) 262-0152
FAX (608) 262-5111

*Project Director (il name, title, address, telephone number,
and tax number):
David E. Joranson, MSSW
Senior Sclentist, Director

Applicant Institutional Approval (fuil name, title, and address of
official authorized to sign for institution):

August P, Hackbart
Administrative Officer

Pain & Policy Studies Group
1900 University Avenue
Madison WI 53705-4013

(608) 26%-7662 FAX (608) 263-0259

INOTE. Signature required on page 4)

750 University Avenue
Madison WI 53706

{NOTE: Signature required on page 4) .

Please provide the following evidence of your institution’s tax status: ‘mk

if your institution is a tax-exempt organization described in Section 501(c)(3) of the Internal Revenue Qogak

(i) a copy of the letter your institution received from the Internal Revenue Service stating that your institution is

exempt from taxation by virtue of being described in Section 501(c)(3); (ii) a copy of the letter your institution\ 85

received from the Internal Revenue Service stating that either your institution is not a private foundation described -

in Section 509(a) or stating that your institution is an exempt operating foundation described in Section 4940(d)(2); (\

and (iii) a copy of Form 4653 or Form 1023 and other data, if any, your institution has filed with or received Em

the Internal Revenue Service concerning your tax status. ""Q}
It your institution is an organization described in Section 170(c)(1) or Section 511(a)}(2)(B) of the Int

Revenue Code, (i) a copy of the correspondence, if any, from the Internal Revenue Service stating that faﬂ: or

(i) a copy of the legisiation establishing your institution. n.

These documents must be accompanied by a letter signed by a responsible officer of your institution certifying that the ¢
so provided are true and correct copies of the originals on file with your institution and that they remain in full force and

&

Any questions you may have about your tax-exempt status should be directed to the Office of the Vice President, G
Counsel and Secretary (609-243-5908).

*The project director is the individual directly responsible for developing the proposed activity, its implementation, and day-to-day direct supervision of th
should funds be made available.

RWJF (03/95) - PUBLIC ENTITIES AND EXEMPT QPERATING FOUNDATIONS [DESCRIBED IN SECTION 4940(d)(2)
OF THE INTERNAL REVENUE CODE]

P-43071 _ 00012
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CONDITIONS OF GRANT

Foliowing are the conditions applying to grants made by The Robert Wood Johnson Foundation (“the
Foundation”). You should read these conditions carefully prior to signing this form. Your signaturs on this
form constitutes your acceptance in full of all conditions contained herein. To induce the Foundation to make
the grant requested hereby, you (“the grantee”) accept and agree to comply with the following conditions in
the event that such grant is awarded. As used throughout this form, the term “grant” shall include the income,
it any, arising therefrom unless the context otherwise requires.

1.

PURPOSE AND ADMINISTRATION. The grant shall be used exclusively for the purposes specified in
the grantee’s proposal, dated1=26-99 , the Request for Project Support Form on page 1
hereof, and related documents, all as approved by the Foundation.

The grantee will directly administer the project or program being supported by the grant and agrees that
no grant funds shall be disbursed to any organization or entity, whether or not formed by the grantee,
other than as specifically set forth in the grant proposal referred to above.

USE OF GRANT FUNDS,

A. No part of the grant shall be used to carry on propaganda or otherwise attempt to influence
legisiation [within the meaning of Section 4945(d)(1) of the Internal Revenue Code].

B. No part of the grant shall be used to attempt to influence the outcome of any specific public
election or to carry on, directly or indirectly, any voter registration drive [within the meaning of
Section 4945(d)(2) of the Internal Revenue Code].

C. No part of the grant shall be used to provide a grant to an individual for travel, study, or similar
purpose without complying with the requirements of Section 4945(g) of the Internal Revenue Code
as if the grant were made by the Foundation and without prior written approval of the Foundation.
Payments of salaries, other compensation, or expense reimbursement to employees of the grantee
within the scope of their employment do not constitute “grants” for these purposes and are not
subject to these restrictions.

D. No part of the grant shall be used for a grant 10 another organization without complying with the
requirements of Section 4945(d)(4) and, if applicable, Section 4945(h) of the Internal Revenue Code
as if the grant were made by the Foundation and without prior written approval of the Foundation.

E. No part of the grant shall be used for other than religious, charitable, scientific, literary, or
educational purposes or the prevention of cruelty to children or animals [within the meaning of
Section 170(c)(2)(B) of the Internal Revenue Code].

F. The grantee promptly shall repay any portion of the grant which for any reason is not used
exclusively for the purposes of the grant. The grantee shall repay to the Foundation any portion of
the grant which is not used exclusively for the purposes described in Section 1 hereof within the time
specified in the grantee’s proposal or within any approved extension of said time period within fifteen
(15) days after such specified time or such extension. If the Foundation terminates the grant
pursuant to Section 10 hereof, the grantee shall repay within thirty (30) days after written request
by the Foundation all grant funds unexpended as of the effective date of termination and all grant
funds expensed for purposes or items allocable to the period of time subsequent to the effective date
of termination. In the event that any portion of the grant is used for purposes other than those
described in Section 170(¢){2)(B) of the Internal Revenue Code, the grantee shall repay to the
Foundation that portion of the grant as well as any additional amount in excess of such portion
necessary to effect a correction under Section 4245 of the internal Revenue Code,

G. If the grantee is directly or indirectly controlled by the Foundation aor by one or mare “disqualified
parsons” (within the meaning of Section 4946) with respect to the Foundation, the grantee agrees
(i) to expend all of the grant prior to the grantee’s first annual accounting period following the taxable
year in which the.grantee receives a grant payment, thereby permitting the Foundation to count the
grant as a qualifying distribution under Section 4942(g)(3) and (h); and (i) to submit to the
Foundation promptly after the close of the grantee’s annual accounting period a full and complete
written report signed by an appropriate officer, director, or trustee, showing that the qualifying
distribution has been made, the name and address of the recipient or recipients, the amgunts
received by each, and that all the distributions are treated as distributions out of corpus.

BUDGET. Expenditures of the grant funds must adhere to the specific line items in the grantee’'s
approved grant budget. Transfers among line items (increases and decreases) are permitted under the
conditions and to the extent indicated in the Foundation's Budget Preparation Guidelines in effect at the
time of any such proposed transfer, and such Budget Preparation Guidelines in their entirety, and as
they may be modified by the Foundation from time to time, are incorporated herein by this reference.

ACCOUNTING AND AUDIT. The grantee shall indicate the grant separately on its books of account. A
systematic accounting record shail be kept by the grantee of the receipt and disbursement of funds and

P-43071 _ 00013
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expenditures incurred under the terms of the grant, and the substantiating documents such as bills,
invoices, cancelled checks, and receipts, shall be retained in the grantee’s files for a period of not less
than four (4) years after expiration of the grant period. The grantee agrees promptly to furnish the
Foundation with copies of such documents upon the Foundation’s request.

The grantee agrees to make its books and records available to the Foundation at reasonable times.

The Foundation, at its expense, may audit or have audited the books and records of the grantee insofar
as they relate to the disposition of the funds granted by the Foundation, and the grantee shall provide
all necessary assistance in connection therewith.

REPORTS. Narrative and financial reports shall be furnished by the grantee to the Foundation for each
budget period of the grant and upon expiration, repayment (pursuant to Section 2F hereof), or
termination of the grant (pursuant to Section 10 hereof). Such reports shall be furnished to the
Foundation within a reasonable period of time after the close of the period for which such reports are
made. The narrative report shall include a report on the progress made by the grantee towards achieving
the grant purposes and any problems or obstacles encountered in the effort to achieve the grant
purposes. The financial report shall show actual expenditures reported as of the date of the report
against the approved line item budget. Such reports shall be retained in the grantee’s files for a period of
not iess than four (4) years after expiration of the grant period.

The Foundation may, at its expense, monitor and conduct an evaluation of operations under the grant,
which may include visits by representatives of the Foundation to observe the grantee’s program
procedures and operations and to discuss the program with the grantee’s personnel.

COPYRIGHT, FOUNDATION USE OF DATA, AND PUBLIC USE DATA TAPES. Except as may
otherwise be provided in Section 12 hereof, all copyright interests in materials produced as a result of
this grant are owned by the grantee. The grantee hereby grants to the Foundation a nonexclusive,
irrevocable, perpetual, royalty-free license to reproduce, publish, copy, alter, or otherwise use and to
license others to use any and all such materials, including any and all data collected in connection with
the grant in any and all forms in which said data are fixed. If the box below is checked, the grantee shall,
at no additional cost to the Foundation, cause public use data tape(s) to be constructed (with appropriate
adjustments to assure individual privacy) in accordance with the specifications of the inter-University
Cansortium for Political and Social Research, University of Michigan, including the full tape documen-
tation outlined in the Consortium’s current data preparation manual. Unless the Foundation shall
otherwise spacify, such public use data tape(s) shall include all data files used to conduct the analysis
under the grant. The grantee shall transmit one computer-readable copy of such public use data tape(s)
and the tape documentation to the Consortium upon expiration of the grant period.

LI Public use data tape(s) and full documentation required.

PUBLIC REPORTING. The Foundation will report this grant, if made, in its next Annual Report. The
Foundation does not usually issue press releases on individual grants; however, should the Foundation
elect to do so, it would discuss the press release with the grantee in advance of dissemination. The
grantee may issue its own press announcement but shall seek approval of the announcement from the
Foundation before distribution. In addition, the grantee will be asked to review and approve a Program
Summary briefly describing the grantee's activity which will be used by the Foundation to respond to
inquiries and for other public information purposes. The grantee’s approval shall not be unreasonably
withheld.

The grantee shall send to the Foundation copies of all papers, manuscripts, and other information
materials which it produces that are related to the project supported by the Foundation.

in all public statements concerning the Foundation —press releases, annual reports, or other
announcements — the grantee is specifically requested to refer to the Foundation by its full name: The
Robert Wood Johnson Foundation.

GRANTEE TAX STATUS. The grantee represents that it is currently either (i) a tax-exempt entity
dascribed in Section 501(c)(3) of the Internal Revenue Code and either (a) is not a private foundation
dascribed in Section 509(a), or (b) is an exempt operating foundation described in Section 4340(d)(2);
or (i) an organization described in Section 170(c)(1) or Section 511(a)(2)(B). The grantee shall
immediately give written notice to the Foundation if the grantee ceases to be exempt from federal income
taxation as an organization described in Section 501(c)(3) or its status as not a private foundation
under Section 509(a), as an exempt operating foundation described in Section 4940(d)(2), or as a
Section 170{c)(1) or Section 511(a)(2)(B) organization is materially changed.

CERTIFICATION REQUIRED WHEN GRANT MAY BE USED FOR RESEARCH INVOLVING HUMAN
SUBJECTS. If the grant is to be used in whole or in part for research involving human subjects, the
grantee hereby certifies that the grantee, applying the ethical standards and the criteria for approval of
grants set forth in Department of Health and Human Services policy for the protection of human research

P-43071 _ 00014
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subjects (45 CFR part 46, as amended from time to time), has determined that the human subjects
involved in this grant will not experience risk over and above that involved in the normal process of care
and are likely to benefit from the proposed research program.

10. GRANT TERMINATION. It is expressly agreed that any use by the grantee of the grant proceeds for
any purpose other than those specified in Section 170(c)(2)(B) of the Internal Revenue Code will
terminate the obligation of the Foundation to make further payments under the grant.

The Foundation, at its sole option, may terminate the grant at any time if (i) the grantee ceases to be
exempt from federal income taxation as an organization described in Section 501(¢)(3) of the Internal
Revenue Code; (ii) the grantee’s status as not a private foundation under Section 509(a), its status
as an exempt operating foundation under Section 4940(d)(2), or its status as a Section 170(c)(1) or
Section 511(a)(2)(B) organization is materially altered; or (jii) in the Foundation’s judgment, the grantee
becomes unable to carry out the purposes of the grant, ceases to be an appropriate means of
accomplishing the purposes of the grant, or fails to comply with any of the conditions hereof.

If the grant is terminated prior to the scheduled completion date, the grantee shall, upon request by the
Foundation, provide to the Foundation a full accounting of the receipt and disbursement of funds and
expenditures incurred under the grant as of the effective date of termination.

11. LIMITATION; CHANGES. It is expressly understood that the Foundation by making this grant has no
obligation to provide other or additional support to the grantee for purposes of this project or any other
purposes. Any changes, additions, or deletions to the conditions of the grant must be made in writing
only and must be jointly approved by the Foundation and the grantee.

12. SPECIAL CONDITIONS. The grantee accepts and agrees to comply with the following Special
Conditions (if no Special Conditions are imposed, so state):

The foregoing conditions are hereby accepted and agreed to as of the date indicated.

Date: /’02 7~ ff Grantee Institution: University of Wisconsin System

By: clecgrsl P a a/—&é@n:/\

(Signature of Authorized Official)

Title: Administrative Officer

Date: <G Je A By: WWW

(Signature o‘f-—broiect Director)

P-43071 _ 00015
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¢ \’ WHO Collaborating Center
\ wv for Policy and Communications

in Cancer Care

THE RORERT WOOD JOHNSON
FOUNDATION

JAN 2 #1999

January 26, 1999

Rosemary Gibson

Senior Program Officer s | [ omin N2 B
The Robert Wood Johnson Foundation 4
Route One and College Road East

Princeton, NY 08543-2316

Dear Ms. Gibson:

On behalf of the Pain & Policy Studies Group at the University of Wisconsin-Madison, we

are requesting funding in the amount of or the project, Building Capacity to Promote
Pain Policy Through Evaluation, Research gnd Communication, under the direction of David E.

Joranson, $ 99& Odd ) M#-,IZQI‘)?

The attached copies of our tax documentation are true and correct copies of the originals
on file with our institution and they remain in full force and effect.

The administrative officer of our organization is:

August Hackbart
Administrative Officer
University of Wisconsin System
750 University Avenue
Madison, W1 53706

(608) 262-0152

Sincerely,

T 4

David E. Joranson, MSSW
Senior Scientist, Director

czuigtee KA. Tr= C—/Q_ém
August Hackbart
Administrative Officer

Enclosures

1
Center « Untvarsi of Wisconsin-Madison Medieal Schoc!
19‘6’0“\’)&?:?\#\;.?;\1:15"&;:1! ;n W1 53703 U'-;A (GOB) 2637662 FAX: (608) 263-025%

P-43071 _ 00016



. o .@@@@f@m@ﬂ'ﬁ@ﬁ_’ the Troasury

exicrns Neovenre Servica

Waskington, O 20224

R Date: l In reply refer 10:

;o _ 12-24~70 |

ke "THE, UNIVERSITY CF WISCONSIN
1655 VAN HISE HALL 1220 LINDEN CR
MADISCNy ‘WI 52704

Gertlemen:

Sssac on the information you recently submitiad, we.have classified you as an organization
that is not a private foundation as defined in section 509{a)i0f the Internal Revenue Code. . —

-

Your classification is based on the assumption that your operations will be as stated in
your noiiiication. Any ch..nges in your purposes, character, or method of operation rr.ust be o
reporied 1o yous District Duec.or 50 he may cms:der the eifact on your status,-

Smcerely yours,
" Chief, Rulings Section '
. Exempt Qrganizations Branch

FORM M-G774 (8-70) (CONTIRUOUS)

P-43071 _ 00017



e - Do nat weide fa this snscs
- 4 3 For IRS yza anly)

(
(Juns 1170 ¥ | Noti&icc.n Concerning Foundation S.us (] Ssuiketion

Deomtiment of the Teearury Latfer
fateenal Ravenyo Serico ‘ Sods
- tiama of arganizstion Employer dentilieatlon Humber
The University of Wiscensin 39-6006497

Nuymesr and shest
1856 Van Hise Hall, 1220 Linden Drive
Cily or town, $laie acd ZIP caza .
Madicen., Wiscnnsin 537086

Pleass piint or typs

Pleaso Pfaco on "X" in the ono numkered block that applies to yeur organization, provide any additional informatior
-called dor, and return tho form prompily to the laternal Revenue Servize Center, 11601 Roosevelt Boulevard, Philadelghic
Pennsyivania 19153. Do nct check a Block unfil you have read the inziruziions and Code definitions applicakla to tha:
block. Seciion references are o the Internzl Revenus Caca of 1954,

I [J Woora a privalo founcaiion within {ho mez2zicg of zzeiion 567(a]. (If you ara a2 privaia fourdation, aro you claiming stalus as a-
oparating feundation within tho masing of tection 4942(j}(3)7 ... [ Yes [ No IF "Yes" aitach a slatoment saiting fon:
all iko faciz upen which yeu baza ysur crswer inzivding an idenlificstion of the clause of seclion 4342(j) (3}(8] that is apsiteatie

Yo ats net a privale foundalica beczuta we ars: ? [T Aa arganitation that nermally recsives no mass than 33 ¢

: . ils support from gro:s investment incamo and mara than ¥
of ils suzport from ccaiributions; memzorship feas, ead gra:
receipls {rom activilies roflated fo ils exempd funsiizn:—
subject o certain exceptions. Seciion §G7(a}(2],

O A church, Saetion 170(5} {1}{A} (i]. .

33

A sehecl, Seztizn 170(5) (1) (A} {ii]. .+ {Complete the Financisl Scheduls o paga 2}

0O =

A hespitall Section 170(b] (1) {A] ().

lioas desznbed in sochion SO1(e} (4], (81, er (&) and ai:.
duszribed in 9| atove), but not esaireilod By diiguaiifz:
persons athor than foundaticn managers. Sesiizn $57(e) (2!

5 [:I A medical rosearch organizalion opuraied in esajunciion wilh
. 8 hespital, Seetion 170{b}{1){A) (i), ) 10 [T An organizalion ogperated colely fer tho benchi of ancd i
¢aanaciion with ono ar maro of tho erganizatisas caszribe:
8 [ A Goverameatal uait, Seckion 170(5) (1] (A} {v]. in 2 through 97 (or fer tho banoiit of ono or mare arganic:
O

An organization oporsled fer tho benenit of a ¢slezo or
universily owened or apessted By 3 Govsmmmental unit, Szclicn

170(5) (1) (A} {iv]. ) _ [Atlach a slatomant identifying aad describi
tien (s} for whese Gereiit you aro operated
ship between you and lha organization(s).)

ag tha argenine
{Camplelo Ihs Financial Schedulo on page 2.
8 [ An orgenizalion that rormally reccives a subslaalial part of

115 suppart from o Gavernmenial unit or ftom iho geaeral
puklic, Section 170(b) (1) (A] (vi].

) . © I [0 Aa erqanizalion ergaaized aand operafed fo fo:f for pusiic
(Compielo the Financjal Schedule on pege 2.) safely. Sesiion 509{a](4].
F { Beg Y

12 [ Yo aro not suro of our cdassificatien, . .
{Altack a e20y of your mest recently filed information refuin, Form $30-A, if you filed one, and a stalement S2zziibing your opsraiisa:
end czzlsining why you ace net ire of your claszifization, If you think y2u may Ba dasesibed in 7, 8 or 9 camplaiz {52 Finznzi
Scheduls on page 2.)

| deelzro that | kave eramined tho infarmatiza ealesed on ihis {orm, including aczampanying schedulos and stalemenis and i3 ih bee,
of my laswledgo and bolicf, it is drvo, carress 1ad camplela, (Muzt Do tigasd By o prinsizal officen manzaen or cuthorizzd iwalsn of 130

organizatisn.)
- P /& .
) ,:2;7:::3;ﬁ§71/f7/f-txiffrfl,f e

R. H. Lorenz T (Signature) </ (0:l0)

Viee Preszident fer Business and Firance
(Titted

P-43071 _ 00018



1

Il

I

SEC TION

4

FINAL
PROPOSAL

2 3

0000000000000



6509
a/
0 QMQ/

THE ROBERT Wil 'l IOHNSON

RITH ALY

JUL T 41999

ANSWERED | HECORUEL

i AT

Building Capacity to Promote Pain Policy
Through Evaluation, Research and Communication

A proposal to the Robert Wood Johnson Foundation

June 23, 1999

Submitted by

David E. Joranson, MSSW
Senior Scientist, Director
Pain & Policy Studies Group
University of Wisconsin Comprehensive Cancer Center
Madison W1

P-43071 _ 00020



Table of Contents

PLOPOSAL...c.vtresiit ettt e e e b e ek ep R s R e s sa e e enneas 3
Statement of the problem
Broad purpose
Advisors to the project
Timeline
Primary Aim - Building Capacity to Improve Pain POLCY........ccoceveveiivnrciniininenenncnninnns 5
Part 1. Policy evaluation.....c.ccciiiinninrccciniisionesninisimsiesn s sssssiens 5

Guide to Evaluation of Federal and State Policies
Changes in Federal and State Policy: 1998-2001
Annual Review of New State Pain Policies
Electronic Access to State Pain Policies
Evaluations of Medical Board Pain Guidelines

Part 2. Empirical 18Sarch........ccoveneireinens st cenenscnecnsnasssasssssens 14
Trends in Abuse and Medical Utilization of Opioids (1980-2000)

Part 3. COmMMUNICALIONS.....coverenreeresesamsasanssnsmassnsenssssessnssasesessasrasansassssssrnmmsmessssses 15
Expansion of PPSG website
Expansion of PAINPOLICY Listserve
Periodic New Updates
Rapid and Efficient Technical Assistance

ETI 008111 uuserart e e ii it ceieeeetenereesresasenenmeeeeeetssssssssats et tassnenessnaenereasssnsararbnseeesssssssrssshrssnserasarnensnersns 18
RETETEIICES. .....eeveeisisirvesiisrsietesesssssesesssasasassssverssasarerasasssses sassss sesessnassansnsnseessssmneseressbeesssssrsnrasessasanns 20
M EITEC 1t veeeieeieeeeeeeeeeeerereeeeseseeesasnnnenesesanssssnnsssas snnsasassnssesessssenonsnssnnnerness sssssssssnsnnsansnsesersenssererorsns 23

P-43071 _ 00021



Building Capacity to Promote Pain Policy
Through Evaluation, Research and Communication

STATEMENT OF THE PROBLEM

In the last several years there has been a surge of national interest in state health policies
affecting end-of-life care, including policies that influence pain management. Building on an
existing movement in legislatures and state medical boards to clarify the role of controlled
substances in pain management, the new trend is much broader and is being driven by an
increasing number of influential groups that are working to improve end-of-life policy, practice,
and palliative care. Many of these groups, representing patients, government, and a range of
health care interests, are targeting state regulatory policies for change because they understand
that adequate pain management is one essential part of quality end-of-life care. These groups
include the Institute of Medicine, the American Medical Association, state medical and
pharmacy associations, state government task forces and commissions, hospice organizations, the
Community-State Partnerships to Improve End-of-Life-Care, Americans for Better Care of the
Dying, state cancer pain initiatives, and state medical boards.

While the potential for such groups to make change is great, each group would need to
‘invent the wheel’ in order to systematically identify problems in their states’ policies in order to
be thorough. The development of alternatives may result in a wild variety of policies that do not
take advantage of valid medical and legal principles and experience with policy development in
this important area. The potential for these groups to improve pain management policy will be
enhanced if they have access to policy resources that can help them to understand, evaluate, and
improve pain policy. For example, our recent content evaluation of state medical board
guidelines employed recognized medical and legal principles, and resulted in the development of
anew and progressive “Model Guidelines for Use of Controlled Substances in Pain
Management” (FSMB, May, 1998). These model guidelines, if adopted by state medical boards,
could establish a more consistent national policy to improve pain management and address
physician concern about being investigated when prescribing controlled substances.

At present, however, a set of principles for evaluating pain policy is lacking, as is a state-
by- state evaluation of regulatory impediments. In addition, all state pain policies should be
more easily accessible, with updates on the progress and issues as policies change from year to
year. Surveys would provide valuable information about how physicians and regulators perceive
changes in pain policies. Finally, these resources should be communicated to key audiences
quickly and efficiently.

The Pain & Policy Studies Group (PPSG) has piloted the development of tools for this

task, and would like to accomplish the work and make available the results to the groups who can
contribute to improving state pain related policy.
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BROAD PURPOSE

There is a window of opportunity now, while the interest in pain relief and palliative care
1s high and still growing. Therefore, we propose to accomplish a systematic and comprehensive
state-by-state evaluation of impediments in pain-related policies, communicate the results to
interested groups in ways that will increase their capability to understand, evaluate and make
positive changes; we will also study the effects of policy changes. The grant will accomplish this
objective through three interrelated parts: (1) policy evaluation, (2) research, and (3)
communications.

ADVISORS TO THE PROJECT

A multidisciplinary group of advisors will be appointed to assist the project staff in
several key phases of the grant, including in the preparation and application of criteria for the
policy evaluation, reviewing products in draft form prior to dissemination, and advising us on
effective communication strategies. We will obtain additional input from others as needed,
including specialized assistance from consultants (see Consultants section under Budget
narrative). The advisors are professionals who are health or legal experts and who have made
significant contributions to medical and legal policy in the area of cancer and non-cancer pain
management. We will have regular communication with the advisors over the course of the grant
— there will be periodic teleconferences with the advisors according to their availability.
Individual meetings may be accomplished at national conferences of groups such as the
American Pain Society. The following individuals have agreed to be advisors; others may be
added as needed.

1. June L. Dahl, Ph.D.: Dr. Dahl is a pain management pharmacologist and leads the
national Cancer Pain Initiative movement. She has lectured extensively to health-care
professionals about the pharmacological management of pain and about barriers to
effective pain management. She is currently working to make pain management a
priority in the health-care system and will be able to represent the needs of state cancer
pain initiatives in relation to regulatory issues.

2. Russell R. Portenoy, M.D.: Dr. Portenoy has published and spoken frequently on the
appropriate use of opioids for chronic cancer and non-cancer pain in relation to the
regulatory climate, has worked with state medical boards, and is knowledgeable about the
regulatory situation in a key state, New York.

3. Betty Ferrell, R.N., Ph.D.: Dr. Ferrell has published and spoken widely on the impact
of pain on the patient, addressing regulatory barriers to pain management, and improving
pain management nursing practice and education. In her capacity as chair of the Southern
California Cancer Pain Initiative, she is familiar with regulatory issues in relation to
patient care, particularly in another key state, California.

4. J. David Haddox, D.D.S., M.D.: Dr. Haddox is the current President of the American

4
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Academy of Pain Medicine and a former Director of the American Pain Society. He is
certified in general psychiatry and addiction psychiatry by the American Board of
Psychiatry and Neurology and is certified by the American Board of Pain Medicine, of
which he is a past President. He lectures frequently on topics in pain medicine, has
served as faculty for eleven workshops for state medical board members and has a special
interest in regulatory and policy aspects of the practice of pain medicine.

5. Myra Christopher, B.A.: Myra Christopher is Director of the Midwest Bioethics Center
and its National Program Office for the Robert Wood Johnson Foundation, Inc. She has
special knowledge of palliative care ethics and public policy, as well as an understanding
of the needs of the new Community-State Partnerships to Improve End-of-Life-Care.
6. James Winn, M.D.: Dr. Winn is Executive Vice President of the Federation of State
Medical Boards of the United States (FSMB), is a former member of the Alabama Board
of Medical Examiners, and has a broad knowledge of the regulatory aspects of medical
practice. Under his guidance, the Federation has approved and recommended to the state
medical boards a “Model Guideline for the Use of Controlled Substances in the
Treatment of Pain.”
7. Ronald Buzzeo, R.Ph.: Mr. Buzzeo is a pharmacist and former official of the United
States Drug Enforcement Administration. He has a thorough knowledge of national
controlled substances regulation from a law enforcement and regulatory perspective.
TIMELINE

A schedule for accomplishing the projects in this proposal is included in the Timeline section.

PRIMARY AIM

Building Capacity to Improve Pain Policy

Part 1. Policy evaluation
Five outcomes are proposed.
Products

(1) Guide to Evaluation of Federal and State Policies.! Year 1: A document will be developed

! Policies to be evaluated include both pain-related and pain-specific policies. Pain-related policies
include laws, regulations, or guidelines that have the potential to affect pain management although they may not

5
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that contains a state-by-state presentation of specific regulatory provisions that we will identify
in a major criteria-based evaluation of federal and state medical, pharmacy and controlled
substances laws and regulations (as of 1998) as having the potential to impede pain management,
as well as provisions which can be considered as preferable alternatives.

(2) Changes in Federal and State Policy: 1998-2001. Year 3: A report will be developed to
describe the changes that have occurred in the two years since the Year 1 Guide, above.

(3) Annual Review of New State Pain Policies. Years 1, 2, 3: Three separate summaries of the
pain-specific policies adopted in the previous year will be created and disseminated.

(4) Electronic Access to State Pain Policies. Years 1, 2, 3: Our present compilation of state pain
policies will be continuously updated and be formatted in a matrix-driven database containing
the complete language of all pain-specific policies in state laws, regulations and guidelines.

(5) Evaluations of Medical Board Pain Guidelines. Years 2, 3: Two additional policy
evaluations will be conducted, one comparing the quality of the medical board pain guidelines
adopted before the publication of the FSMB Model Guideline in 1998, with those adopted in the
next two years; and one comparing this latter group with the Model Guideline.

Procedures

Data collection: Policy data will be collected primarily through the use of LEXIS, an up-to-date
searchable computerized legal data-base for all federal and state laws and many state
regulations.” Administrative policies related to pain that are not available from LEXIS, such as
administrative codes and medical and pharmacy board guidelines, will be obtained directly from
the state agencies.’

specifically mention pain, such as a state’s use of special prescription forms, dosage unit limitations, and definitions

of “addiction” that may contribute to confusion between an “addict” and a legitimate pain patient. Pain-specific

policies include laws, regulations, or guidelines that directly address the use of controlled substances for pain

management, primarily laws such as Intractable Pain Treatment Acts [IPTAs], or administrative regulations and

medical board guidelines relating to prescribing opioid analgesics for pain. For the purpose of this grant, pain-
“related policies ¢an include pain-specific policies.

% We have chosen not to use the National Conference of State Legislatures (NCSL) Health Policy Tracking
Service, which monitors health-care bills introduced and adopted by state legislatures, because this service does not
make available the actual text of the policies but rather only summaries of each legislative bill.

* We have state agency mailing lists and will send periodic requests. Our expetience in requesting public
policies indicates that this is an effective method to obtain state administrative policies.

6
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(1) Guide to Evaluation of Federal and State Policies. The “Guide to Evaluation of State
Policies” will be a document designed as a workbook to assist people and groups who want to
learn how to evaluate policies that can affect pain management in their state; it will explain the
policy evaluation process, present a set of well-documented criteria for evaluating policy, list the
provisions that were identified by our own application of the criteria to the policies of each state
as of December 31, 1998, and offer model provisions that can be considered as altenatives. The
Guide itself will be a reasonable number of pages of summarized information, which will include
a matrix, or guide, to the provisions found in each state and at the federal level. Two Appendices
will be available separately which will contain the exact language of provisions and alternatives
for those who want a greater level of detail. The Guide will also contain an overview of pain-
related policy and a glossary of terminology, so that it will be useful not only for the experienced
policy analyst but also to those who are new to policy evaluation.

The Guide will be prepared in a hard-copy format, and placed on the PPSG website as
soon as possible but before the end of the first year. The Guide will be disseminated to all
Robert Wood Johnson Foundation-supported Community-State Partnerships, other grantees
including Last Acts, and to State Cancer Pain Initiatives, State Medical Societies and many other
organizations.

The tentative outline of the Guide is as follows:

Section I: Introduction: This section will explain the nature of policy analysis and pain policy,
as well as the relationship of pain policy to medical practice and to patient care.

Section II: Principles, Criteria and Questions: This section will present the intermnational and
national principles that will be used to develop the criteria and questions that will be used to
evaluate both federal and state pain policies. This section will draw on (a) a review of the
literature®, (b) our previous work to identify established legal and medical principles (Joranson,
1990; Joranson & Gilson, 1994a, 1994b) and (c) a document which is in preparation for the
World Health Organization titled “Guidelines for Evaluating National Narcotic Control Policies
for Balance.” '

The evaluation is a process that involves three steps:
(1) outline principles,
(2) convert principles to criteria and questions

(3) evaluate policies according to the criteria and questions.

The first step is a presentation of the principles. For example, one of the most important

! e.g., the federal Controlled Substances Act and its legislative history (1970), the Clinical Practice
Guidelines of the Agency for Health Care Policy and Research (Acute Pain Management Guideline Panel, February,
1992; Jacox et al.,, March, 1994), the Single Convention on Narcotic Drugs (United Nations, 1961), and Cancer Pain
Relief with a Guide to Opioid Availability (World Health Organization, 1996).
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principles is that drug control laws should contain certain positive declarations that recognize
that controlled substances, in addition to posing a potential threat to public health, are also
necessary to maintain public health, and that the use of controlled substances to relieve pain is a
legitimate medical practice.

In the second step, the principles will be converted into evaluation criteria, and expressed
as questions on a checklist that will guide the user through the third step, which is to evaluate the
law, regulation or other policy for the presence or absence of provisions.

The following is an example of the first two steps, beginning with a different principle,
and then deriving the criterion that is then expressed as a question:

The principle is that physicians, rather than government, should make decisions
about how patients’ medical conditions should be treated so that they are based on
the physician’s expertise and the patient’s needs; a resulting evaluation criterion
would be to look for “any state policies that restrict physician decisions regarding
amount or duration of drug treatment;” the question derived from the criterion
would be “Does this state have any policies that restrict the quantity of a
controlled substance that can be prescribed?”

Using the criteria, we will identify provisions as “identified provisions”(i.e., those provisions in
federal and state public policy that are either consistent or inconsistent with the established
criteria) that correspond to either of the following two requirements:

(1) (Should be present) Provisions that can positively affect pain management, i.e., a state
controlled substances policy that recognizes that the medical use of controlled substances for
intractable pain is a legitimate medical practice; or

(2) (Should not be present) Provisions that can negatively affect pain management, i.¢., a state
regulation that restricts the number of dosage units of controlled drugs that can be prescribed at
one time for a patient.

Section III: (Results) Presentation of provisions identified by the evaluation: The scope of
the evaluation will include federal policies, as well as all medical, pharmacy and controlled
substances laws, regulations and other policies, such as guidelines, for every state. This could
amount to as many as nine different policies evaluated for each state. The approximate number
of public policies to be collected and evaluated are described in Table 1.

Table 1. Scope of Public Policy

Controlled Medical Practice Pharmacy Practice Total
Substances

FEDERAL
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Laws

Regulations 1 —_ — 1
STATE

Laws 51 51 51 153
Regulations 25 51 51 127
Administrative Policies —_ 25 5 30
Total 78 127 107 312

Table 2 is a greatly abbreviated matrix which will be used to present the provisions that
we identify in the evaluation, A dot in a cell indicates that the PPSG evaluation found, according
to the criteria, a particular provision in the policies of that state. Using this matrix, the user can
quickly get an overview of the relevant provisions in their state.

Table 2. Identified Provisions matrix

Positive provisions Negative provisions
Provision Provision Quantity of
recognizing recognizing as Prescription is
necessity of legitimate medical Restricted
controlled practice the
substances for medical use of
public health controlled
substances for
pain
Alabama
Alaska ®
California ]
Delaware ®
Texas ]
Wisconsin e ®

Section IV: Summary of identified provisions: This section will contain a state-by-state listing
of all the provisions identified during the evaluation (including federal policies). This part of the
Guide will enable the user to learn the type of provisions that were found, without having to go
to the actual policies. An example of how this state-by-state synopsis will look can be found in

Figure 1.
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Figure 1. Summaries of Provisions

Alabama

o Inappropriate or inaccurate definition of pain-related terminology (“Intractable pain”) (Board of
Medical Examiners, Physician's Guide to Controlled Substances Regulation §1306.07(c))

Arizona

o Inappropriate or inaccurate definition of addiction-related terminology (“drug dependent person™)
(UCSA, Article 1, §36-2501 (4,5))

California

o Inappropriate or inaccurate definition of pain-related terminology (“Intractable pain”) (Medical
Practice Act, Business and Professions Code, §2241.5 (b))

o Restricts patient access to pain management (prohibits prescribing or dispensing controlled
substances to addicts or habitual users) (UCSA, Chapter 4, Article 1, §11156 & Pharmacy Law,
Chapter 9, Division 2, Article 7, §4362)

o Restricts patient access to pain management (Requirement of special government prescription form
for Schedule II opioid analgesics) (UCSA4, Chapter 4, Article 1, §11161)

o Inappropriate or inaccurate definition of addiction-related terminology (“narcotic addict”) (Welfare
and Institutions Code, Division 3, Chapter 1, Article 1, §3009)

Users of the Guide will benefit from knowing the legislative history of identified
provisions. For example, knowing that the historical origin of provisions that limit the
prescription of “narcotics” predates today's knowledge about opioid analgesics will help to
explain the need to revise and update policy. Therefore, Section IV will present a discussion of
the background or history of selected “identified impediments”. This part will present the results
of our legal research to explain the original intent of the language in the context of prevailing
attitudes about opioids. For example, the term “addict” began to appear in state laws well before
the 1970's when experts believed that mere exposure to narcotics like morphine was the major
factor in producing addiction, diagnosed solely by the presence of physical dependence.
Examples of other provisions that our legal consultant will research are the origins of required
reporting of addicts, the definition of “intractable pain” which places use of opioids for chronic
pain outside of generally accepted medical practice, and the requirement for consultation as a
condition of treatment. This section will discuss whether removing such impediments are likely
to increase the abuse of opioid analgesics, or whether removal will simply reduce the
impediments to pain management.

Section V: Models for change: This section will list summaries of provisions that can be used to
improve state pain policies or serve as alternative language to provisions that are impediments.

10
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These provisions will be drawn from some of the same sources as the principles and will be
consistent with the criteria. For example, we will draw from the Model Uniform Controlled
Substances Acts (National Conference of Commissioners on Uniform State Laws, August, 1970;
July, 1990), the federal Controlled Substances Act (CSA, 1970), Model Guidelines for the Use of
Controlled Substances in the Treatment of Pain (FSMB, May, 1998), as well as provisions
adopted (or repealed) by states to redress impediments such as replacing triplicate prescription
programs with electronic prescription monitoring programs, or the repeal of dosage limitations.

Thus, in addition to learning how to evaluate policy using criteria, and in addition to
seeing the results of such an evaluation, users of Guide will have examples of policy alternatives
including changes that have occurred in states to address impediments. The availability of
alternatives may facilitate the change process, since it eliminates time-consuming steps that
might not otherwise be taken to learn what options are available. An example of how Section V
would be formatted, according to each identified provision, is provided in Figure 2.

Figure 2. Alternative Provisions
Inaccurate/inappropriate definition of terms relating to addiction

1. New York State law until recently had legal definitions of “addiction” and “habitual user” which
had the potential to include pain patients who are physically dependent on opioid analgesics. The
state legislature revised both definitions to exclude pain patients, which became effective on
November 1, 1998. (New York Public Health, Article 33, §3302)

2.

Quantity of prescription restricted-dosage amount

1. In Wisconsin, the Controlled Substances Board found that the 120 dosage units or 34 day supply’
regulation of the Pharmacy Examining Board led to confusion and unnecessarily limited the
prescribing of controlled substances, especially in the treatment of cancer pain. The Pharmacy
Examining Board amended the regulation to repeal the 120 dosage unit restriction, while retaining the
34 day supply limitation. (Wisconsin Administrative Code, Pharmacy, §8.05)

2.

Section VI: Terms and concepts: This section will contain the definitions of commonly used
medical and legal terms, as well as an overview of the federal and state regulatory system that
affects the use of controlled substances for pain management.

Section VII: Appendices: To reduce the size and complexity of the Guide, two separately
available Appendices will contain even more complete information about the provisions present
in federal and state policy, which will be useful to a select group of individuals. The Appendices
will be distributed to a more limited audience but will remain available to others by request.

11
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Appendix A: Detail of Provisions from Section III, which will contain the full text and citations
of the provisions identified by the criteria evaluation.

Appendix B: Alternative Provisions from Section V, which will contain the full text and citations
of alternative policies that could be used to improve state pain policies.

Format and distribution. The “Guide to Evaluation of State Pain Policies” and the two
Appendices will be put on the PPSG website. The matrix in Section IIT will be automated so that
clicking on a dot in a cell will link the user directly to a down-loadable electronic document with
the full text and citation of the provision, which in turn will be linked to the alternative
provisions. This format will allow a user to move quickly through an extensive text database,
identifying the impediments in any state, as well as alternative provisions. Such immediate
access to complete pain policy information will give users the information necessary to identify
impediments and craft alternatives that can be used to support changes in policy to improve pain
management.

In addition to being available on the PPSG website, the Guide, its computerized matrix,
and the two Appendices will be put on CD-ROM in a variety of formats for distribution to
organizations or individuals who want local computer access to the information or may not have
ready access to the Internet.

(2) Changes in Federal and State Policy: 1998-2001. In the last year of the grant, we will issue a

report on all changes in pain policy that occurred in the three years since 1998. The document
will summarize the status of policy impediments in 2001, compare it to the status in 1998, and
provide a state-by-state review of the changes during the period. In addition, this report will
analyzc the trends and discuss future directions. This document will be useful for groups with a
long-term interest in improving pain policy in their state or at the federal level.

Format and distribution. This document will be provided in hard-copy format and will be
available on the PPSG website. Distribution will be to the list of organizations who received the
Guide, plus the groups who become involved in pain policy during the next few years.

(3) Annual Review of New State Pain Policies. In each year of the grant, a document will be
prepared that summarizes all new or modified pain policies from the previous year, such as the
adoption of intractable pain treatment acts and medical board regulations and guidelines on
prescribing controlled substances for pain. The Annual Reviews will contain (a) the cumulative
trend of pain policies since 1980, and (b) a state-by-state listing, citation, summary and
commentary for each new policy in the previous year.

Format and distribution. The Annual Reviews will be made available on our website and
will be distributed to key individuals and organizations such as health care providers, patient
advocacy groups, state cancer pain initiatives, state government pain commissions, state pain
summit meetings and task forces, state legislatures and medical boards.

12
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(4) Compilation of State Pain Policies. The PPSG has received many positive comments about
its down-loadable website database of the full text of pain policies currently in force, including
relevant federal and state laws, regulations and guidelines. Therefore, this policy database will
be continuously updated during the grant period. In addition, it will be upgraded to a more user-
friendly menu-driven matrix format as in Table 2. Clicking on the dot in a cell will provide
direct electronic access to the full text and citation of the pain policy. The accuracy and
completeness of the Compilation data-base will continue to be assured through our intenal
quality control procedures and our regular monitoring of the policy environment.

Table 2. Matrix of State Pain Policies
Laws Regulations Guidelines/Statements
Alabama ®
Alaska ®
California ® ®
Delaware
Texas L ® @
Wisconsin ®

Format and distribution. The Compilation will continue to be available on the website, a
CD-ROM with multiple file formats, and a limited number of hard copies will also be printed.

(5) Evaluations of Medical Board Guidelines. The adoption in 1998 of the FSMB “Model
Guidelines for the Use of Controlled Substances for the Treatment of Pain” is an important event
in the history of policy to improve pain management and to address physicians’ fears of being
investigated when prescribing opioids for patients with pain. We have already shown that the
Model Guideline has a number of attributes that are lacking in the 24 guidelines which existed at
the time the Model Guideline was adopted (Monterroso, Gilson, Williams, Nelson, & Joranson,
November, 1998). For example, the FSMB encourages all licensed physicians to view pain
management using controlled substances as a part of quality medical practice. Terms related to
addiction and pain management are defined and used correctly, and for the first time, a clear and
reasonable policy is established for the medical use of opioid analgesics to address physicians’
fears of regulatory scrutiny.

Two evaluations using the Model Guideline will be accomplished. The first (in year 2)
will compare the 24 medical board policies in 1998 with “second generation” policies, i.e., those
that are adopted in the next two years; the second (in year 3) will compare the “second
generation” policies with the parent policy, i.e., the Model Guideline. We hypothesize that
policies developed after the Model Guideline was disseminated will reflect a higher quality of
policy, i.¢., they will contain language which is balanced in recognizing the medical use of

13
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controlled substances, more direct in addressing physicians’ concerns about investigation, and
more accurate in terminology. These evaluations of the quality of guidelines will use the content
analysis methodology (with modifications) that we used for the “Pain Management and State
Regulatory Policy” grant (Joranson, 1997).

Part 2. Empirical research
Purpose

To complement the evaluation of pain policy, trends in abuse and medical utilization of
opioid will continue to be studied in order to evaluate any changes in the rate of opioid analgesic

abuse in the U.S.

Product

(1) Trends in abuse and medical utilizg’ tion of opioids (1980-2000). Years 1, 2, 3: Analysis of
the abuse of opioid analgesics compared to their medical consumption will be conducted to study
changes in these important trends, which are indicators of the “balance” being achieved in
preventing abuse while ensuring availability of opioids.

Procedures

(1) Trends in abuse and medical utilization of opioids (1980-2000). This section will contain
several parts. The first part will be a report that updates the trends of abuse and medical use of

opioid analgesics. In the previous grant we reviewed several data sets [2] and determined that
from 1980-1995 the abuse of opioids such as morphine was very low and stable.® This was true
despite large increases in medical use, according to consumption data supplied by the Drug
Enforcement Administration (DEA). In this part, we will collect and study several more years of
the Drug Abuse Warning Network (DAWN) and the Automated Records and Consolidated
Orders System (ARCOS) data [3, 4]. We will also continue to receive reports from the Toxic
Exposures Surveillance System (TESS) in an effort to corroborate the abuse trends with another
source of morbidity data on opioid analgesics.

5 Our preliminary comparison of the DAWN and ARCOS data, conducted during the first grant, revealed a
consistently low abuse rate of Schedule IT opioid analgesics, while the overall rate of drug abuse increased. In fact,
the frequency of these drugs has declined as a percentage of all DAWN mentions by over 60% over the a 16-year
study period, from 3.6% of all DAWN mentions in 1980 to 1.35% in 1995.

14
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Part 3. Communications
Purpose

Consistent with the purpose of this grant, the purpose of this section is to increase
awareness of pain policy issues and the ability of key individuals and organizations in
government and health care to evaluate and improve policies that affect pain management. This
will be accomplished by implementing a proactive outreach effort to communicate the products
of this grant to a broader range of individuals and groups than we have had the capability for in
the past. This goal will be accomplished using means in addition to ordinary channels of
publishing articles and disseminating reports.

Products
Four outcomes are proposed.

(1) Maintenance of PPSG website. Years 1,2, 3

(2) Expansion of PAINPOLICY listserve, Years 1,2, 3

(3) Rapid and efficient technical assistance and dissemination of information, Years 1, 2, 3

Procedures

(1) Maintenance of PPSG website. The PPSG website is being used more and more, now
averaging approximately 250 hits a day. At present, users can find information on our website
about a range of pain policy issues, a compilation of current state policies, and resources in
federal and state policy. We have received many positive comments: one prominent professional
told us she uses the website extensively for research, another said he was a “ real fan of the
website.” The website recently received an award from Growth House, Inc. for its content.® The
use rates and comments suggest that the PPSG website has become a valuable policy resource
that should be maintained.

We will expand the website to include the materials produced under the grant, including:
0 “Guide to Evaluation of Federal and State Policies,” linked ¢lectronically to appendices
containing the full text of state pain-related policy provisions, and the full text of

alternative language used by states to change policy,

o “Changes in Federal and State Policy: 1998-2001,”

¢ Growth House, Inc. is an organization that deals with end-of-life issues.

15

P-43071 _ 00034



o Three “Annual Review of New State Pain Policies”documents,

o Electronic access to State Pain Policies, including updated IPTAs, and medical board
regulations and guidelines,’ and

o Comprehensive links to other pain-related websites, as well as information about pain-
related listserves such as Oncopain, Last Acts, Mayday Pain Link, Project on Death in
America, and Midwest Bioethics Center and the Community-State Partnerships.

In addition, the website will be publicized through advertisements and notices in a variety of
newsletters, professional journals, listserves, and e-mail broadcasts. Further, we will add
resource materials produced by others with appropriate copyright permissions.

(2) Expansion of PAINPOLICY listserve. During the previous grant we piloted a listserve to
provide a vehicle for multidisciplinary communication among individuals and groups who want
to advance pain-related policy. The purposes (which do not include lobbying) are:

o discussion of pain-related regulatory and policy issues,

o discussion of whether a particular policy or proposal is a potential risk or benefit to pain
management, and how to make such determinations,

o sharing of successful and unsuccessful approaches to overcoming policy barriers,

o sharing cases where patients or professionals have been affected positively or
negatively by policy,

o disseminate news about changes in policy,

o announce meetings relevant to pain policy, and

o identify useful (or problematic) resource materials, journal articles, etc.

Recently, listserve discussions have included: (1) the FSMB’s Model Guideline and how
it is an improvement over existing state medical board guidelines, and (2) the recent trend in
proposed state and federal policy which perpetuates the myth that use of opioids in pain

management hastens death.

Current subscribers include representatives of the American Society of Pain Management

” The computerized matrix of state pain-specific policies will replace the “State Pain Policy Binder”
developed during the first grant, although a hard-copy document will be made available for limited distribution to
individuals without Internet access.
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Nurses, the National Alliance for Breast Cancer, the Western Pain Society, the American Pain
Foundation, the American Pharmaceutical Association, the American Academy of Pain
Medicine, Hospice organizations, and state Cancer Pain Initiatives. Expansion of the listserve
will include those from whom we have already received requests, as well as a much broader
representation of individuals and groups.

(3) Technical assistance and dissemination of information. Staff time has been budgeted to
respond to requests for assistance from an increasing number of health and government
organizations including medical boards that are developing pain management and end-of-life
Initiatives. These groups periodically request our review and comment on draft policies and
typically incorporate our comments into the final policy. During the previous grant, such
requests came from the National Foundation for the Treatment of Pain, the American Pain
Foundation, the National Hospice Organization, the Institute of Medicine, the National

Conference of State Legislatures, the American Pharmaceutical Association, the Arizona Board

of Medical Examiners, the Maine Board of Medical Examiners, and the Federation of State
Medical Boards.
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Endnotes

(13 A national survey of practicing physicians was originally considered for this grant to increase the
generalizability of results, but two substantial limitations argue against the use of such a
methodology. First, because a primary aim of this survey is to gain an understanding of
practitioner awareness of policy development in their state, there is a need to select some states
in which policy creation or modification is being considered. The use of large-scale survey
methodologies, such as Multi-Stage Probability Sampling or Probability-Proportionate-to-Size
sampling, would not easily conform to this goal since the number of practitioners in each state
(and not its policy environment) would determine the probability of a state’s selection. Second,
there is little need to make these surveys generalizable to every practitioner in the U.S. Our
interest is specific to the changes in physicians’ beliefs and attitudes over time as they become
aware of policy activity in their state. It is highly doubtful that such policy change will occur in
every state over the course of the grant period. There is, therefore, a need to select states based
on their current or potential policy activity in order to maximize efficiency of the sampling
process.

[2]  The data-sets are: (1) Drug Abuse Warning Network (DAWN) Annual Emergency Department
Data to identify substances associated with drug abuse episodes that are reported by a nationally-
representative sample of emergency departments, (2) American Association of Poison Control
Centers Toxic Exposure Surveillance System (TESS) Report, which tracks incidents of
hazardous drug exposures reported to a large sample of poison control centers, (3) Substance
Abuse and Mental Health Services Administration (SAMHSA) National Household Survey on
Drug Abuse (NHSDA), which measures the overall prevalence of drug abuse in the U.S. by use
of a stratified, multi-stage probability sample of households, and (4) Drug Enforcement
Administration (DEA) Automated Records and Consolidated Orders System (ARCOS) , a
federal computerized data system that collects data on the amounts of certain controlled
substances that are distributed to the retail level, and which can be used to monitor the national
and state pattems of “consumption,” of certain controlled substances.

Evaluation of the NHSDA data-set during the first grant suggests that these data cannot be used
effectively for our purposes because their standard reporting formats do not provide sufficiently
detailed information about opioid analgesics such as morphine, oxycodone, and hydrocodone,
while DAWN and ARCOS do. In addition, the availability of TESS data is compromised by the
substantial cost associated with needing the American Association of Poison Control Centers to
conduct data runs for the required drugs. As a result, we will collect only DAWN and ARCOS
data for this grant.

[3] ARCOS is a national database that reports both national and state drug consumption for various
controlled substances by both total grams consumed and grams/100,000 population. Through the
use of ARCQOS data, state drug consumption trends can be monitored to determine changes in
opioid analgesic consumption over time. In fact, ARCOS data are used commonly by the DEA
to rank states according to their retail distribution of a particular drug. Historically, states with
high rankings were identified typically as “problem states” and efforts were begun to investigate
possible reasons for such elevated consumption. In addition, a recent policy brief about Oregon
used ARCOS data to quantify that Oregon currently ranks first among states for prescriptions of
morphine — a statistic interpreted to reflect the “magnitude of Oregon’s progress in pain
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(4]

treatment for the dying” (State Initiatives in End-of-Life Care, June, 1998, p. 5).

DAWN is a large-scale, ongoing retrospective survey of medical records that involves that
collection of information from a multi-stage probability sampling of hospital Emergency
Departments in 21 metropolitan and other non-metropolitan areas. Since 1990, the participating
hospitals have constituted a representative sample of all such hospitals (SAMHSA, 1996;
SAMHSA, 1991). DAWN is the most widely-cited national drug abuse monitoring system
(Adams 1990, 1991; Adams & Kopstein 1993; Anthony 1979; Cooper et al 1992; DEA 1995;
Eissenberg 1997; GAO 1978, 1982; Greenfield 1995; Haislip 1992; Hollister 1990; Jacob 1990;

Lambert 1990; Office of Inspector General 1991) and is, therefore, familiar to drug abuse
researchers.
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Rosemary Gibson, Senior Program Officer : ’ dmmamas s
The Robert Wood Johnson Foundation
College Road East
P.O.Box 2316

Princeton, NJ 08543-2316

Re: Addendum
Dear Rosemary,

Further to our conference call on February 11, 1999, we are submitting this addendum to
the grant proposal “Building Capacity to Promote Pain Policy Through Evaluation, Research and
Communication.” We will eliminate the proposed empirical studies and provide information you
requested about other projects.

We proposed several surveys using repeat mailings and incentives of physicians and state
regulators to study their perceptions of the unprecedented changes that are occurring in state
laws, regulations and guidelines (in part due to our efforts). We have demonstrated that this type
of methodology has provided statistically valid and reliable empirical data for studying the
medical board member population. It may be possible as you suggest to increase the response
rate for the third survey of all state medical board members in the U.S. from the 54% we received
for our 1997 Time-2 mailed survey to the requested 80% return for our proposed Time-3 re-
survey. We agree this is a desirable goal, but achieving this rate of return would necessitate a
different and more expensive survey methodology that is not within the target budget. Therefore,
this and other similar surveys are deleted from this proposal and budget: the surveys of medical
board members, controlled substances regulators, physicians and pain specialists.

A question was raised about our proposed statistical study of the trends in abuse and
medical use of opioids needed for severe pain. Due to the level of concern that increasing
medical use of opioids in the class of morphine will lead to an increasing drug abuse problem, we
proposed to conduct a statistically valid study that we hypothesized would confirm that abuse of
opioids has been very low and stable over time for most opioids, compared to their rapidly
increasing medical use. Due to the costs of acquiring the data needed for such an evaluation
(according to our statistical consultant), we will eliminate this study. However, we wish to
continue our study of the trends and of any year-to-year changes in the aggregate abuse and
medical utilization of those opioid analgesics that are needed for managing severe pain, a trend
that is especially relevant to public health policy in drug abuse and palliative care. The results of
these latter studies will be communicated directly to professional audiences through publications,
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conference presentations and periodic news updates.
Medical board guidelines--comparing the second generation to the first

Our content analysis of 24 medical board guidelines in 1997 resulted in the recognition
that such guidelines were of variable quality, and also provided guidance for the development of
a Model Guideline that state medical boards could follow. A question was raised about the
purpose of the qualitative analysis we proposed to compare the first generation guidelines with
later guidelines that had been developed with the benefit of a model policy. The purpose is to
determine whether there are qualitative and quantitative differences (i.¢., improvement) between
the two periods, and thus to study whether a model guideline was an influence on subsequent
policy. The results of this study will provide boards and their Federation with data that can be
used to decide the next steps needed in achieving a uniform national policy to encourage better
pain management and end of life care.

Technical assistance

The PPSG is regularly asked to provide comments on policies that are being developed
related to pain management. A major example is the extensive assistance we provided to the
National Conference of State Legislatures document on state legislation. In addition, we have
responded to the following requests in the last three months:

1. (from the American Pain Foundation and the National Hospice Organization) for comments on
draft federal legislation on pain management and end-of-life care authored by Ron Wyden (OR)
titled “The Conquering Pain Act of 1999 ” as a response to the “Lethal Drug Abuse Prevention
Act,”

2. (from the American Medical Association (AMA) Council on Scientific Affairs) for comments
on a draft report titled “Use of Opioids in Chronic Nonmalignant Pain,”

3. (from the Maine State Board of Registration in Medicine) for comments on a proposed state
regulation titled “Use of Controlled Substances for Treatment of Pain,”

4. (from the Oklahoma State Cancer Pain Initiative) comments on a proposed state regulation
Oklahoma State Board of Medical Licensure and Supervision titled “Intractable Pain
Regulations,”

5. (from the Kansas State Cancer Pain Initiative) comments on draft state legislation relating to
pain management introduced to the Legislature of the State of Kansas.

PPSG was asked to review these proposed policies to identify language or provisions that
could lead to confusion or had the potential to create barriers to effective pain management. In
fact, the review of the 20-page AMA drafi report resulted in a six-page single-spaced letter that
was submitted in short time to the Council on Scientific Affairs. The extensive amount of time
and effort necessary to review the report and draft a response is the rule, rather than the
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exception. Given the amount of time and effort to provide thoughtful and extensive comments
regarding pain management policies, and with the likelihood that a greater number of future
requests for review will be forthcoming given the increased number of pain-related policies being
introduced, we believe that technical assistance is an important activity within the grant.

The total budget impact of these proposal modifications is contained in the adjusted
Budget and Narrative section, enclosed with this letter.

Thank you for the opportunity to respond to your questions. We look forward to any
further questions.

Sincerely,
Damlforomi—

David E. Joranson, M.§.S.W.
Senior Scientist, Director

Enclosure
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The Robert Wood Johnson Foundation
Route One and College Road East /ﬂé i /Zé&td%
Princeton, NY 08543-2316 a/ A

Dear Ms. Gibson: % 7 /M / '

On behalf of the Pain & Policy Studies Group at the University of Wisconsin-Madison, we
are requesting funding in the amount of IA.;;‘L;NJN the project, Building Capacity to Promote

Pain Policy Through Evaluation, Research ¢gnd Communication, under the direction of David E.

Joranson. $992 000 . M#v]z@/q")

The attached copies of our tax documentation are true and correct copies of the originals
on file with our institution and they remain in full force and effect.

The administrative officer of our organization is:

August Hackbart
Administrative Officer
University of Wisconsin System
750 University Avenue
Madison, WI 53706

(608) 262-0152

Sincerely,

yoL S

David E. Joranson, MSSW
Senior Scientist, Director

August Hackbart
Administrative Officer

Enclosures
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ANSWERED RECDRDED [um SHEET i

UW Proposal # (581

The attached application has been administratively approved on behalf of
the Board of Regents of the University of Wisconsin System and is submitted
for your consideration. Please keep our office advised as developments
occur with regard to this application.

Woe ask that you use the University’s above-referenced proposal number in
any future correspondence. Questions regarding administrative or
contractual matters should be directed to Suzanne Samusisen at (608)
262-6712. Questions regarding the technical nature of this applicat;on,
should be directed to the Principal Investigator.

APPROVED:
Fiiprisd P he e feant [-27-9F
August P. Hackbart Date
Administrative Officer
400 A.W. Peterson Building Telephone (608) 262-3822
750 University Avenue Fax (608) 262-5111
Madison, WI 53706-14890 Home Page hitp://info.gradsch.wisc.edu/rsp/
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David E. Jorsnson, MBSW Project Director $86,989 90%  $78290  $76.290
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Carolyn M. Williams, MBA Res. Program Mansger $4532% 5%  $13994 $33,99¢
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Budget Narrative
Grant Period: (from (8/1/99 to 1/31/02)
Budget Period: (from 8/1/99 to 7/31/00)

Project Year 1
L. PERSONNEL

Attached in Appendix A is a breakdown of percent effort per task as proposed in the three
year project proposal.

Project Director. David E. Joranson MSSW, 90% FTE

The project director is sccountable for planning, organizing and directing the policy evaluation,
research and communication programs of this project. Spesific responsibilities inchude directing
staff'in designing a policy data collection protocol, overviswing the content analysis of laws,
regulations and guidelines and reviewing reports and documents resulting from the policy
evaluation. He will direct staff in the development of criteria and the analysis of results and will
also direct the development of s communications network and the preparation of documents and
reports that will be made available on the Website and in hardcopy to our target sudiences.

Co-Di \ M. Gilson_PHD. 90% FTE
The co-director will assist the director to plan, organize, and direct the projects in this proposal
and will be responsible for conducting the content analysis of this project. He will also be
responsible for the research design aspect of the policy evaluation program of this grant and will
lead the work-group responsible for preparing the documents and reports resulting from the
policy evaluation,

Project Advisor. June L. Dahl. PhD, $% FIE

The project advisor of this proposal will be responsibls for assisting project directors and staff in
communicating and disseminating documents and reports to the target audiences. She will assist
the project in responding to the needs of cancer pain initiatives and provide expertise in the sres
of pain management and pharmacology.

Policy Analyst. Koren M, Rvan, MA, 90% FTE

The policy analyst will be responaible for the content review of the laws, regulations and
guidelines. These documents will be cataloged and reviewed for content and specific language
that is defined by the presence or sbsence of positive and negative provisions. She will be involved
with the conceptualization, formatting and creation of the annual reviews, evalustions and
guidelines as outlined in the grant, She will prepare the trend analysis for opioid abuse and she
will also serve as the moderator for the lisiserve.

gl FOIVE V) .

[Coseawrpny © ettt : Villiams A ):
The rmu:ch program manager will assist the Co-Director in ing the day to day activities
of this project including financial and personnel resources. She will assist the director and co-
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director in distributing and coordinating work and will be responsible for estimating costs of
programs, developing the budgets for each program activity, and preparing financial and progress
reports. She will participate in ressarch design, develop project timelines, and coordinate quality
comtro| of products.

Information Processing Consultant, Joha M. Nelson, MS, 90% FTE

The information processing consultant will overses all dats entry including the development and
maintenance of a reference database which includes citations for publication and technical ,
assistance. He will perform the data analysis for the evaluation of medical board guidelines. The
information consultant will work with staff to develop the electronic matrix, and the linking of
these and other supporting documents to the website and will assist in the maintenance of the
Listserve. He will produce 8 CD-ROM version of the evaluation and supporting appendices.

'I‘he mocute temrch cpeculi:t wxll be relponnblc for the momtoﬁng. collection and
organization of federal and state laws and regulations via Lexis, as well as working with state
medical boards to obtain regulatory policies relsted to pain mansgement. The associate research
specialist will work with the directors and policy analyst to select appropriste policies, and
convert them into computer-readable text documents. She will work with the information
consultant to catalog the documents. She will be involved in the criteria-based evaluation of the
collected policies and the medical board guideline evalustions. She will also assist in the
preparation of documents and reports.

Qutreach Specialist, TBA, 50% FTE

The outreach specialist will coordinate the efforts of the group to increase the awareness of pain
policy issues and to broaden the dissemination of products of this proposal to key individuals and
organizations in government and health care. This includes the evaluation guidelines, annual
reports, and other documents. The outreach specialist will also assist the Associate Information
Consultant in maintaining the website and assist in moderating the listserve to meet the needs of
the many user groups. He/she will also work closely with the public relations firm to facilitate
news bytes, releases, and briefings.

The program sssistant will be responsible for responding to information requests and assisting
staff members for production and dissemination of reports and documents to the target sudiences
of this proposal. He/she will support importing text. He/She will also provide organizational
support and clerical support 1o other project staff on all projects. This is an hourly classified
position thereby constituting a different fringe benefit rate than other project personnel.

Office Assistant, TBA, 30% FTE

The office assistant person(s) will assist in responding to information requests, and provide
general office assistance such as filing, copying, and retrieval of library reference materials for the
production and dissemination of the educational documents to be developed under this proposal.
This position will be filled by undergraduate student workers,

3
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FRINGE BENEFITS - Benefits are provided by the State of Wisconsin and administered by the
Univeruity of Wisconsin System. A chart breaking down the components of the Fringe Benefit
rates of University of Wisconsin employees is found in Figure 1.

Figure 1.
The Components of the fringe beaefit rates for the University of Wisconsin

Benefit Category Staff Program | Office
Assistant | Assistant

Income Continnation 0.18 0.09

Unemployment Comp. 0.16 0.17

Worker's Comp, 0.32 0.33

Social Security 871 6.07 1.91

Medicare 1.48 1.48 0.4

Health Insurance 11.79 19.37

Life Insarance 0.07 6.10

Retirement 14.20 14.20

ERA Administration 0.01 8.01

Prior Year Adj 0.14 0.71 0.64

Totals 34.00%°|  42.50% 3.00%]
Project Director $ 78,290 34.0% $26,619
Co-Director $ 35,981 34.0% $12,234
Project Advisor $ 5,398 34.0% $ 1,834
Policy Analyst $ 29,357 34.0% $ 9,981
Res, Prog. Mgr. $ 33,994 34.0% $11,558
Info. Processing §$31,980 34.0% $10,873
Assoc. Res. Spec.  $24,380  34.0% $ 8,289
Outreach Spes. $16,000 34.0% . § 5,440
Program Assistant  §$ 10,615 42.5.0% $ 4,511
Office Assistant $ 4992 3.0% $ 150
Total Fringes $91,489 ,

4
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1 OTHER DIRECT COSTS

Office Operantions:

Supplies - The requested supply budget is $2,700 in Year 1. This includes §1,800 for
office supplies such as fax paper, pens, pencils, file folders, and labels. Reference
materials and the purchase of laws and regulations not available on the Internet is
estimated at $900 per year. This is based on a collection of medical board regulations and
nursing regulations done in 1996.

Computer supplies - We are requesting an estimated $500 for maintenance of computers..
This would include memory upgrades($120), hardware maintenance (i.c. cables, modems,
hard drives(~$325)) , toner cartridges ($55), etc. These items will be purchased as
needed.

Duplicating/printing - Costs for duplication of reference materials, reports and documents
is $2,86S, This is based on historical costs of similar reports that were prepared for &
previous Robert Wood Johnson Foundation grant. All duplicating/printing is done by on-
campus services or by UW or State contract, whatever is most economieal.

Telephone - We ase requesting support for ten telephone and modem lines for projest
personnel. Each person has two telephone lines (one dedicated modem line and one voice
line). Yearly line rental per line is $175 for a total of $1,750. Line usage for telephone
lines is estimated at $40S. Total telephone charges of $2,155.

Postage - U.S. postage cost are estimated at $1,500. This includes the mailing of reports
and correspondence, and the mailing of documents to target andiences. This cost is based
on historical costs of similar mailings that were done for our previous Robert Wood
Johnson Foundation grant and projest for other finding sources.

Service Agreements - We will require service contracts for our copy machine and fix
machine in order to maintain this equipment in proper condition. The yearly contract for
the copy machine is $2,700 paid on 8 quarterly basis of $675 and the contract for one year
service for our fax maching is $300. Our current Robert Wood Johnson Foundation grant

. (#031461) covered these casts during that project. We would like to request that these
costs continue to be covered during this projest period. It is important to our work to
have these pieces of office equipment in good working order in order to be able to provide
rapid and efficient technical assistance to other groups.

Software:
Software and database access is estimated st $6,500, The cost of subscribing to the Lexis

online service, which provides access to law databases is $540 per month for & total cost
of $6,500 per year.
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Travel: u

a
The total cost of travel is estimated at $15,960, This comprises the cost of airline ﬁ'-w \’Dv
tickets, hotel and miscelianeous travel expenses for 14 trips ($1,140 each trip) for ‘J«.\ g
project staff. Project staff will attend various scientific meetings and conferences
to present research data and products of this proposal. These meetings may M‘a"
include the American Pain Society annusl mesting, the Pain Management and p 'A
Chemical Dependency meeting, the State Cancer Pain Initistive National meeting, 4
and State Community Partnerships. They will also be available to provide
technical assistance to initistives and other professional groups and entities.

HL INDIRECT COSTS.

Indirect costs are calculated a1 & 9% rate of budget categories I and Il for a total indirect
cost of $35,180

IV. EQUIPMENT
Nons,

V. CONSULTANT/CONTRACTUAL AGREEMENTS

Advisory

The advisors to this project will use their expertise to assist project staff in the preparation
and application of policy evaluation criteria and in reviewing product drafts prior to
dissemination. We will have regular communication with the advisors over the course of
the sr:nt and each have agreed to provide a two day commitment to the project at $500
per day.

The advisors include Russell Portenioy, MD; Betty Ferrell, RN, PhD; Myra Christopher,
(payment declined); James Winn, MD); Ronald Buzzeo, R.Ph; J. David Haddox, DDS, MD
at $1,000 per sdvisor for a total of $5,000.

Mr. Bill Marcus, JD, has agreed to be s legal consultant to the project. He will provide
sssistance with historical basis of legisiation, legal citations, and identification of legal
provisions that will be converted in to policy evaluation criteria, He has agreed to provide
8 days of consultation at $500 for & total of $4,000.

Funds are allocated to contract with a communications firm such as Burness
Communications to assist in the dissemination of information and products of this
proposal. It was estimated by Victoris Weisfeld, Senior Communications Officer of the
Robert Wood Johnson Foundations that over the two and & half year period that the grant

6
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covers that our communications cost would be $85,000, This would include three press
briefings at $15,000 each (total of $45,000) and four press releases at $10,000 each (total
of $40,000). The total cost over the two and & half years would be $85,000. For
budgeting purposes, $35,000 are charged to year one and year two and $15,000 is
charged to year three. The contract for communications is not in place at this time. This is
8 cost estimate.
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THE ROBERT WOOD JOHNSON PFOUNDATION
LINE ITEM BUDGET
Budgst Pariad: (from 8100 1 7581/01)
PROJECT YEAR2
i PERBONNEL Bets
Name Poaitiem Salary % Time Toial
David E. Joranasn, MSSW Project Dimoter $92.208 S0%  $46,104
Aarog M. Gilssa, PhD Co-Director $42.378 $0% 21,189
Jumo L. Dabl, PhD Prejoct Advisr $114,368 §% $5.71%
Karen M. Ryan, MA Peliey Analyst $34,577 0% $17.208
Carvlyn M. Williame, MBA Res. Progrum Mansger $48,045 %  $24.022
Jobn M. Nejeon, M8 Info. Provessing Copsubame ~ $37,865 % 518833
Marths A. Maurer, BS Assos, Resereh Spme. $25,843 50% $la921
TBA Outreach Specialist $i3920 0%  $16960
TBA Progrem Assistant® 344,504 s $11.3%2
Tha Offics Assimant®® $17.638 308 $5.292
Fringe Benefits (34%, *42.5%, ¥3%) $60.372
SUBTOTAL §139,941
1L OTHER DIRECT COSTS
OFFICE ?WTIGNS
upplios $2,700
Computer Sup!ii- $s500
Duplicating/Prnting $3.868
Telophene $2.188
Postage $1,900
Servieo Agreeroeuts $3,000
SOFTWARE $5.500
TRAVEL $15,960
BUBTOTAL $35180
ML INDIRECT COSTS 0%) §24.762
IV. EQUIPMENT $0
Y. CONSULTANT/CONTRACTUAL AGREEMENTE $44,000
TOTAL BREH D

BRWI Other
Support  Suppont

$46,104
$21,189

$5,718
$17,248
$24.022
$16.233
$la921
$16,960
$11,292

§5.292

$60,373
§338.931

$2,700
$300
$2,865
£3.185
$i.500
$3,000
$6,500
$13.960

434,380

$24,762

-
AR
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Budget Narrative
Grant Period: (from 8/1/99 to 1/31/02)
Budget Period: (from 8/1/00 t0 7/31/01)

Project Year 2
L. PERSONNEL

There are no changes in personnel for Year 2. Salaries are increased by 6%. The State of
Wisconsin is undergoing its’s bisnnual budget process during the summer of 1999. Included in
the budget is 2 pay “catch-up” package for University of Wisconsin academic staff. This “catch-
up” package is to increase base salaries to be competitive with peer institutions. At this time, the
news reports indicate that the salary increase will fall somewhere between 5.2 % and 6.5% each
year for the next two years. The administration of the University of Wisconsin has advised that
grant budgets should use a 6% salary increase for salary calculations.

Projest Director David E. Joranson, MSSW $0% FIE
Co-Director Asron M. Gilson, PhD 50% FTE
Praject Advisor June L. Dahl, PhD $%FTE
Policy Analyst Karen M. Ryan, MA 50% FTE
Research Program Manager Carolyn M. Williams, MBA $0% FTE
Info. Processing Consultant John M. Nelson, MS 50% FTE
Associate Research Specialist Martha A. Maurer, BS 50% FTE
Outreach Specialist TBA 50% FTE
Program Assistant TBA 50%FTE
Office Assistant TBA 30% FTE

FRINGE BENEFITS - Benefits are provided by the State of Wisconsin and administered by the
University of Wisconsin System and include income continuation insurance, unemployment
compensation, worker's compensation, social security, health insurance, retirement, and ERA
administration. (See Figure 1, pg 4)

Title Salary Eringe Rate Eringes

Project Director $ 55,328 34.0% $ 15,675
Co-Director $27,546 34.0% $ 7,204
Project Advisor $5.78 34.0% $ 1,94
Policy Analyst $22,478 34.0% $ 5878
Res. Prog. Mgr. $ 24,022 34.0% $ 8168
Info. Processing $ 22,599 34.0% § 6,403
Assoc. Res. Spec.  § 12,921 34.0% § 4,393
Outreach Spec. $17,978 34.0% $ 5,766
Program Assistant  $ 11,927 42.5.0% $ 4,782
Office Assistant $ 5292 3.0% $ 159

Total Fringes $60,372
9
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I OTHER DIRECT COSTS
Office Operations:

Supplies - The requested supply budget remains at $2,700 in Year 2.

Computer Supplies - The requested computer supply budget remains at $500.
Duplicating/printing - The requested duplicating/printing budget remains at $2,865 in
Year 2.

Telephone - Total telephone remains at $2,155 in Year 2.

Postage - U.S. postage costs are estimated at $1,500.

Service Agreements - Service agreements are estimated at §3,000 for Year 2.

Software:
Software and database access is estimated at $6,500. The cost of subscribing to the Lexis
online service, which provides sccess to law databases is $540 per month for an
approximate cost of $6,500 per year.

Travel;
The total cost of travel is estimated st $15,960 for fourteen staff trips to present data and
provide technical assistance.

OI. INDIRECT COSTS.

Indirect costs are calculated at & 9% rate of budget categories I and I for a total indirect
cost of $24,762.

IV. EQUIPMENT
No equipment is requested in Year 2.
V. CONSULTANT/CONTRACTUAL AGREEMENTS
Advisory
The advisors include Russell Portenoy, MD; Betty Ferrell, RN, PhD; Myra Christopher,

(payment declined), James Winn, MD; Ronald Buzzeo, R.Ph; J. David Haddox, DDS, MD
at $1,000 per advisor for a total of $5,000.

Mr. Bill Marcus, JD, has agreed to be a legal consultant to the project. He has agreed to
provide 8 days of consultation at $500 for a total of $4,000.

Communications

It is estimated that $35,000 will be needed in year one 1o prepare press releases and one
pross briefing in year 2 as described in year 1 justification,

10
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THE ROBERT WOOD JOHNSON FOUNDATION
LINR ITEM BUDGET

Budget Period: (Gom 2101 m 1/31403)

PROJECT YEARD
L PERBONNEL Base RWI Other
David B, Jorensep, MESW Preject Direster $97.741 0% 334438 $34.435
Aaron M. Gilssa, PRD Co-Diresur $44.920 0%  $11230  §11230
June L. Dabi, FAD Praject Advissr $121,226 §% €3.030 $3,03)
Ksrwn M. Rysn, MA Policy Anslyst $36,651 S0%  $9163  $9,163
Carolyn M, Williams, MBA Res. Program Manager £50,927 Soe  $12,732 $12,732
John M., Nelsoa, MS Info. Procsssing Consubmat $39,923 50% £9.981 $9.981
biarthe A. Mowrer, BS Assoe. Ressarch Spac. $327.393 50% $6,848 $56.848
T8A Outresch Spuialist £38.953 0% £6.989 $6.989
TBA Progrum Assistaer® $23,858 50% $5,964 $5,964
TBA (sudants) Office Asnierani®® $18,697 30% $2.808 $2,808
Frings Benefits (34%, %42.9%, **3%) $31,99%  $3.598
SUBTOTAL $127,176 §137.9%7¢
Il OTHER DIRECT COSTE
OFFICE OFERATIONS
Supplies £933 $933
Computor Supplies $2350 §250
Duplicating/Printiog $3.564 $£2864
Telaghone 81,077 $1.om
Postage $7%0 $7%0
Servise Agreoments $1,500 §1,500
SOFTWARE $3.250 $3250
TRAVEL $3.700 $4,700
BUBTOTAL 516334  5163%¢
L INDIRECT COSTE (9%) $12918  $12918
IV. EQUIPMEBNT %0 $0
Y. CONSULTANT/CONTRACTUAL ACREEMENTS $20.250 £20,2%0
TOTAL $176468 §174.688 t
oW oty
NG
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Budget Narrative
Grant Period: (from 8/1/99 to 1/31/02)
Budget Period: (from 8/1/01 to 1/31/02)
NOTE: YEAR THREE IS A SIX MONTH PERIOD
Project Year 3
L PERSONNEL

There are no changes in personnel for Year 2, Salaries are increased by 6%. A justification for
this increase is given in year 2,

Project Director David E. Joranson, MSSW S0% FTE

Co-Director Asron M. Gilson, PhD 50% FTE
Project Advisor June L. Dahl, PAD $%FTE

Policy Analyst Karen M. Ryan, MA, $0% FTE
Research Program Manager Carolyn M. Williams, MBA 50% FTE
Info Processing Consultant John M. Nelson, MS S0% FTE
Asgociate Research Specialist Martha A. Maurer, BS S0% FTE
Outreach Specialist TBA S0%FTE
Program Assistant TBA 50% FTE
Office Assistant TBA 30% FTE

FRINGE BENEFITS - Benefits are provided by the State of Wiscongin and administered by the
University of Wisconsin System and include income continuation insurance, unemployment
compensation, worker’s compensation, social security, health insurance, retirement, and ERA
administration.

Title Salary Fringe Rate Eringes
Project Director $29322 34.0% $8,308
Co-Director $13,476 34.0% $3818
Project Advisor  § 3,031 34.0% $ 1,031
Policy Analyst $11.912 34.0% $3.018
Res. Prog. Mgr. $12,732 34.0% $4329
Info. Processing ~ $11978  34.0% $ 3,394
Assoc. Res. Spec.  $6,848 34.0% $2,328
Outreach Spec, $9,528 34.0% $ 3,056
Program Assistant  § 6,321 42.5% $ 2,538
Office Assistant $ 2,805 3.0% $ 84

Total Fringes $31,998 »
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11 OTHER DIRECT COSTS

Office Operations:

Supplies - The requested supply budget is $933 in Year 3.
Computer Supplies - The requested computer supply budget is $250 in Year 3.
% Duplicating/printing - The requested duplicating/printing budget is $2,864 in Year 3.
Telephone - Total telephone remains at $1,077 in Year 3,
Postage - U S. postage costs are estimated at $750,
Service Agreements - Service agreements are estimated at $1,500 for Year 3.

Software:

Software and database access is estimated at $3,250. The cost of subscribing to the Lexis
online service, which provides access to law databases is $540 per month for 8
approximate cost of $3,250 for 6 months.

Travel:

The total cost of travel is estimated st § 5,700 for five staff trips to present data (2‘ by e 06)
and provide technical assistance. 2099 ag

L INDIRECT COSTS.

Indirect costs are calculated at a 9% rate of budget categories I and II for a total indirect
cost of $16,324

V. EQUIPMENT
No equipment is requested in Year 3.
V. CONSULTANT/CONTRACTUAL AGREEMENTS

Advisors

The advisors include Rusaell Portenoy, MD), Betty Ferrell, RN, PhD; Myra Christopher,
(payment declined); James Winn, MD; Ronald Buzzeo, R.Ph; and J. David Haddox, DDS,
MD at $500 per advisor for s total of $2,500.

Mr. Bill Marcus, JD, has agreed to be a legal consultant to the project. He has agreed to
provide 5.5 days of consultation at $500 for a total of $2,750.

Communications
1t is estimated that $15,000 will be needed in year one to prepare press releases as
described in the justification for year 1,

, gk 15 same DL YRS | HhRough 3, etn Mogh {R3 hag Q4 guration
i%:déﬁﬁ bm0S. Per CacoliN willidus, Hnrs is fo covlR an-icipeted pﬂmh‘né/
Dplicabion Gosts Reluled 46 e produckon § disieibution g ne finaf graat[an'

ResFotts during YL 3. mw  72/%99
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THE RORERT WOOQD JOFNSON FOUNDATION
LINE ITEM BUDGET

Bodgst Peried: (Bum/159 113102

L PERSONNEL
Nama Bumition
Devid B, Jorsnson, M3SW Projoct Dirvstar
Aspon 3. Gllace, PhD Co-Direstor
Shew L. Dahl, PhD Prjscs Advisar
Karam M. Ryuas, MA Palicy Anslyst
Caretyn M. Willlswm, MBA Ren Program Mansge
Joden M. Nalsem, b3 Info. Prevmsing Conmitant
Mates A Mowe, B Asmoe, Resnrch Sges.
TBa Ousrasaly Spmainlie
TBa Progres Amlges®
TBA (sruderas) Office Amlatant®®
Fringe Bousfits (34%, %42.9%, **3%)
BUBTOTAL
. OTHER DIRECT COST8
]
e,
L
Peatage
Sarvise Agremmmly
SOFTWARE
TRAVEL
BTOTAL
L INDYRECT OOSTE (99%)
§v. EQUIPRMENT

V. CONSULTANT/CONTRACTUAL AGREEMENTS

TOTAL
TOTAL PRONECT COST

o
g

$3F

Year

Your3

Jmal  JaTiem

£35,981

§3,393
9,351
§33,994
£1.5%0
§24380
516,000
$10.613

992

Blae
8047

£,%0
2065
$2,185
$1,500
0.0
$5,500

$15.960
51

£5, 709

5%

fFE35§3

Yeor2

Yoer 3

Tl  %Tiew

$44,104
821,189

83,718
gi17.288

§18,838
$iz.921
516,360
$ilasn

§s.32

60372

§2,700
62,889
§2,135

51,500
000

$15.5%0

L5100

is i3

$0%

4%

NO.eS2 Pe16-820

Your 3

§24,498
$11,230
£3,031
8,16
512,732
§.981
84,848

85,964
§2.009

8199
$03Y,17¢

#3
R0
Bab64
§1,677
§150
$1,500
£3,250

‘slm

§16.324

812,915

$176.668
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APPENDIX A - Percent Effort per Task

Guide 10 Evaluation of Federal and State Policies, Year 1; A document will be developed that
contains 8 state-by-state presentation of apecific regulatory provisions that we will identify in a
major criteria-based evaluation of federal and state medical, pharmacy and controlled substances
laws and regulations (as of 1998) as having the potential to impede pain management, as well as
provisions which can be considered as preferable alternatives.

Year]  Yewr2 — Yeurd

Director Joranson 0%
Co Director Gilson 55%
Advisor Dahl

Policy Analyst Ryan $0%
Res. Prog. Mgr. Williarns 25%
Info. Processing Nelson

Assoc. Res. Spec  Maurer 65%
Outreach Spec. TBA

Prog. Assistant TBA 10%
Office Assistant TBA 10%

: 1098. Year 3: A report will be developed to describe
the changu that have accurred in the two years since the Year 1 Guide.

Yearl  Yewr2  Xeard

Director Joranson 5%
Co Director Gilson 5%
Advisor Dshl

Policy Analyst Ryan %
Res. Prog. Mgr. Willigms %
Info. Processing Nelson

Assoc. Res. Spec  Maurer 15%
Outreach Spec. TBA

Prog. Assistant TBA 10%
Office Assistant TBA 5%

18
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Annual Review of New State Pain Policies. Years 1, 2, 3: Three separate summaries of the pain-
specific policies adopted in the previous year will be created and disseminated.

' Yearl Year2 Year 3
Director Joranson 10% 10% 10%

Co Director Gilson 15% 15% 15%
Advisor Dehl

Policy Analyst Ryan % 5% 5%
Res. Prog. Mgr. Williams 10% 10% 10%
Info. Processing Nelson

Assoc. Res. Spec  Maurer 10% 15% 10%
Outreach Spec. TBA

Prog. Assistant TBA 10% 10% 10%

Office Assistant TBA

Electronic Accens to State Pain Policies, Years 1, 2, 3: Our present compilation of state pain
policies will be continuously updated and be formatted in 8 matrix-driven databass containing the
complete language of all pain-specific policies in state laws, regulations and guidelines.

Year1  Year2 — Xemd

Director Joranson 5% % 2%
Co Director Gilson 5% %

Advisor Dahl

Policy Analyst Ryan 5% 5%

Res. Prog. Mgr. Williams 15% 15% 15%
Info. Processing Nelson S0% 25% 25%
Assoc. Res. Spec Maurer 10% 10% 5%
Outreach Spec. TBA

Prog. Assistant TBA 10% 10% 10%
Office Assistant TBA 10% 10% 10%

JEvaluations of Medical Board Pain Guidelines, Years 2, 3: Two additional policy evaluations
will be conducted, one comparing the quality of the medical board pain guidelines adopted before
the publication of the FSMB Model Guideline in 1998, with those adopted in the next two years;
and one comparing this latter group with the Model Guideline.

Yearl  Yewr2  Yewd

Director Joranson 2% 2%
Co Director Gilson 15% “15%
Advisor Dahl

Policy Analyst Ryan 10% 10%
Res. Prog. Mgr. Williams 5% 5%
Info. Processing Nelson % 5%
Assoc. Res. Spec  Maurer 10% 10%
Outreach Spec. TBA

Prog. Assistant TBA 1094

Office Asgistant TBA 10% $%

18
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rends in sbuse and medical utilization of opioids (19 ‘ Years 1, 2, and 3. A report that
updates the trends of abuse and medical use of opioid enalgesics will be prepared. We will collect
and study several more years of the Drug Abuse Warmning Network (DAWN) and the Automated
Records and Consolidated Orders System (ARCOS) data

Year]  Yemrz  Yeur3d

(]
i

Direstor Joranson 5% % 2%
Co Director Gilson

Advisor Daghl

Policy Analyst Ryan 5% 5% 5%

Res, Prog. Mgr Williams

Info. Processing Nelson

Assoc. Res. Spec  Maurer 5% 5% 5%
Qutreach Spec. TBA

Prog,. Assistant TBA

Office Assistant TBA

Maintenance of PPSG website, Years 1,2,3
Your 1 Year2 Yeard

Director Joranson $% 2% 2%
Co Director Gilson

Advisor Dehl

Policy Analyst Ryan 5% 5% 5%
Res. Prog. Mgr. Williams 10% 10% 10%
Info. Processing Nelson 20% 10% 10%
Assoc. Res. Spec  Maurer

Outreach Spec. TBA 15% 15% 15%
Prog. Assistant TBA

Office Assistant TBA 10% 10% 10%

Expansion of PAINPOLICY listserve, Years 1,2, 3
Yearl Year2 Yeurd

Director Joranson % 2% 2%
Co Director Gilson

Advisor Dahl

Policy Analyst Ryan 15% 15% 15%
Res. Prog. Mgr. Williams 5%

Info. Processing Nelson 10% 5% 5%
Assoc. Res. Spec  Maurer

Outreach Spec. TBA 10% 10% 10%

Prog. Assistant TBA
Office Assistant TBA

i7
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15%
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October 21, 2002

Robert C. Andresen

Administrative Officer

Research and Sponsored Programs
iversity of Wisconsin-Madison

750 University Avenue, 4th Floor

Madison, WI 53706-1490

Reference: 1.D. #036509 - Budget Revision Received/Approved
Dear Mr. Andresen:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

We have received your budget revision for the period of January 31, 2002, through
April 30, 2002 and approved it. We will consider this submission as backup for your
final financial report which reflected overexpenditures in the "Personnel” and "Other
Direct" categories.

Please note, a letter of explanation for the overexpenditures in year 02 on the "Other
Direct Subtotal” in our letter dated October 18, 2001, is currently outstanding. Once
this letter of explanation is received we will release your final payment.

Cumulative expenditures as of April 30, 2002, have been $977,073. The Foundation has
made payments to date totaling $761,573 leaving you a cash deficit as of April 30, 2002,
of $215,500. Once the letter of explanation is received, we will release your final
payment.

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Oftice Box 2316 Princeton. New Jersey 08343-2316  (609) 452-8701
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If I can assist you further, please contact me at 609-627-5844.

Sincerely,

Sophia Kounelias
Financial Analyst

/SXK

cc: David E. Joranson,)ﬁ.S.S.W.
Rosemary Gibson
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Sophia Kounelias, Financial Analyst _ l-r TR 0t <
Robert Wood Johnson Foundation praabtiuite Lol

Route 1 and College Road East
Post Office Box 2316
Princeton, NJ 08543-2316

RWIF # 036509, Building Capacity to Promote Pain Policy Through Evaluation.
Research and Communication
UW # 133-CW36

Reference:

Dear Ms. Kounelias:

I am writing to request approval of a rebudgeting for the above referenced grant. A request to
extend the grant from January 31, 2002 through April 30, 2002 was approved in your letter
dated April 29, 2002. The budget revisions are mainly to extend salaries for February through
April 2002 and to revise other direct cost items to reflect actual expenditures. The revised
budget and budget narrative are enclosed for your review.

I hope that this request meets with the approval of the Foundation.
Sincerely,

D LA/%”,M, “

David Joranson
Senior Scientist and Director

Enclosures

Cc  Comprehensive Cancer Center

Medical School

UW' Comprehensive Cancer Center - University of Wisconsin-Madison Medical School
406 Suience Drive, Suite 202 Madison, W1 337111068 USA  (608) 263-7662 FAX: (603) 2630234
swww.medsch.wie edu/painpolics
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BUILDING CAPACITY TO PROMOTE PAIN POLICY THROUGH EVALUATION,

RESEARCH AND COMMUNICATION
Principal Investigator: David E. Joranson
Robert Wood Johnson Foundation ID # 036509
UW- Madison 133-CW36

Grant Period: August 1, 1999 - April 30, 2002 Estimated
Budget Period: August 1, 2001 - April 30, 2002 Expenses
Incurred
Approved Revision Proposed through
Amount Request Budget Apr-02
I-Personnel
Project Director $24,435 $17,941 342,376 1 $42,375.83
Co-Diractor $11,230 $6.879 $18109 | $18,109.49
Project Advisor $3,031 $65 $3,006 $3,005.62
Project Analyst $9,163 $5,472 $14,635] $14,635.24
Research Program Manager $12,732 $3,217 $15940 |  $15,949.14
Information Processing Consultant $9,981 ($4,862) $5,119 $5,119.2%
Associate Research Specialist $6,848 $4,613 $11,461 ] $11,460.74
Qutreach Specialist $8,989 $11 $9,000 $9,000.00
Program Assistant $5,964 $6,430 $12,394 | $12,393.50
QOffice Assistant $2,805 385 $2,890 $2,890.48
Subtotal Personnel $95,178 $39,851 $135,029 | $135,029.33
Fringes $31,998 $12,076 $44,074 | $44,073.74
Total Personnel $127,176 $51,927 $179,103 | $179,103.07
l-Other Direct Costs
Supplies $933 ($7) $926 $926.00
Computer Supplies $250 $20 $270 $270.00
Duplicating/Printing $2,864 ($277) $2,587 | $2,586.54
Telephone $1,077 $130 $1,207 $1,206.71
Postage $750 $0 $750 $750.00
Service Agreements $1,500 (3784) $716 $716.25
Software $3,250 $2,690 $5,940 $5,940.00
Travel $5,700 $1,709 $7,409 $7,408.91
Total Other Direct Costs $16,324 $3,480 $19,804 | $19,804.41
Subtotal kil $143,500 $55,407 $198,907 { $198,907.48
Indirect Costs (%) $12,915 $4,987 $17.902 | $17,901.67
lil- Consultant/Contractural $20,250 ($18,250) $2,000 $2,000.00
Total All Categories $176,665 $42,144 $218,809 | $218,809.15
Year 1 Expenditures $404,550.55 Total Grant Award $998,000.00
Year 2 Expenditures $353,710.65 Less Total Expenditures {$977.070.35)
Year 3 Proposed Expenditures $218.808.15 Unspent Balance  $20,929.65

Total Expenditures  $977,070.35

9/23/2002 11:26 AM fundacet\133CW386
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Building Capacity to Promote Pain Policy Through Evaluation, Research and Communication Page 1
RWIF # 036509 - UW # 133-CW36

BUDGET NARRATIVE — Revised Items

I. - PERSONNEL

Project Director, David E. Joranson, MSSW, (60%): Revision increases the project director percent
effort from 50% to 60% and extends his salary for February through April 2002. Mr. Joranson increased his travel,
to speak more target audiences to educate on the issues of pain management policy. He also increased his effort in
providing technical assistance and writing manuscripts for the project.

Co-Director, Aaron M. Gilson, PhD, (50%): Revision extends his salary for February through April
2002.

Policy Analyst, Karen M. Ryan, MA, (50%): Revision extends her salary for February through April
2002,

Research Program Administrater, Carolyn M. Williams, MBA, (50%): Revision extends her salary for
February through April 2002.

Information Processing Consultant, John M. Nelson, MS: Revision reduces salary amount to reflect
amount actually paid. Mr. Nelson left close to the end of the project. Martha Maurer assumed responsibility for
management of the policy data base.

Associate Research Specialist, Martha Maurer, BS, (50%): Revision extends hér salary for February
through April 2002.

Outreach Specialist, Jody Jorenby, BS, (50%): Revision extends her salary for February through April
2002. Ms Jorenby joined the project during the fall of 2002.

Program Assistant, Linda Gorman, (60%): Revision extends her salary for February through April 2002
and increases the percent effort from 50% to 60% to provide more support for data entry for multiple survey projects
and increased support for travel arrangements.

Title Salarv Base Rate Fringe Rate
Project Director $93,836 32%
Co-Director $47,590 32%

Project Analyst $38,884 32%
Research Program Manager $48,829 32%
Information Processing Consultant $37,222 32%
Associate Research Specialist $31,290 32%
Qutreach Specialist $27,000 32%
Program Assistant $27,683 44.5%

Fringe Benefits: Benefits are provided by the State of Wisconsin and administered by the University of
Wisconsin System and include income continuation insurance, unemployment compensation, worker’s
compensation, social security, health insurance, retirement, and ERA administration.

II. - OTHER DIRECT COSTS
Supplies ($926): Reduced by 37 to reflect actual expenditures.

Computer Supplies (3276): Increased by $20 to reflect actual expenditures.

Duplicating/Printing ($2,587): Reduced by $277 to reflect actual expenditures.

P-43071 _ 00071



Building Capacity to Promote Pain Policy Through Evaluation, Research and Communication Page 2
RWIJF # 036509 - UW # 133-CW36

Telephone ($1,207); Increased by $130 to reflect actual expenditures.
Service Agreements (3716): Decreased by $784 to reflect actual expenditures.

Software ($5,940): Reflects cost of subscription to LexisNexis service ($660/month x 9 months). The
LexisNexis database services is used to identify policies from state/national statutes and regulations..

Travel ($7,409): Increased by $1,709 to reflect additional travel needed by Project Director, David
Joranson, to speak to target audiences to educate on the issues of pain management policy.

III. - INDIRECT COSTS

($17,902): 9% of $198,907, total of Personnel and QOther Direct Costs.
IV, - CONSULTANT/CONTRACTUAL

($2,000): Many advisors to the project would not accept an honorarium. Also, the prior test evaluation of
policies for 17 states provided enough guidance for the comprehensive review of the remaining states.
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July 30, 1999

David Ward, Ph.D.

Chancellor

University of Wisconsin-Madison
161 Bascom Hall

500 Lincoln Drive

Madison, WI 53706

Reference: 1.D. #036509
Dear Chancellor Ward;

It is a pleasure to inform you that The Robert Wood Johnson Foundation has approved a
grant of $998,000 to the University of Wisconsin-Madison Medical School in 30-month
continued support of a project to assess states’ pain policies, under the direction of

David E. Joranson, M.S.S.W. This grant is being made under the Foundation’s Targeted
End-of-Life Projects Initiative.

The funds are to be used in accordance with the proposal to the Foundation and the terms
and conditions outlined in the Request for Project Support, dated January 27, 1999. They
are also to be used in accordance with the final budget and are to be applied over the
period August 1, 1999, through January 31, 2002.

Our Treasurer’s Office will be in touch concemning payment of this grant and reporting
requirements. During the period of this grant, any questions you may have should be
addressed to Rosemary Gibson, who will have responsibility among our staff for this
activity.

If your organization wishes to issue a news release on this grant, please feel free to do
so. We ask that a copy of the draft text be sent to us for our review and information in
advance of dissemination. Please allow three days for this process. Address the copy to
the Foundation to the attention of Maureen Cozine in our Communications Office.

All of us at The Robert Wood Johnson Foundation wish you continued success in carrying
out this important undertaking.

Sincerely,

FWoe Sbrei

Steven A. Schroeder, M.D.
5S:opm

cc: David E. Joranson, M.S.S.W.

August P. Hackbart
Office of the President and CEO

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  (609) 452-8701

Internet: hup:/fwww.rwil.org
e-mail: mail@rwif.org
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August 11, 1999

David E. Joranson, M.S.S.W.

Director

Pain and Policy Studies Group
Qlaiversity of Wisconsin-Madison

1900 University Avenue

Madison, WI 53705

Reference: 1.D. #036509 - Conveyance of Funds, Guidelines, and Forms
Dear Mr. Joranson:

This supplements our recent award letter in regard to your grant for $998,000 in support
of the Targeted End-of-Life Projects Initiative: a project to assess states’ pain
policies.

The Foundation’s policy is to disburse your grant funds semi-annually. Your first check
for $238,721, which excludes funds budgeted for subcontract(s), is enclosed. We will
adjust your payment schedule upon receipt and review of the subcontract(s) or a letter
which specifies the contractee, period of performance, workplan/deliverables, and budget
and budget narrative. Also enclosed is a Financial Report form. This form should be
completed semi-annually and returned to this office when additional cash is needed.

Under extraordinary circumstances, payments may be either accelerated or decelerated.
Therefore, you should submit the financial report whenever it becomes evident that your
remaining cash balance will be depleted.

As you know, the Request for Project Support and Conditions of Grant form contains a
number of specific additional instructions regarding the handling of funds. Since you
are responsible for conforming to these instructions, I am attaching a copy for your
reference. In addition, a copy of the "Grant Budget Revision Guidelines" and "Financial
Reporting/Budgeting Practices,” which must be followed if a budget revision becomes
necessary, is also attached. Please read these guidelines and practices carefully.

The Robert Wood Johnson Foundation has initiated a program whereby grantees are selected
at random to receive an internal audit review. The purpose of this review is to: 1)

provide the Foundation with the assurance that our funds are being used for their

intended purpose; and 2) provide recommendations to our grantees on methods to improve
their organizations. If your organization is selected, you will be notified in advance

of the audit.

Annual financial and progress reports on this grant will be due shortly after each budget
period. You will receive a reminder in advance of the due date of these reports.

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  (609) 452-8701
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When submitting all correspondence under your grant, reference the above-captioned grant
number. If someone other than yourself will be the financial contact person on this

grant, please supply us with that information. The person who has financial

responsibility for your grant at the Foundation is Mona L. Hall.

If you have any questions, please contact Ms. Hall at 609-243-5844.

Sincerely,

bl

Peter Goodwin
Vice President and Treasurer

/TEO
Enclosures

e
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FINANCIAL REPORT

The Robert Wood Johnson Foundation

Phone:

FA: MLH PaA: LLM PO: RG
Project Director: David E. Joranson {608-263-7662)

Fiscal Officer :

Budget for Year : 1

P.C.Box 2316
Princeton, NJ 08543-2316
{609)452~-8701 Fax:(609)452-9564

Grantee:
Grant Numbexr:

Budget Period:
Grant Period:

Pags: 1

1

University of Wisconsin-Madison Medical
School

036509 for [BOL]

May-01-1999 to Apr-30-2000

Aug-01-1999 to Jan-31-2002

Revisged: EXPENDITURES
Item Approved Period 1 Pariod 2 Period 3 Period 4 Perlod 5 Period 6 Total Veriance Pct
Budget Amount 05/99-10/99 11/99-04/00
PERSONNEL
Project Director 78,290
Co-Director 35,981
Project Advisor 5,395
Project Analyst 29,357
Res. Program Manager 33,994
Info. Processing Cons 31,980
Assoc Rsch Spec 24,380
Outreach Specialist 16,000
Program Assistant 16,615
Office Assistant 4,992
Fringe Benefits 91,483
Personnel Subtotal 362,473
OTHER DIRECT COSTS
Supplies 2,700
Computer Supplies 500
Dupliecating/Printing 2,865
Telephone 2,185
Postage 1,500
Service Agreements (s) 3,000
Software 6,500
Travel 15,960
Other Direct Subtotal 35,180
INDIRECT COSTS 35,789
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FINANCIAL REPORT

The Robert Wood Johnson Foundation

Phone:

Fa: MLH PA: LLM PO: RG

Project Director: David E. Joranson (608-263-7662)
Fiscal Officer :

Budget for Year : 1

P.O.Box 2316
Princeton, NJ 08543-2316
{609)452~-8701 Fax: (609)452-9564

Grantee:
Grant Number:

Budget Period:
Grant Period:

Page: 2

.
University of Wiscomsin-Madison Medical
School

036509 for [EOL]

May-01-185%8 to Apr-30-2000

Aug-01-1999 to Jan-31-2002

Revised: EXPENDITURES
Item Approved Period 1 Period 2 Period 3 Perlcd 4 Period 5§ Period 6 Total Variance _Pct
Budget Amount 05/99-10/99 11/99-04/00
CONSULTANT / CONTRACTUAL 44,000
Cons/Contrct Subtotal 44,000
Grand Total 477,442




Date Printed
06/16/99

GRANT SIGN-OFF SHEET
I.D.#: 036509 DATE REC’D: January 19, 1999

INST:
University of Wisconsin-Madison Medical School
Madison, WI 53706-1532

TITLE:
A project to assess states’ pain policies

$ 998,000. "ﬁ“,ﬁ“q 2

DOLLARS: 3888499709 MONTHS: <& START DATE: 08/01/99
PROJECT DIRECTOR: David E. Joranson

PO: Rosemary Gibson 80s Doriane C. Miller

Co: FO: Mona L. Hall

PA: Linda L. Manning

ANTICIPATED RENEWAL:
RENEWAL EXPECTED: ( YES /) ANTICIPATED BOARD DATE:
MONTHS :

ESTIMATED DOLLARS

RED FOLDER APPROVAL:

mo: T FnaL DO%S: $ : FINAL MONTHS: _ 30 MOS.
7 {

TREASURER’S OFFICE: ¥4 ~ DATE:  7-AP.99

VP, GEN. COUNS., & SECR;TARY:y! AA ATE: j%/;zé?/@a;

/s
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THE ROBERT WOOD JOHNSON FOUNDATION Page: 1
Project Transaction For Grant [03650%] - Status [Closed]

Ingtitution: Board of Regents of the University of Wisconsin System

Project Title: A project to assess states' pain policies

Transaction Date Amount Status Check/Draft# Memo
Initialization 07/30/99 998, 000.00 Processed Initalization
Payment 08/11/99 238,721.00 Processed {(C) - 6524 Payment
Payment 04/12/00 168,904.00 Processed {C) - 13510
Payment 11/10/00 168,873.00 Processed {C) - 19531
Payment 04/23/01 185,075.00 Processed (C) - 24457
Payment 11/26/02 203,920.00 Processed (C) - 41949
Cancellation 12/0%/02 32,507.00 Processed Change of Authority/Cancellation
Awarded 998, 000.00 Cancellation & Refunds 32,507.00
Actual 965,493 .00 Payments & Void Checks 965,493.00
Unpaid Balance .00

06/17/04 01:03:48 fundtxnscreen.rw
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GRANTS AWARDED
END-OF-LIFE PMT L
TARGETED END-OF-LIFE PROJECTS INITIATIVE 6

Foundation Team: Rosemary Gibson, Doriane Miller, Karen Gerlach,
Mona Hall, Rona Henry, Emily Snell, Victoria Weisfeld, Merry Wood,
Linda Manning

SUMMARY

Purpose: To support projects under $1 million that will advance the Foundation’s
strategic objectives to improve care at the end of life

Total authorizations: $19.525 million (since January 1998)
Most recent authorization: $12 million for one year (January 1999)

Program status: $17,878,383 expended for 45 grants (includes grants reported
below)

$1,646,617 remaining in authorization

L Award of two program grants, totaling $1,996,865

DEVELOPMENT OF THE NATIONAL RESOURCE CENTER FOR END-
OF-LIFE PHYSICIAN EDUCATION

$998,865 for 36 months (9/1/99 - 8/31/02)

Medical College of Wisconsin Inc. -- LD. 36547

PROJECT TO ASSESS STATES' PAIN POLICIES
$998,000 for 30 months (8/1/99 - 1/31/02)

Previous Support: $87,920 for seven months

University of Wisconsin-Madison Medical School -- 1.D. 36509

Medical College of Wisconsin Inc. There is currently no single source or
repository for high-quality, peer-reviewed educational materials for end-of-life
care. During the past three years, several national projects have been started,
directed at all levels of physician education: medical school, post-graduate, and
continuing education. As these programs mature, there will be an increased need

P-43071 _ 00082
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for wider dissemination of material as interest broadens in this field. This grant
will develop a Web-based educational resource center for end-of-life physician
educational materials. All materials will be peer reviewed and will be indexed on
the Web site by information such as the intended audience and the specific
education objectives of the material. In addition to providing useful palliative care
education materials, this research will increase the quality of those materials and
provide a forum for exchange of ideas and information.

University of Wisconsin-Madison Medical School. Pain policy is a new arena for
many state legislators and other policy makers. To help fill the gap in
understanding state pain policy, this project will conduct the first state-by-state
assessment of states’ laws, regulations, and guidelines regarding the treatment of
pain with controlled substances. In addition, the project will highlight specific
examples of improvements that states have made in their pain policies to help
inform other states about positive changes that can be made and thereby facilitate
progressive pain policy in other states. Changes in state policies also will be
continuously tracked. Additionally, the Pain and Policy Studies Group will
provide technical assistance to grantees in the Foundation’s national program,
Community-State Partnerships to Improve End-of-Life Care, and to the increasing
number of health and government organizations including state medical boards that
are developing pain management and end-of-life initiatives. Finally, consistent
with the intent of increasing the awareness of pain policy issues and the ability of
key individuals and organizations in government and health care to evaluate and
improve policies that affect pain management, there will be a proactive outreach
component.

1. Award of one communications grant

MONOGRAPH ON CARE OF THE DYING FOR NURSING --
SUPPLEMENTAL SUPPORT

$29,694 for 12 months (9/1/99 - 8/31/2000)

Previous Support: $100,000 for 36 months

University of North Carolina at Chapel Hill School of Nursing -- [.D. 37538

University of North Carolina at Chapel Hill School of Nursing. In 1997, the
Foundation provided funding to develop a monograph titled, Notes on a Peaceful
Death, and to disseminate the information contained therein to members of the
nursing profession, under the direction of Edward J. Halloran, R.N., Ph.D.

(1.D. 30101). This grant will extend and expand that work. Dr, Halloran’s grant
resulted in the development of a manuscript suitable for publication and the
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convening of a group of nursing influentials to discuss and assist in disseminating
the precepts of a peaceful death (December 1998). The group reached two
principal conclusions: (1) nurses have a primary role in instituting care that will
lead to a peaceful death; and (2) nurses, with the leadership of symposium
participants, will lead the effort to improve patient care, starting with an effort to
add a fifth vital sign, pain assessment, to the routine taking of vital signs
(temperature, pulse, respiration, and blood pressure).

II1I. Award of two research and evaluation grants, totaling $913,994

RESEARCH AND OUTREACH COMMUNICATIONS ACTIVITIES FOR
MISSOULA DEMONSTRATION PROJECT ON THE QUALITY OF
LIFE’S END

$699,146 for 24 months (9/1/99 - 8/31/01)

Previous Support: $576,112 for 27 months

Missoula Demonstration Project Inc., Missoula, Montana -- 1.D. 36677

DEVELOPMENT AND VALIDATION OF AN INSTRUMENT TO ASSESS
QUALITY OF HOSPICE END-OF-LIFE CARE

$214,848 for 24 months (8/1/99 - 7/31/01)

University of Washington School of Medicine -- 1.D. 36351

Missoula Demonstration Project Inc. The Missoula Demonstration Project (MDP)
was established in March 1996 to research the experience of dying persons and
their families and to demonstrate that a community-based approach of excellent
medical care and psychological, social, and spiritual support can consistently
improve the quality of life among those who are dying and their families. The
Missoula community, in a sense, is a living laboratory to demonstrate that
improved care at the end of life and enhanced personal experience for individuals
and families can be achieved through discussion of individual and community
goals, Over the past year, the project has focused on administration and data
analysis of the surveys it has conducted, including a retrospective clinical profile of
250 deaths, a faith community leaders survey, a Native American experience
assessment, and administration of community and physician surveys in a
comparison city of Laramie, Wyoming. Additional results are being finalized for
the prospective and retrospective clinical profiles, family bereavement interviews,
community focus groups, and patient and family caregiver surveys. As the project
moves into its final phase and details the lessons learned, the focus of new
activities will turn to communication and dissemination of the findings. The
development of a strategic communications plan will enable the MDP to share its
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research tools, methodology, and community engagement strategies (with families,
institutions, and agencies) with national and local colleagues.

University of Washington School of Medicine. The objective of this project is to
develop, validate, and disseminate a questionnaire for measuring the quality of the
dying experience for individuals with a chronic or terminal disease. This
instrument, called the Quality of Dying and Death, will be administered to family
members and health care providers after an individual’s death. The questionnaire
could be used to examine the relationship between the quality of care at the end of
life and the quality of dying; to evaluate interventions designed to improve the
quality of dying; and, in research efforts, to describe the quality of dying and death
and their correlates. In addition, this project will be the first step to developing a
short form of the questionnaire that could be used for continuous quality
improvement efforts to improve the dying experience for patients in institutional
and home-based hospices, hospitals, nursing homes, and other settings.

October 27-28, 1999
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April 11, 2000

Robert C. Andresen
Administrative Officer
Graduate School, Research and Sponsored Programs

( University of Wisconsin-Madison
niversity Avenue, Room 456

Madison, WI 53706-1490
Reference: 1.D. #036509 - Transmittal of Next Payment
Dear Mr. Andresen:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

In reviewing your recent financial report, we note that cuamulative expenditures as of
January 31, 2000, have been $168,904. The Foundation has made payments to date totaling
$238,721 leaving you a cash balance as of January 31, 2000, of $69,817. Enclosed with
this letter is our check for $168,904. This check equals your next payment less your

cash balance. Also enclosed is your financial reporting form for your use when reporting
expenditures.

If I can assist you further, please contact me at 609-243-5864.

Sincerely,

—

Joseph P. Wechselberger
Financial Analyst

/TPW
Enclosures

cc: David E. Joranson, M.S.S.W.
Rosemary Gibson

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  (609) 452-8701

P-43071 _ 00087



88000 T.LOLh-d

FINANCIAL REPORT
The Robert Wood Johnson Foundation
P.O.Box 2316
Princeton, NJ 08543-2316
Phone: (609)452-8701 Fax:(609)452-9564

Page: 1

FA: MLH PA: JMS PO: RG Grantee: University of Wisconsin-Madison Medical
School
Project Director: David E. Joranson (608-263-7662) Grant Number: 036509 for [EOL]
Fiscal Officer : Budget Period: Aug-01-1999 to Jul-31-2000
Grant Period: Aug-01-1999 to Jan-31-2002
Budget for Year : 1
Revised: EXPENDITURES
Item aApproved Period 1 Pariod 2 Period 3 Period 4 Period S Period 6 Total Variance Q:T:-
Budget Amount 08/89-01/00 02/00-07/00
PERSONNEL

Prcject Director
Co-Director

Project Advisor
Project Analyst

Res. Program Manager
Info. Processing Cons
Asgsoc Rsch Spec
Outreach Specialist
Program Assistant
Office Assistant
Fringe Benefits
Personnel Subtotal
OTHER DIRECT COSTS
Supplies

Computer Supplies
Duplicating/Printing
Telephone

Postage

Service Agreements(s)
Software

Travel

Other Direct Subtotal
INDIRECT COSTS

78,2%0
35,981
5,395
29,357
33,994
31,980
24,380
16,000
10,615
4,952
91,489
362,473

2,700
500
2,865
2,185
1,500
3,000
6,500
15,960
35,180
35,789

36,929
16,972
0
13,848
15,969
15,088
11,500
2,333
a
1,490
35,518
149,644

1,106
174

54

0

0

695
2,334
951
5,314
13,946
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PINANCIAL REPORT
The Robert Wood Johnson Foundation
P.O.Box 2316
Princeton, NJ 08543-2316
Phone: (609)452-8701 Fax:{(609)452-9564

Grantee:

Project Director: David E. Joranson {608-263-7662) Grant Number:

Fiecal Officer :

Budget for Year : 1

Budget Period:
Grant Period:

EXPENDITURES

Page: 2

University of Wiscomsin-Madison Medilcal
School

036508 for [EOL]

Aug-01-1999 to Jul-31-2000

Aug-01-1999% to Jan-31-2002

Reviged:
Item Approved Period 1 Perxlod 2 Perlod 3 Period 4 Pexriod 5 Period 6 Total Variance .c:
Budget Amount 08/99-01/00 02/00-07/00
CONSULTANT /CONTRACTUAL 44,000 0
Cons/Contrct Subtotal 44,000
Grand Total 477,442 168,304




W " University of Wisconsin-Madison

Graduate School, Research and Sponsored Programs

March 28, 2000

Mona L. Hall

Financial Analyst

The Robert Wood Johnson Foundation
Route 1 and College Road East

P.0O. Box 2316

Princeton, NJ 08543-2316

RE: Grant #036509

Dear Ms. Hall:

EGEIVE

TURER

FINANCIAL MONITORING

In reply, please refer to
UW Acct No. 133-CW36

Enclosed is the interim financial report for Year 1 on the above-referenced grant for the period
August 1, 1999 through January 31, 2000 under the direction of David E. Joranson.

Thank you for your support of this project. If you have any questions regarding this report,

please contact me at 608/262-9028.

Enclosure

cc: Joranson, David E — Med Schl Pain Study
Williams, Carolyn M —~ Med Schl Pain Study
Medical School Fiscal Services
File

Sincerely,

e

/ ’,/ / R ,z"l K
/7(/? L4/ (v . /{,,c.;,{f(;_’u;mé’/

Mary (. Koscielniak
Accountant

400 AW. Peterson Building
750 University Avenue
Madison, Wi 53706-1490

Telephone (808) 262-3822
Fax (608) 262-5111
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Project Director: David E. Joranson (608-263-7662)
Fiscal Officer: Robert C. Andresen (§08-262-2898)

Budget for Year: 1
Revised:

FINANCIAL REPORT
The Robert Wood Johnson Foundation
P.C. Box 2316
Princeton, NJ 08543-23186
Phone: (609) 452-8701 Fax (809) 452-9564

UW Account #133-CW36

Grantee:
Grant Number: 038509

for (EOL)

University of Wisconsin-Madison

Budget Period: Aug-01-1999 to July-31-2000
Grant Perind:  Aug-01-1899 to Jan-31-2002

EXPENDITURES
item Approved Period 1 Period 2 Total Variance
Budget Amount 08/89-01/00 02/00-07/00
PERSONNEL
Project Director 78,290.00 36,920.28 36,929.28 41,360.72
Co-Director 35,981.00 16,972.20 16,972.20 19,008.80
Project Advisor 5,395.00 - - 5,395.00
Project Analyst 29,357.00 13,847.88 13,847.88 15,509.12
Res Program Manager 33,994.00 15,889.06 15,989.08 18,024.94
info Processing Cons 31,980.00 15,084.80 15,084.80 18,885.10
Assoc Rsch Spec 24,380.00 11,500.02 41,500.02 12,879.98
Outreach Specialist 16,000.00 2,333.34 2,333.34 13,666.68
Program Assistant 10,615.00 - - 10,615.00
Office Assistant 4,992.00 1,490.30 1,480.30 3,501.70
Fringe Benefits 81,489.00 35,517.84 35517.84 55,871.16
Personnel Subtotal 362,473.00 149,644.82 14884482 212,828.18
OTHER DIRECT COSTS
Supplies 2,700.00 1,108.21 1,108.21 1,693.79
Computer Supplies 500.00 173.53 © 17353 328.47
Duplicating/Printing 2,865.00 83.72 53.72 2,811.28
Telephone 2,1585.00 N - 2,155.00
Postage 1,500.00 - - 1,500.00
Service Agreements 3,000.00 694,94 694.84 2,305.08
Software 6,500.00 2,333.80 2,333.80 4,166.20
Travel 15,860.00 950.83 850.83 15,009.17
Other Direct Subtotal 35,180.00 5,313.03 5,313.03 29,866.97
INDIRECT COSTS 35,780.00 13,948.17 13,846.17 21,842.83
CONSULTANT/CONTRACTUAL
Cons/Contret Subtotal 44,000.00 - - 44 000.00
Grand Total 477,442.00 168,804.02 7 - /‘ // / 168,804.02 308,837.98
¢y /,gz(/"/’/ ‘-, /«.,..Wm/
]”f’ Roben C. Andresen, Admin. Officer
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April 7, 2000

David E. Joranson, M.S.S.W.
Director

Pain and Policy Studies Group

C University of Wisconsin-Madison

niversity Avenue

Madison, WI 53705
Reference: 1.D. #036509 - Reports Due
Dear Mr. Joranson:
This is a reminder that both the annual financial and annual progress reports for your
grant in support of the Targeted End-of-Life Projects Initiative: a project to assess
states' pain policies will be due in May. The financial report should be in the same
format as the approved grant budget. Guidelines for the completion of the annual progress
report are attached. Please direct these reports t0 my attention.
If you anticipate any difficulty in submitting these reports by May 31, 2000, kindly
contact me.

Sincerely,

kf?/g o Wetl

Mona L. Hall
Financial Analyst

MLH\sam - SITES
Enclosure

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  (609) 452-8701

P-43071 _ 00092



FOBERTVMDD
JOHNSON

FOUNDATION

oo @ THE @® 0/
/
Y

September 11, 2000

Carolyn M. Williams, MBA
Research Program Administrator m
UW Comprehensive Cancer Center ~ TONey

University of Wisconsin-Madison
University Avenue
Madison, WI 53705

Reference: 1.D. #036509 - Acknowledgement of Annual Progress Report
Dear Ms. Williams:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

We have received your annual progress report and have forwarded a copy of this report to
Rosemary Gibson for her review. If she has any questions or comments, she will contact
you directly.

If I can assist you further, please contact me at 609-243-5844.

Sincerely,

B

Sophia Kounelias
Financial Analyst

/SXK
Enclosure

cc:  Robert C. Andresen

Rosemary Gibson
David E. Joranson, M.S5.S.W.

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  (609) 452-8701
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PaIN & PoLicy Stupies GrRoup
WHO Collaborating Center

for Policy and Communications
in Cancer Care

August 31, 2000

Sophia Kounelias

Financial Analyst

Robert Wood Johnson Foundation
Route 1 and College Road East
Princeton, NJ 08543-2316

Reference: Grant # 036509

Dear Ms. Kounelias,

Enclosed you will find three copies of the Annual Progress Report, three copies of the
Bibliography, and two copies of the Communications Products for the above referenced grant.

The financial report for this project will be forwarded to you directly from the Research and
Sponsored Programs department of the University of Wisconsin.

Under separate cover, you will be receiving a request to carry over funds and a rebudget for year
two of this project. If you have any questions, you may contact me directly at 608-263-7371.

Sincerely,

C‘MC.QYSN M WA

Carolyn M., Williams, MBA
Research Program Administrator

UW Comprehensive Cancer Center - University of Wisconsin-Madison Medical School
1900 University Avenue  Madison, W1 53705 USA  (608) 263-7662 FAX: (608) 263-0259
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ANNUAL PROGRESS REPORT
YEAR 1

“BUILDING CAPACITY TO PROMOTE PAIN POLICY
THROUGH EVALUATION, RESEARCH AND COMMUNICATION”

TARGETED END-OF-LIFE INITIATIVES

GRANT # 036509
AUGUST 1, 1999 -JULY 31, 2000

SUBMITTED
AUGUST 31, 2000

PAIN & POLICY STUDIES GROUP
1900 UNIVERSITY AVE.
MADISON WI 53705-4013
608.263.7662
PPSG@MED,WISC.EDU

UW Comprehensive Cancer Center - University of Wisconsin-Madison Medical School
1900 University Avenue  Madison, WI 53705 USA  (608) 263-7662 FAX: (608) 263-0259
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Al

1. WHAT WERE THE PROJECT’S OBJECTIVES AND HOW HAS THE
PROJECT MET THEM IN THIS YEAR?

A review of the project’s time-line demonstrates that most of the objectives proposed
during the first year have been met in a timely fashion.

Part 1: Policy Evaluation
The document “Achieving Balance in Federal and State Pain Policy: A Guide to

Evaluation” was completed in July 2000. The document presents the results of a systematic
evaluation of pain-related policies from the federal government and the 50 states. All policies
that were in force and available through March 2000 were examined using a set of well-
documented criteria based on a Central Principle that should underlie all pain policy. The
document is designed as a workbook to assist professionals and groups who want to learn how to
evaluate policies that can affect pain management in their state or at the federal level.

The document has been prepared in a hard-copy format and will be disseminated by the
end of summer to all Robert Wood Johnson Foundation (RWIJF)-supported Community-State
Partnerships, other grantees including Last Acts, and to State Cancer Pain Initiatives, State
Medical Societies and many other organizations. The document also is being prepared in an
electronic format to be placed on the PPSG website. The policy matrices contained in the
documents will be automated so that clicking on a dot in a cell will link the user directly to a
down-loadable electronic document with the full text and citation of the provision. Completion
of the electronic matrices will be accomplished as soon as possible but no later than December
31, 2000. Finally, the document will be put on CD-ROM in a variety of formats and will be
available to distribute at any time to organizations or individuals who make this request.

An “Annual Review of New State Pain Policies” currently is being prepared that
summarizes all new or amended pain policies from the previous year, such as the adoption of
intractable pain treatment acts and medical board regulations and guidelines on prescribing
controlled substances for pain. The Annual Review will contain (a) the cumulative trend of pain
policies since 1980, and (b) a state-by-state listing, citation, summary, and commentary for each
new policy in the previous year.

Although the Annual Review was proposed to be completed by the end of August 2000,
we have modified this objective so that it will be completed by the end of December to be able to
evaluate all policies adopted in calendar 2000. As a result, the Annual Review will represent a
full year, rather than a partial year of policy development. Once completed, the Annual Review
will be made available on our website and will be distributed to key individuals and
organizations such as health-care providers, patient advocacy groups, state cancer pain initiative,
state government pain commissions, state pain summit meetings and task forces, state
legislatures, and medical boards.
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The PPSG continually updates the electronic access to state pain policies, enhancing its
down-loadable website database of the full text of pain policies currently in force. These policies
include relevant federal and state laws, regulations, and guidelines. The accuracy and
completeness of this policy database is continued to be assured through our current internal
quality-control procedure and our regular monitoring of the policy environment. To obtain
policies not available by using our electronic legal database (Lexis, from “Lexis-Nexis Research
Software”), PPSG staff will contact the appropriate state agency.

Part 2: Empirical Research
PPSG staff continues to collect data regarding the abuse and medical use of opioid

analgesics. Abuse data are collected from the Drug Abuse Warning Network (DAWN) of the
Substance Abuse and Mental Health Services Administration (SAMHSA), and medical use data
come from the Automation of Reports and Consolidated Orders System (ARCOS) of the Drug
Enforcement Administration (DEA). Our previous research with these data demonstrated that
the abuse of opioid analgesics has remained very low and stable over time despite a substantial
increase in their medical use and has been published recently in the Journal of the American
Medical Association. Efforts are being made to monitor these data to evaluate possible
significant changes in their trends in recent years.

Part 3: Communications

A major purpose of this grant is to increase awareness of pain policy issues and to support
the efforts of individuals and organizations in government and health care to evaluate and
improve policies that affect pain management. We proposed to accomplish this goal through
several means, including proactive communication of the products from this grant to a broad
range of individuals and groups, using means in addition to the ordinary channels of publishing
articles in journals. We proposed to: (1) maintain the PPSG website as a source of pain policy
information for the public, (2) expand the PPSG list-serve, and (3) provide rapid and efficient
technical assistance and dissemination of information. PPSG established a Communications
Team to guide efforts to accomplish this objective. More detail is available in our response to
Question 5; a summary of the accomplishments follows,

(1) Website: The Team implemented a number of improvements to the website, including an
enhanced home-page and site guide, addition of the full text of many new state pain policies, and
addition of new links to the site (see Bibliography). We provided pain experts with slides that
they can use when they mention our website in their talks. Utilization of the site has continued to
increase, with approximately 3,300 users per month and a total of about 15,000 hits on our
website over this same time-period.

(2) List-serve; We reviewed this objective and decided that managing a single list-serve had a
limited potential for communicating to the broad audience that is interested in pain policy. We
decided that it would be preferable for our staff to monitor and participate actively in the growing
number of list-serves on topics that relate to pain policy, rather than manage a list-serve aimed at
a more limited subscriber audience. We now participate in list-serves of other groups that are
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interested in oncology and pain, substance abuse, prescription monitoring, pain, and end-of-life
issues. Typically, we notify these list-serves of our website, respond to questions and note the
availability of particular resources that we have developed. We also post our own questions on a
variety of list-serves to stimulate discussion and obtain feedback on policy issues. We believe
that this approach has resulted in bringing a greater awareness of our work to a much broader
audience of professionals.

(3) Technical assistance and dissemination of information: PPSG has provided considerable
technical assistance to a variety of groups that have the potential to influence pain policy,
including the American Bar Association Commission on Legal Problems of the Elderly, the
RWJF Community-State Partnership in Kansas, the Midwest Bioethics Center, the American
Academy of Neurology, a joint committee of three national associations, the American Pain
Society, the American Society of Addiction Medicine, and the American Academy of Pain
Medicine, and to several state cancer pain initiatives.! A more detailed description of key
technical assistance activities is as follows:

(a) The PPSG assisted the American Bar Association Commission on Legal
Problems of the Elderly in its preparation of a position statement on a Proposed
ABA Policy on Legal Obstacles to Effective Pain Management.

(b) PPSG was invited by the RWJF Community-State Partnership in Kansas to
provide a day’s worth of technical assistance on issues and opportunities in
regulatory policy in the state. PPSG used this opportunity to prepare a protocol
for providing technical assistance in the states,

(¢) The PPSG provided comments on a proposed position statement about pain
management and public policy to the American Academy of Neurology.

(d) The PPSG provided extensive policy assistance to a joint committee to achieve
consensus on terms related to pain and addiction; the committee was established
by three national associations: the American Pain Society, the American Society
of Addiction Medicine, and the American Academy of Pain Medicine.

(e) The PPSG provided preliminary technical assistance about state prescription
monitoring programs to representatives of the Michigan Cancer Pain Initiative and
the Hawaii Cancer Pain Initiative. We also compiled and sent an extensive list of
the resources available, and are waiting to determine if additional assistance is
requested.

! It has been especially rewarding for the PPSG to collaborate with Midwest Bioethics Center and the
Community-State Partnerships; these groups are well-organized, committed to the task of improving patient care and
decision-making, thoughtful about the role of policy, and are highly professional.

3
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As interests in pain management and end-of-life care expand, requests for our assistance
and for providing information sometimes exceed our capacity to respond (and still accomplish
our other work under the grant). It is clear that we are working on a dynamic policy stage with
multiple actors, different sets and several scenes unfolding simultaneously. We developed an
electronic data collection form, as well as a procedure to use it in order to assure we capture the
full extent of our technical assistance efforts.

Within the last year, the PPSG Communications Team developed a strategy for
publicizing several articles that are going to be published in major journals. We used the
dissemination of our April 5, 2000 article in the Journal of the American Medical Association as
the model. The first component was to ensure that the article and press release were clear about
the message (increasing trend in use of opioids for pain yet low and stable abuse trends). The
second component was to disseminate this message to our main audiences, including health
professional groups, government, and the public.

2. WHAT INTERNAL CHALLENGES WERE ENCOUNTERED DURING THIS YEAR
THAT ARE RELATED TO THE PROJECT’S DESIGN, COLLABORATIONS,
STAFFING, OPERATIONS, OR OTHER PROJECT FACTORS?

The most significant internal challenge encountered by this project was the development
of a program to organize the communication activities of staff members. A Communications
Specialist position was created and an individual hired into the position. The person that we
hired did not work out and was asked to leave. This gave us the opportunity to re-evaluate our
needs and the skills needed for the position. We then decided to hire a Communications
Strategist and link this person with a current staff member who would fulfill the role of
Communications Coordinator. We have developed a relationship with Renie Schapiro, a Senior
Communications Consultant who is helping us develop a communications strategy including
defining our target message for each of our products and assisting us in working with the media.
Jessica Nischik, a Policy Specialist with the group who has a background in business and
marketing, has become our Communications Coordinator. We believe that this arrangement
best meets the needs of the group with our goal of communicating the availability of our work
and communicating our message of creating a balanced public pain policy.

3. WHAT CHALLENGES OR SUCCESSES WERE CAUSED BY FACTORS
EXTERNAL TO THE PROJECT?

A few external factors created challenges and successes for the grant projects. In terms of
data collection, two factors made it difficult for us to create a comprehensive, up-to-date database
of policies: (1) the dynamic policy environment, and (2) an inability to efficiently obtain policies
from state agencies. First, for the purpose of completing the Evaluation Guide (as well as the
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Annual Review of State Pain Policies), PPSG staff needed to be aware of recent policy activity at
the federal and state levels. There had not, however, been previously-established procedures for
proactively obtaining federal and state policies. Given our nascent policy collection
methodology, coupled with the extremely dynamic nature of the current policy environment, it
was initially difficult to maintain the policy database. Second, although an electronic legal
database (Lexis, from “Lexis-Nexis Research Software™) was utilized to identify and collect
relevant statues for all states and at the federal level, this database could not be used to obtain
some state regulations and all policies created by state agencies or organizations (i.e., Medical
Boards, Pharmacy Boards, etc.). As a result, PPSG staff needed to spend a considerable amount
of time contacting each relevant state agency to evaluate the extent of policy development,
adoption, or amendment. This type of data collection was impeded further by Board members
who typically did not know about recent or past policy development by their state Board.

In addition, the projects proposed during the first year of the grant, especially the
Evaluation Guide, were extraordinarily well timed to provide assistance to the numerous state-
level activities that are promoting improvements in pain management and end-of-life care,
although responding to opportunities and requests has necessitated some reallocation of grant
resources. For example, the growing number of state end-of-life task forces, commissions and
initiatives in the US has resulted in an increasing number of requests for information about pain-
related policy. Our work is in demand by these groups and, although much of our work is
available on the website, this is not always sufficient for such requests. For example, extensive
materials wete prepared in response to requests from California, Michigan, and Hawaii in
relation to their current prescription monitoring programs. It is likely that there will be
continuous increases in requests for information and technical assistance, particularly since
organizations are sponsoring more and more state-level initiatives. Many of these state
initiatives will want to evaluate the need for legislation in the area of pain management in their
state. In some cases, there seems to be an unrealistic expectation that legislation is the answer, so
we continuously find ourselves explaining the benefits and risks of legislation and other policy
approaches.

There also will be an attempt to couple the contents of the Evaluation Guide with the
upcoming Bill Moyers television program about end-of-life care. We are working currently with
Renie Schapiro, Senior Communications Consultant, to identify ways that this material can be
integrated into the press coverage surrounding the Moyers special.

4. IF YOU ARE WORKING IN COLLABORATION WITH OTHER
ORGANIZATIONS, OR DEPEND ON OTHER ORGANIZATIONS OR
INSTITUTIONS TO MEET THE OBJECTIVES OF THIS PROJECT, HOW
ARE THOSE RELATIONSHIPS WORKING?

The PPSG has relied on data from two organizations to support our study of medical
consumption and abuse of opioid analgesics: the Drug Enforcement Administration (DEA) and

5
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the Substance Abuse and Mental Health Services Administration (SAMHSA). We request the
consumption data for individual opioid analgesics directly from the DEA Targeting and Analysis
Unit of the Office of Diversion Control, which has been extremely responsive to our various
requests. The Unit provides us with both hard-copy and disk-copy of the Autornation of Reports
and Consolidated Orders System (ARCOS) data on which our analysis of consumption is based.

The data for abuse of opioid analgesics come from the Drug Abuse Warning Network
(DAWN), which is an annual report of SAMHSA within the U.S. Department of Health and
Human Services. For the years prior to 1998, the main data tables were available in the hard-
copy reports that we obtained from SAMHSA. Starting in 1998, these data tables are available
on-line. In addition, for every year of data, we have requested special data runs from SAMHSA
for three purposes: (1) to determine the abuse of morphine, which is aggregated with heroin as an
abuse category; (2) to determine the abuse of fentanyl when necessary, whose abuse often falls
below SAMHSA's reporting cutoff; and (3) to determine the contents of a drug category called
“QOther/unspecified Narcotic Analgesics.” Overall, our experience working with the staff at
SAMHSA has been very positive. At one time, however, we faced the possibility of SAMHSA
charging us for the special data runs. This situation seemed to arise after we had queried them
about extensive future data runs. We overcame this potential problem by reverting to our
original, occasional, targeted data runs on an as-needed basis.

Our collaboration with these groups resulted in an article in the Journal of the American
Medical Association (JAMA) on April 5, 2000 on the medical use and abuse of opioid
analgesics. As a result of this publication, staff members at SAMHSA wrote a letter to the editor
of JAMA outlining some of the changes that the DAWN data-base will undergo, partly in
response to some of the difficulties we experienced in using the data. Their letter was published
alongside a letter from us in JAMA (August 2, 2000), commending them for their intended
improvements and suggesting additional changes to the database.

5. WHAT HAVE BEEN THE PROJECT’S KEY COMMUNICATIONS
ACTIVITIES DURING THE PAST YEAR?

PPSG Website

The PPSG website has been in service since July 1997. In the past 12 months, the
website has averaged 14,908 hits and visits by an average of 3,299 users per month from around
the world.

The website is currently maintained by the PPSG’s Information Technology Manager.
Maintaining the website involves updating an interactive matrix of policies adopted by state and
national boards, legislatures and organizations, adding the new policies as hypertext markup
language (HTML) documents, periodically checking website links to insure that they are current
and functional, and making any necessary changes to the format of website pages. Monthly

6
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reports are generated to track the number of website hits and users, and to determine which
policy documents are viewed most often by these users. The website e-mail account is also
checked daily for user feedback, which is then directed to the proper PPSG staff member(s).

During the grant period there were 12 new policies enacted by state legislatures, state
medical boards, state pharmacy boards, and national organizations. These policies were obtained
by our policy analysts and converted to WordPerfect format either by scanning a hard copy or
converting an already-extant electronic document in another file format. From there they were
converted to HTML documents, formatted in the style of other PPSG website documents, and
then uploaded to our website.

The July 2000 Pain & Policy Studies Group publication “Achieving Balance in Federal
and State Pain Policy: A Guide to Evaluation” was recently made available on the PPSG website
in three different ways. The first of these is the full document in Adobe Acrobat (PDF) format,
which the viewer can open through the website and view on his/her browser. The second is an
interactive PDF version of the document that permits the viewer to look at any particular section
of the document s/he wishes, without having to wait for the entire file to load into his or her
computer. The third way is an interactive HTML version of the document which can be viewed
using virtually any web browser. This interactive HTML version also permits the viewer to see
any part of the document without having to wait for the entire document to load. Additional
options that the viewer has is to download a self-extracting version of the entire document, and to
submit a request for a free hard copy.

Index of PPSG website “top” pages:

*  Home-Page

* About the PPSG

»  Matrix of State Laws, Regulations, and Guidelines
» Policy Alerts

» PPSG International Policy

» PPSG Bibliography

+ PPSG Links to Other Sites

« PPSG Glossary

* U.S. Pain Policies

QOther Communication Efforts
Tn addition to the activities relating to the website, list-serve and technical assistance
mentioned under Question 1, the following description provides further information about key

activities. Complete information about the communication activities are available in the
bibliography.
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Publicity for the article published in the Journal of the American Medical Association. We
believe that we were successful in reaching our key audiences: We mailed a copy of the article
and press release directly to all state medical and pharmacy boards and state medical societies;
we notified a large number of individuals and organizations via an e-mail broadcast of the
availability of the article on our website; the article and its press release are on our website are
frequently accessed by users; there were (and continue to be) numerous placements in media
aimed at the public (e.g., TIME Magazine, AMA Radio, Healthwatch CNN) and at health
professionals (e.g., Oncology Times, WebMD and WebRN, Last Acts). We prepared a special
“PPSG News Clipping Report” to capture all the placements. Institutional newsletters are now
picking up the story. The details of these placements can be found under Question 5.

Testimony to the Congress. David Joranson testified on October 13, 1999 at a U.S. Senate
Committee Hearing on Pain Management and Improving End-of-Life Care. He was invited in
writing by Senator Edward M. Kennedy, Ranking Minority Member of the Senate Committee on
Health, Education, Welfare, and Pensions, Mr. Joranson testified for information, particularly
with respect to the risks to pain management of amending federal controlled substances law to
prohibit assisted suicide.

Presentations at national conferences. PPSG provided presentations on trends and issues in
pain policy to participants at a number of conferences sponsored by national organizations.
Among these were the American Pharmaceutical Association, the American Alliance of Cancer
Pain Initiatives, and the Community-State Partnerships.

6. WHAT ARE THE PROJECT’S OTHER SOURCES OF SUPPORT?

This project has no other sources of support. The other activities of the group are
international projects related to our status as The World Health Organization Collaborating
Center for Policy and Communications in Cancer Care.

Office space for the Pain & Policy Studies Group and this project is provided by the School
of Medicine of the University of Wisconsin-Madison.

7. WHAT ARE YOUR PLANS FOR THE PROJECT NEXT YEAR?

The second year of our grant will involve the continuation of many activities conducted
during the first year, as well as those scheduled to begin in 2001.

Part 1: Policy Evaluation
We will publish another “Annual Review of New State Pain Policies” to demonstrate policy

change throughout 2001. To accomplish this, we will need to continue to monitor the frequency
of adoption of new intractable pain treatment policies, as well as regulations and medical board
policies that relate to the use of controlled substances for pain. Again, the Annual Review will
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be made available on our website and will be distributed to key individuals and organizations
such as health-care providers, patient advocacy groups, state cancer pain initiative, state
government pain commissions, state pain summit meetings and task forces, state legislatures, and
medical boards.

The PPSG will continue to update its electronic access to state pain policies, including the
most recent relevant federal and state laws, regulations, and guidelines.

We will complete one of two proposed evaluations of medical board pain guidelines. This
first analysis will compare the descriptive results from our evaluation of 24 medical board
policies conducted in 1998 (under Grant #031461: “Pain Management and State Regulatory
Policy”) to those policies adopted subsequent to the first evaluation. An effort will be made to
evaluate the extent that “newer” policies contain language that is balanced in recognizing the
medical use of controlled substances, is more direct in addressing physicians’ concerns about
investigation, and is more accurate in the use of terminology.

Part 2: Empirical Research
PPSG staff will continue to collect data regarding the abuse and medical use of opioid

analgesics. Abuse data will be collected from the Drug Abuse Warning Network (DAWN) of the
Substance Abuse and Mental Health Services Administration (SAMSHA), and medical use data
will come from the Automation of Reports and Consolidated Orders System (ARCOS) of the
Drug Enforcement Administration (DEA). We will monitor these data to evaluate possible
significant changes in their trends in recent years. '

Part 3: Communications

The Communications Team plans a number of activities to improve the visibility and
understanding of the work done by the PPSG. The PPSG has hired a senior communications
consultant, Ms. Renie Schapiro, to assist in the development of its communications strategy.
We have designated one staff member, Ms. Jessica Nischik, as communications coordinator, Ms,
Nischik has a background in marketing and, as a member of our policy evaluation team, is well
informed about the work done by the Group.

PPSG will disseminate the Evaluation Guide to a wide audience of individuals and
organizations in government and health care. We will collaborate with key national
organizations to disseminate the Evaluation Guide, including the American Alliance for Cancer
Pain Initiatives, the National Council of State Legislatures and the Community State Partnerships
for End-of-Life Care.

The Communications team is planning dissemination strategies for each of the articles it will
publish in the coming year. These articles include:

Gilson AM, Joranson DE. “Controlled Substances and Pain Management: Changes in

Knowledge and Attitudes of State Medical Regulators” Journal of Pain and Symptom
Management (in press)
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Joranson DE, Gilson AM; “Federal and State Policy Issues in the Use of Opioids for
Treatment of Pain in Patients who Abuse Controlled Substances” Journal of Maintenance
in the Addictions (in press) (Note: may be published by editor as book chapter rather than
part of a theme issue of journal)

Joranson DE, Gilson, AM; “Pharmacists’ Knowledge and Attitudes About Opioid Pain
Medications in Relation to Federal and State Policy” Journal of the American
Pharmaceutical Association (in press)

Joranson DE, Gilson AM, Dahl JL, Haddox JD “Pain Management, Controlled

Substances, and State Medical Policy: A Decade of Change” Journal of the American
Medical Association (second revision)

The strategies will ensure that the message is clear, and will make use of press coverage, targeted
mailings, e-mail broadcast notification, website placement and possible national news coverage.

The PPSG will improve its media readiness is several ways. We will develop a media kit that
contains an informational brochure about the PPSG, as well as fact sheets, staff biographies and
photographs, and a Rolodex card for distribution.

The PPSG would like the opportunity to brief Congressional staff on resources available for
improving pain policy and would appreciate such assistance from the Foundation.
8. HOW DO YOU ASSESS THE NPO’S ROLE IN YOUR GRANT?

We are appreciative of the Robert Wood Johnson Foundation’s support of this project and the
very natural flow of information and expression of ideas and issues between the staff members of
the PPSG and the staff of RWJ. The Last Acts program and the Midwest Bioethics Center has
been very helpful with the dissemination of information.

9. HOW LONG HAVE YOU SERVED AS PROJECT DIRECTOR?

David E. Joranson, MSSW has served as the Director of the Pain & Policy Studies Group
since it’s inception in 1996. He has served as director of this project for the life of the proposal.

10
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*“Pain meds do not increase drug abuse,” www.soundpartners.org.
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November 6, 2000

Mary C. Koscielniak
Accountant
Graduate School, Research and Sponsored Programs
Unijversity of Wisconsin-Madison
0 A.W. Peterson Building
750 University Avenue
Madison, WI 53706-1490

Reference: I.D. #036509 - Transmittal of Next Payment
Dear Ms. Koscielniak:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

In reviewing your recent financial report, we note that cumulative expenditures as of
July 31, 2000, have been $404,551. The Foundation has made payments to date totaling
$407,625 leaving you a cash balance as of July 31, 2000, of $3,074. Enclosed with this
letter is our check for $168,873. This check equals your next payment less your cash
balance. Also enclosed is your financial reporting form for your use when reporting
expenditures.

If I can assist you further, please contact me at 609-243-5844.

Sincerely,

(%m(mw@

Sophia Kounelias
Financial Analyst

/SXK
Enclosures

cc: David E. Joranson,/l(l.S.S.W.

Rosemary Gibson
Robert C. Andresen

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  (609) 452-8701
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FA: SXK PA: JMS PO: RG

Project Director
Fiscal Officer

”
H

FINANCIAL REPORT

The Robert Wood Johnson Foundation

P.0.Box 2316

Princeton, NJ 08543-2316
Phone: (609)452-8701 Fax:(609}452~-9564

David E. Joranson (608-263-7662)
Robert C. Andresen (608/262-2896)

Grantee:

Grant Number:
Budget Period:
Grant Period:

Page: 1

University of Wisconsin-Madison Medical
School

036509 for [BOL]

Aug-01-2000 to Jul-31-2001

Aug-01-1999 to Jan-31-2002

Budget for Year : 2
Reviged: EXPENDITURES
Item approved Period 1 Period 2 Paried 3 Pariod 4 Period 5 Periocd ¢ Total variance Pect
Budget Amount 08/00-01/01 02/01-07/01
PERSONNEL
Project Director 46,104
Co-Director 21,189
Project Advisor 5,718
Project Analyst 17,288
Res. Program Managex 24,022
Info. Processing Cons 18,833
Assoc Rsch Spec 12,921
Outreach Specialist 16,960
Program Assistant 11,252
Ooffice Assistant 5,252
Fringe Benefits 60,372
Personnel Subtotal 239,951
OTHER DIRECT COSTS
Supplies 2,700
Computer Supplies 500
Duplicating/Printing 2,865
Telephone 2,155
Postage 1,500
service Agreements (s) 3,000
Software 6,500
Travel 15,960
Other Direct Subtotal 35,180
INDIRECT COSTS 24,762
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FINANCIAL REPORT

The Robert Wood Johnson Foundation

P.O.Box 231s

Princeton, NJF 08543-2316
Phone: (609) 452-8701 Fax:(609)452-9564

Project Director: David E. Joranson (608-263-7662)
Fiscal Officer : Robert C. Andresen {608/262-2896)

Budget for Year : 2

Grantee:

Grant Number:
Budget Periocod:
Grant Period:

Page: 2

University of Wisconsin-Madison Medical
School

036509 for [EOL]

Aug-01-2000 to Jul-31-2001

Aug-01-1999% to Jan-31-2002

Reviged: EXPENDITURES
Item Approved Period 1 Period 2 Pexricd 3 Period 4 Period 5 Pariod 6 Total variance !ct
Budget Amount 08/00-01/01 02/01-07/01
CONSULTANT/CONTRACTUAL 44,000
Cons/Contrct Subtotal 44,000
Grand Total 343,893
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University of Wisconsin-Madison
Graduate School, Research and Sponsored Programs

October 25, 2000 EEEIVE
Sophia Kounelias 0 I
Financial Analyst (T30 2o

The Robert Wood Johnson Foundation

Route 1 and College Road East FINANCIAL MONITORING
P. 0. Box 2316

Princeton, NJ 08543-2316

In reply, please refer to
UW Acct No. 133-CW36

RE: Grant #036509

Dear Ms. Kounelias:

Enclosed is the annual financial report for Year 1 on the above-referenced grant for the period
February 1, 2000 through July 31, 2000 under the direction of David E. Joranson.

Thank you for your support of this project. If you have any questions regarding this report,
please contact me at 608/262-9028.

Sincerely,

/7(4,, ( ﬁdc’(g/wé

. Koscielniak
Accountant

Enclosure

Cc: Joranson, David E — Med Schl Pain Study
Willians, Carolyn M ~ Med Schl Pain Study
Medical School Fiscal Services
File

400 AW. Peterson Building Telephone (808) 262-3822
750 University Avenue Fax (608) 262-5111
Madison, Wi 53706-1490

P-43071 _ 00115



FINANCIAL REPORT
The Robert Wood Johnson Foundation E
P.O. Box 2316
Princeton, NJ 08543-2316
Phone: {609) 452-8701 Fax {608) 452-9564 ) i’

UW Account #133-CW36
FA: MLH PA: LLM PO: RG

Project Director: David E. Joranson (608-263-7662)
Fiscal Officer: Robert C. Andresen (€08-262-2896)

Grantee: University of Wisconsin-Madison
Grant Number; 036509 for (EOL)
Budget Period: Aug-01-1999 to July-31-2000

. Grant Period: Aug-01-1999 to Jan-31-2002

9TT00 T.OLh-d

Budget for Year: 1
Revised:

EXPENDITURES
item Approved Period 1 Period 2 Total Variance
Budget Amount 08/99-01/00 02/00-07/00
PERSONNEL
Project Director 78,290.00 36,920.28 41,045.92 77,875.20 314.80
Co-Director 35,981.00 16,972.20 20,118.23 37,090.43 (1,109.43)
Project Advisor 5,395.00 - 5432.55 5,432.55 {37.55)
Project Analyst 29,357.00 13,847.88 16,431.52 30,279.40 (922.40)
Res Program Manager 33,994.00 15,969.08 17,784.31 33,753.37 240.63
Info Processing Cons 31,980.00 15,084.90 16,818.55 31,903.45 76.55
Assoc Rsch Spec 24,380.00 11,500.02 12,481.98 23,982.00 398.00
Outreach Specialist 16,000.00 2,333.34 16,906.12 19,239.46 {3,239.46)
Program Assistant 10,615.00 - - 10,615.00
Office Assistant 4,992.00 1,480.30 2,707.10 4,197.40 794.60
Fringe Benefits 81,489.00 35,517.84 46,595.26 82,113.80 9,375.20
Personnel Subtotal 362,473.00 149,644.82 196,322.24 345,967.06 16,505.94
OTHER DIRECT COSTS
Supplies 2,700.00 1,106.21 3,891.33 4,957.54 (2,297.54)
Computer Supplies 500.00 173.53 599.64 773.47 {273.17)
Duplicating/Printing 2,865.00 53.72 673.66 727.58 2,137.42
Telephone 2,155.00 - 48.89 48.89 2,108.11
Postage 1,500.00 - 447.83 447.83 1,052.17
Service Agreements 3,000.00 694.94 298.00 992,94 2,007.06
Software 6,500.00 2,333.80 4,152.55 6,486.35 13.65
Travel 15,960.00 950.83 5,755.17 10,7086.00 5,254.00
Other Direct Subtotal 35,180.00 5,313.03 19,867.27 25,180.30 9,999.70
INDIRECT COSTS 35,789.00 13,946.17 19,457.02 33,403.19 2,385.81
CONSULTANT/CONTRACTUAL
Cons/Contret Subtotal 44.000.00 - - - 44,000.00
Grand Total 477,442.00 168,904.02 235,646.53 404,550.55 72,891.45

i

Robert C. Andresen, Administrative Officer
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April 20, 2001

Robert C. Andresen

Administrative Officer

Graduate School, Research and Sponsored Programs
University of Wisconsin-Madison

750 University Avenue, Room 456

Madison, WI 53706-1490

Reference: 1.D. #036509 - Transmittal of Next Payment
Dear Mr. Andresen:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

In reviewing your recent financial report, we note that cumulative expenditures as of
January 31, 2001, have been $589,626. The Foundation has made payments to date totaling
$576,498 leaving you a cash deficit as of January 31, 2001, of $13,128. Enclosed with

this letter is our check for $185,075. This check equals your next payment plus the

above mentioned cash deficit. Also enclosed is your financial reporting form for your

use when reporting expenditures.

If I can assist you further, please contact me at 609-627-5844.

Sincerely,

&buhwdw

Sophia Kounelias
Financial Analyst

/SXK
Enclosures

cc: David E. Joranson, M.S.S.W.
Rosemary Gibson

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  (609) 452-8701
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U» " University of Wisconsin-Madison

Graduate School, Research and Sponsored Programs

April 6, 2001

Sophia Kouneliss

Financial Analyst

The Robert Wood Johnson Foundation
Route 1 and College Road East

P.O. Box 2316

Princeton, NJ 08543-2316

RE: Grant #036509

Dear Ms. Kouneliss:

EGCEDYE

APR 13 2001

FINANCIAL MONITORING

In reply, please refer to
UW Acct No. 133-CW36

Enclosed is the interim financial report for Year 2 on the above-referenced grant for the period
August 1, 2000 through January 31, 2001 under the direction of David Joranson.

Thank you for your support of this project. If you have any questions regarding this report,

please contact me at 608/262-9028.

Enclosure

Ce: Joranson, David — Med Schl Pain Study
Williama, Carolyn - Med Schi Pain Study
Medical School Fiscal Services
File

Sincerely,

Wy C fouenducsl

MaryZ. Koscielniak
Accotintant

400 AW. Peterson Building
750 University Avenue
Madison, Wi 53708-1480

Telephone (608) 262-3822

Fax (608) 262-5111
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FINANCIAL REPORT
The Robert Wood Johnson Foundation
P.O. Box 2316
Princeton, NJ 08543-2316
Phone: (609) 452-8701 Fax (809) 452-8564

UW Account #133-CW38
FA: SXK PA JMS PO: RG

Project Director: David E. Jorenson (808-263-7662)
Fiscal Officer: Robert C. Andresen (608-262-2886)

Grantae: University of Wisconsin-Madison
Grant Number: 038500 for (EOL)

Budget Period: Aug-01-2000 to July-31-2001

Grant Period: Aug-01-1999 to Jan-31-2002

6TTO0 TLOLH-d

Budget for Year: 2
Revised:
EXPENDITURES
Hem Approved Period 1 Period 2 Total Yarlance
Budget Amount 8/00-0101 020187101
PERSONNEL
Project Director 48,104.00 22.710.78 2.710.78 23,383.22
Co-Director 21,188.00 13,809.38 13,800.38 7.379.84
Project Advisor 5,718.00 2,825.00 2,825.00 2,793.00
Project Analyst 17,288.00 $,388.78 9,398.76 7,880.24
Res Program Manager 24,022.00 11,808.00 11,808.00 12,214.00
Info Processing Cons 18,833.00 9,308 .52 8,305.52 9,527 48
Assoc Rsch Spec 12,821.00 8,818.00 8,6818.00 3,303.00
Outreach Speciakist 186,880.00 7.417.26 7.417.28 8,542.74
Program Aassistant 11,252.00 2,827.88 29827 98 8,324.02
Office Assistant 5,292.00 3,812.02 3812.02 1,470.88
Fringe Benefits 80,372.00 20,632.78 29,632.78 30,738.22
Personnel Subiotel 239,851.00 123,365.46 - 123,365.48 116,585.54
OTHER DIRECT COSTS
Supplies 2,700.00 3,407.03 3407.03 (707.03)
Computer Supplies 500.00 285.12 285.12 204.86
Duplicating/Printing 2,865.00 10.00 10.00 2,8655.00
Telephone 2,155.00 3,138.03 3,138.03 (884.03)
Postage 1,500.00 1,458.78 1,459.78 40,24
Service Agresments 3,000.00 1,481.82 1,481.82 1,518.18
Software §,500.00 4,264.01 4.264.01 2,235.88
Travel 15,860.00 18,337.88 18,337.86 {2,377.88)
Other Direct Subtotal 35,180.00 32,394.63 - 32,384.83 2,785.37
INDIRECT COSTS 24,762.00 14,018.41 14,018.41 10,743.59
CONSULTANT/CONTRACTUAL
Cons/Contret Subtotal 44,000.00 15,205.50 - 15,205.50 28,704.50
\
Grand Total 343,893.00 185,074.00 \/ c’)‘ivl\)\\ﬁ\h \ 18507400  158,819.00

E Ll g —

Robert C. Andresen, Adminisirative Officer
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October 18§, 2001

Robert C. Andresen

Administrative Officer

Graduate School, Research and Sponsored Programs
University of Wisconsin-Madison

750 University Avenue, Room 456

Madison, WI 53706-1490

Reference: 1.D. #036509 - Acceptance of Annual Financial Report /
No Payment/Annual Grant Report Requested

Dear Mr. Andresen:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

In reviewing your annual financial report, we note that you have overexpended the
approved budget category "Other Direct Subtotal" by more than 5 percent. Please submit a
letter which explains this overexpenditure.

Cumulative expenditures as of July 31, 2001, have been $758,263. The Foundation has made
payments to date totaling $761,573 leaving you a cash balance of $3,310. We will forward
your next payment when your annual grant report is received. Enclosed for your
convenience is a copy of your financial reporting form for the period August 1, 2001,
through January 31, 2002, reflecting your approved budget of $176,665. Please use this
form when reporting expenditures.

We look forward to receiving your annual grant report by October 31, 2001. If I can
assist you further, please contact me at 609-627-5844.

Sincerely,

Sophia Kounelias

Financial Analyst

/SXK
Enclosure

Rosemary Gibson

cc:  David E. Joranson‘,)d(S.S,W.

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  (609) 452-8701

P-43071 _ 00120



TZTO0 TLOLh-d

FA: SXK PA: JMS PO: RG

Project Director
Figcal Officer

Ly

FINANCIAL REPORT

The Robert Wood Johnson Foundation Page: 1

P.O.Box 2316

Princeton, NJ 08543-2316
Phone: (609)452-8701 Fax: (609)627-6416

David E. Joranson (608-263-7662)
Robert C. Andresen (608-262-0152)

Grantee: University of Wisconsin-Madison Medical
School
Grant Number: 036509 for [EOL]
Budget Period: Aug-01-2001 to Jan-31-2002
Grant Period: Aug-01-1999 to Jan-31-2002

Budget for Year : 3
Revised: EXPENDITURES
Item Approved Period 1 Period 2 Period 3 Period 4 Period S5 Period & Total Va.riance‘?
Budget Amount 08/01-01/02
PERSCNNEL

Project Director
Co-Director

Project Advisor
Project Analyst

Res. Program Manager
Infc. Processing Cons
Assoc Rsch Spec
Outreach Specialist
Program Assistant
Office Assistant
Fringe Benefits
Personnel Subtotal
OTHER DIRECT COSTS
Supplies

Computer Supplies
Duplicating/Printing
Telephone

Postage

Service Agreements(s)
Software

Travel

Other Direct Subtotal
INDIRECT COSTS

24,435
11,230
3,031
9,163
12,732
9,981
6,848
8,989
5,564
2,805
31,998
127,176

933
250
2,864
1,077
750
1,500
3,250
5,700
16,324
12,915
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The Robert Wood Johmnson Foundation

Princeton,

FINANCIAL REPORT

P.0.Box 2316

NJ 08543-2316

Page: 2

Phone: (609)452-8701 Fax:(609})627-6416

FA: SXK PA: JMS PO: RG

Project Director: David E. Joranson (608-263-7662)
Fiscal Officer : Robert C. Andresen (608-262-0152)

Budget for Year : 3

Grant Number:
Budget Perilod:
Grant Period:

University of Wisconsin-Madison Medical
School

036509 for [EOL]

Aug-01-2001 to Jan-31-2002

Aug-01-199% to Jan-31-2002

Grantee:

Revised: EXPENDITURES
Ttem Approved Period 1 Period 2 Period 3 Pericd 4 Period 5 Period 6 Total Variance ﬁ
Budget Amount 08/01-01/02
CONSULTANT/ CONTRACTUAL 20,250
Cone/Contrct Subtotal 20,250
Grand Total 176,665
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University of Wisconsin-Madison
Graduate School, Research and Sponsored Programs

October 8, 2001

ONIYOLINOW TVIONYNIS
Sophia Kounelias
Financial Analyst 100¢ ¢ 1 130
The Robert Wood Johnson Foundation H
Route 1 and College Road East 1 N E] @ ]
P. O. Box 2316

Princeton, NJ 08543-2316

In reply, please refer to
UW Acct No. 133-CW36
RE: Grant # 036509

Dear Ms. Kounelias:

Enclosed is the annual financial report for Year 2 on the above-referenced grant for the period
February 1, 2001 through July 31, 2001 under the direction of David E. Joranson, Director of
Pain and Policy Studies Group.

Carolyn Williams will submit a letter with their progress report to request a rebudgeting for Year 2
with part of the carryover from year 1. A new budget request for Year 3 will be submitted also.

Thank you for your support of this project. If you have any questions regarding this report,
please contact me at 608/262-9028.

Sincerely,
Mm%,[{oscielniak
Accountant
Enclosure
Cc: Joranson, David — Med Schl Pain Study
Williams, Carolyn — Med Schl Pain Study
Medical School Fiscal Services
File
400 A.W. Peterson Building Telephone (608) 262-3822
750 University Avenue Fax (608) 262-5111

Madison, W! 53706-1490
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FINANCIAL REPORY
The Robert Wood Johnson Foundation
P.0. Box 2316
Princeton, NJ 08543-2316
Phone: {609} 452-8701 Fax: (609) 452-9564

UW Account #133-CW36

FA: SXK PA: JMS PO: RG Grantee: University of Wisconsin-Madison
Project Director: David E. Joranson {608-263-7662) Grant Number: 036509 for (EOL)

Fiscal Officer: Robert C. Andresen (608-262-2896) Budget Period: Aug-01-2000 to July-31-2001
Grant Period: Aug-01-1999 to Jan-31-2002

Budget for Year: 2

#2100 TLOEP-d

Revised:
EXPENDITURES
ttem Approved Period 1 Period 2 Total Variance
Budget Amount 8/00-01/01 02/01-07/01
PERSONNEL
Project Director 46,104.00 22,710.78 24,328.06 47.038.84 {934.84)
Co-Director 21,189.00 13,809.36 13,425.76 27,235.12 (6,046.12)
Project Advisor 5,718.00 2,925.00 2,925.00 5,850.00 (132.00)
Project Analyst 17,288.00 9,398.76 9,398.76 18.797.52 (1,509.52)
Res Program Manager 24,022.00 11,808.00 9,840.00 21,648.00 2,374.00
Info Processing Cons 18,833.00 9,305.52 9,305.52 18,611.04 221.96
Assoc Rsch Spec 12,921.00 9,618.00 9,160.00 18,778.00 (5,857.00)
Qutreach Specialist 16,960.00 7.417.26 8,241.39 15,658.65 1,301.35
Program Assistant $1,252.00 2,927.98 7,102.16 10,030.14 1,221.86
Office Assistant 5,292.00 3,812.02 3,922.80 7.734.82 {2,442.82)
Fringe Benefits 60,372.00 29,632.78 31,296.09 60,928.87 {556.87)
Personnel Subtotal 239,951.00 123,365.46 128,945.54 252,311.00 {12,360.00)
OTHER DIRECT COSTS
Supplies 2,700.00 3,407.03 5,775.56 9,182.59 {6,482.59)
Computer Supplies 500.00 295.12 23920 534.32 (34.32)
Duplicating/Printing 2,865.00 10.00 694.75 704.75 2,160.25
Telephone 2,155.00 3,139.03 1,353.33 4,492.36 (2,337.36)
Postage 1,500.00 1,459.76 976.77 2,436.53 (936.53)
Service Agreements 3,000.00 1,481.82 - 1,481.82 1.518.18
Software 6,500.00 4,264.01 4,244 94 8,508.95 {2,008.95)
Travel 15,860.00 18,337.86 9,049.96 27,387.82 {11,427.82)
Other Direct Subtotal 35,180.00 32,394.63 22,334.51 54,729.14 {19,549.14)
INDIRECT COSTS 24,762.00 14,018.41 13,615.20 27,633.61 {2,871.61})
CONSULTANT/CONTRACTUAL
Cons/Contrct Subtotal 44,000.060 15,295.50 3,741.40 19,036.90 24,963.10
Grand Total 343,893.00 185,074.00 168,636.65 353,710.65 {9,817.65)
' / W
5 )lm lo] /né/ :
l ﬁ Robert C. Andresen, Administrative Officer
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November 1, 2001

David E. Joranson, M.S.S.W.
Director

Pain and Policy Studies Group Fu.%%
L_Lmiyersity of Wisconsin-Madison v NENT COF
406 Science Drive, Suite 202
Madison, WI 53711-1068
Reference: 1.D. #036509 - Acknowledgement of Annual Progress Report
Dear Mr. Joranson:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

We have received your annual progress report and have forwarded a copy of this report to
Rosemary Gibson for her review. If she has any questions or comments, she will contact
you directly.

If I can assist you further, please contact me at 609-627-5844.

Sincerely,

g(ﬁpé\m /énw-'l‘u
Sophia Kounelias
Financial Analyst
/MT

cc:  Robert C. Andresen
Rosemary Gibson

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  (609) 452-8701
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PaN & PoLicy Sr’nuas Group

e \\\ WHO Collaborating Center
e l\y' for Policy and Communications
Y \:I\ 2 in Cancer Care

October 30, 2001

Sophia Kounelias

Financial Analyst

Robert Wood Johnson Foundation
Route 1 and College Road East
Princeton, NJ 08543-2316

Reference: Grant # 036509

Dear Ms. Kounelias,

‘ [N |

-l MONITORING!

Enclosed you will find three copies of the Annual Progress Report, three copies of the
Bibliography, and two copies of the Communications Products for the above referenced grant.

Under separate cover. you will be receiving a request to carry over funds and a rebudget for year
two and three of this project. If you have any questions, you may contact me directly at 608-263-

7371.
Sincerely,

C.l‘g’:\.-t L-é .,T/\; r V\ . \,\._) ,_L‘.-\-C\/VV\.-:b

Carolyn M. Williams, MBA
Research Program Administrator

UW Comprehensive Cancer Center - University of Wisconsin-Madison Medical School
406 Science Drive, Suite 202 Madison, W1 53711-1068 USA  (608) 263-7662 FAX: (608) 263-0259

www.medsch. wisc.edu/painpolicy
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FINANCIAL MONITORING'

ANNUAL PROGRESS REPORT
YEAR 2

“BUILDING CAPACITY TO PROMOTE PAIN POLICY
THROUGH EVALUATION, RESEARCH AND COMMUNICATION”

TARGETED END-OF-LIFE INITIATIVES

GRANT # 036509
AUGUST 1, 2000 -JULY 31, 2001

SUBMITTED
OCTOBER 31, 2000

PAIN & POLICY STUDIES GROUP
406 SCIENCE DR., SUITE 202
MADISON WI 53711-1068
608.263.7662
PPSG@MED.WISC.EDU

UW Comprehensive Cancer Center - University of Wisconsin-Madison Medical School
406 Science Drive, Suite 202 Madison, W1 53711-1068 USA  (608) 263-7662 FAX: (603) 2630259
www.medsch.wisc.edu/painpolicy
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1. WHAT WERE THE PROJECT’S OBJECTIVES AND HOW HAS THE
PROJECT MET THEM IN THIS YEAR?

A review of the project’s time-line demonstrates that all of the objectives
proposed during the second year have been met in a timely fashion.

Part 1: Policy Evaluation

The “Annual Review of New State Pain Policies, 2001” (Annual Review 2001)
currently is being prepared that summarizes all new or amended pain policies from the
previous year, such as the adoption of intractable pain treatment acts and medical board
regulations and guidelines on prescribing controlled substances for pain. The Annual
Review 2001 will contain (a) the cumulative trend of pain policies since 1980, and (b) a
state-by-state listing, citation, summary, and commentary for each new policy in the
previous year.

Although we proposed to complete the Annual Review 2001 by the end of August
2001, we have modified this objective so that it will be completed by the end of
December to be able to evaluate all policies adopted in calendar 2001. As a result, the
Annual Review will represent a full year, rather than a partial year of policy
development. Once completed, the Annual Review will be made available on our
website and will be distributed to key individuals and organizations such as health-care
providers, patient advocacy groups, state cancer pain initiatives, state government pain
commissions, state pain summit meetings and task forces, state legislatures, and medical
boards. The first Annual Review was completed in December 2000 and is available on
our website at:

www.medsch.wisc.edu/painpolicy/publicat/01 ppsgar/contents.htm

We have compared state medical board policies adopted before and after the
Federation of State Medical Board’s “Model Guidelines for the Use of Controlled
Substances for the Treatment of Pain™ (Model Guidelines) compare to policies adopted
subsequent to the Model Guidelines. The criteria used in “Achieving Balance in Federal
and State Pain Policy: A Guide to Evaluation” guided the evaluation for this project.
Policy language that met each criterion is being entered into an electronic database. We
will analyze the extent that, when compared to “older” policies, “newer” policies contain
language that is balanced, recognizing issues such as the medical use of controlled
substances, addressing physicians’ concerns about investigation, and accurate in the use
of terminology. Analyses will be complete by the end of December 2001, and an article
that describes the results will be written for publication.

The PPSG continually updates electronic access to a complete database of state
pain policies located on its down-loadable website. We obtained state pain policies by
using our electronic legal database (Lexis, from “Lexis-Nexis Research Software”) and
by contacting state agencies. These policies include all relevant federal and state laws,
regulations, and guidelines. The accuracy and completeness of this policy database is
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assured through our current internal quality-control procedure and our regular monitoring
of the policy environment.

Part 2: Empirical Research

PPSG staff updates its database regarding the abuse and medical use of opioid
analgesics. Abuse data are collected from the Drug Abuse Warning Network (DAWN)
of the Substance Abuse and Mental Health Services Administration (SAMHSA), and
medical use data come from the Automation of Reports and Consolidated Orders System
(ARCOS) of the Drug Enforcement Administration (DEA). Our previous research with
these data demonstrated that the abuse of opioid analgesics was low and stable over time
despite a substantial increase in their medical use. This article was published recently in
the Journal of the American Medical Association. Efforts are being made to monitor
these data to evaluate possible significant changes in their trends in recent years.

Part 3: Communications

A major purpose of this grant is to increase awareness of pain policy issues and to
support the efforts of individuals and organizations in government and health care to
evaluate and improve policies that affect pain management. We proposed to accomplish
this goal through several means, including proactive communication of the products from
this grant to a broad range of individuals and groups, using means in addition to the
ordinary channels of publishing articles in journals. We proposed to: (1) maintain the
PPSG website as a source of pain policy information for the public, and (2) provide rapid
and efficient technical assistance and dissemination of information. PPSG established a
Communications Team to guide efforts to accomplish this objective. More detail is
available in our response to Question 5; a summary of the accomplishments follows.

(1) Website: The Team implemented a number of improvements to the website, including
a enhanced home-page and site guide, addition of the full text of many new state pain
policies, and addition of new links to the site (see Bibliography). Utilization of the site
has continued to increase, with approximately 5,800 users per month and a total of about
28,000 hits on our website over the five-month period for which data were available.

(2) Technical assistance and dissemination of information: The PPSG has provided
extensive information and assistance to a variety of government and non-government
organizations about how to have balanced pain policy, including guidance about how to
respond to pain medication abuse and diversion. Such individuals and organizations
include the state of Florida division of pharmacy services and the University of Florida,
the New Mexico Attomey General, and a joint committee of three national associations,
the American Pain Society, the American Society of Addiction Medicine, and the
American Academy of Pain Medicine.

(a) Representatives of the U.S. Drug Enforcement Administration
contacted the PPSG in March, 2001, to explore the development of a pain
forum about the need for a balanced response to the extensive media
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attention surrounding OxyContin® in order to prevent states from taking
draconian measures to control drug diversion and abuse. Subsequently,
the PPSG collaborated with Last Acts and the American Pain Society, in
conjunction with Burness Communications, to organize several meetings
of an ad hoc pain forum to explore the issues and to develop a joint
consensus statement. The consensus statement, which was endorsed by
the DEA and 21 health-care and pain organizations, including the
American Cancer Society and the American Medical Association, was
released at a national press briefing on October 23, 2001.

(b) Following the technical assistance provided to the Michigan Cancer
Pain Initiative and the Michigan Commission on End-of-Life Care, Wayne
State University sponsored a conference to report the results of the
Commission, which made extensive use of information and input from
PPSG. David Joranson was invited to present an analysis of the
recommendations from the report and how these would improve Michigan
policy on end-of-life care compared with the rest of the country.

(¢) The PPSG was invited by the American Cancer Society (ACS) to
participate in their meeting of the Cancer Pain Management Policy
Review Group. The purpose of this meeting was to assist in developing
an ACS policy statement in response to the abuse and diversion of pain
medications and to ensure that medical practice and patient care are not
compromised. The PPSG provided subsequent technical assistance in the
drafting of the ACS policy.

(d) Last Acts invited David Joranson to serve as a member of the Provider
Education Committee, which is a standing committee of the Last Acts
organization.

As interests in pain management and end-of-life care expand, coupled with the
substantial media attention surrounding OxyContin® abuse and diversion, requests for
our assistance and for providing information sometimes exceed our capacity to respond
(and still accomplish our other work under the grant). The recent policy environment
relating to pain management and opioid analgesics is becoming increasingly dynamic.
Such policy activity involves multi-disciplinary collaboration with various government
and non-govermmental organizations. We developed an electronic data collection form,
as well as a procedure to use it in order to assure we capture the full extent of our
technical assistance efforts.

Within the last year, the PPSG Communications Team continued to utilize a
strategy for publicizing articles to be published in major journals and other PPSG
documents. The strategy consists of two components: (1) to ensure that the article and
the electronic notification was clear about the message, and (2) to disseminate this
message to our main audiences, including health-care professional groups, government,
and the public. As a result of this dissemination strategy, we have received numerous
compliments regarding our products and publications.
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2, WHAT INTERNAL CHALLENGES WERE ENCOUNTERED DURING THIS
YEAR THAT ARE RELATED TO THE PROJECT’S DESIGN,
COLLABORATIONS, STAFFING, OPERATIONS, OR OTHER PROJECT
FACTORS?

During the last year, we encountered several internal challenges. The Pain &
Policy Studies Group (PPSG) was asked to move its office to another location in June
2001. This move necessitated about two weeks of down time because of preparing for
the move and subsequent computer network reconfiguration at the new location.

During this time, we transitioned our computer and technical needs from an in-
house staff member to a contract for computer information support services. Our
decision to contract for an off-site computer network was based on our cost-benefit
analysis and necessitated release of the staff member who provided computer and
technical support.

After one-and-a-half years of employment, our Communications Specialist,
Jessica Nischik, moved away from Madison, WI. We are seeking to employ someone to
help us to communicate our work and our message about balanced policy. With the
exception of the office move, these changes were unanticipated but have not significantly
impacted the PPSG’s ability to achieve its goals of policy evaluation, communications,
and technical assistance. We have addressed these challenges and believe we are making
a successful transition.

3.  WHAT CHALLENGES OR SUCCESSES WERE CAUSED BY FACTORS
EXTERNAL TO THE PROJECT?

The most significant external challenge encountered by this project was the vast
media, professional, and governmental attention to the abuse and diversion of
OxyContin®. We experienced an increase in the requests for technical assistance for
health-care professionals, regulators, policy makers, and members of the media. In order
to more directly address the need for a balanced response, the PPSG engaged directly
with the U.S. Drug Enforcement Administration (DEA) to hold a series of meetings to
bring together members of national health-care and regulatory organizations, The
purpose of the meetings was to develop a joint consensus statement emphasizing the need
for a balanced approach to diversion and abuse of opioid pain medications so that efforts
to address diversion do not interfere with medical practice and patient care. The joint
consensus statement was developed and endorsed by the DEA and 21 professional health-
care and pain-related organizations, including the PPSG, the American Medical
Association, the American Cancer Society, and the American Pharmaceutical
Association. Appointment of DEA Chief Asa Hutchinson delayed the press briefing until
October 2001. In addition, PPSG staff members have been frequently requested to make
presentations about issues relating to the abuse, diversion, and medical availability of
opioid analgesics when treating pain. We have received many requests for updating and
publishing information related to the recent medical use and abuse of Schedule IT opioid
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analgesics. Rather than providing unpublished raw data, and to avoid misinterpretations,
efforts are now underway to develop a grant proposal to fund this project, as well as other
projects that have become important as a result of escalating concerns about the abuse
and diversion of pain medications. This increased demand has strained the resources of
our staff, but has given us the opportunity to mediate the potential negative effects of this
issue.

The Oxycontin controversy has also resulted in an increase in the interest in and
utilization of our products. For example, the frequency of PPSG website hits has
continued to increase throughout the last year, and demand for the Evaluation Guide lead
to a second printing of 100 copies.

4, IF YOU ARE WORKING IN COLLABORATION WITH OTHER
ORGANIZATIONS, OR DEPEND ON OTHER ORGANIZATIONS OR
INSTITUTIONS TO MEET THE OBJECTIVES OF THIS PROJECT, HOW ARE
THOSE RELATIONSHIPS WORKING?

The PPSG relies on data from two organizations to support our study of medical
consumption and abuse of opioid analgesics: the Drug Enforcement Administration
(DEA) and the Substance Abuse and Mental Health Services Administration (SAMHSA).

We request the consumption data for individual opioid analgesics directly from
the DEA Targeting and Analysis Unit of the Office of Diversion Control, which has been
extremely responsive to our various requests. The Unit continues to provide us with both
hardcopy and disk-copy of the Automation of Reports and Consolidated Orders System
(ARCOS) data on which our analysis of consumption is based. We currently have
ARCOS data through the year 2000.

The data for abuse of opioid analgesics come from the Drug Abuse Waming
Network (DAWN), which is an annual report of SAMHSA within the U.S. Department of
Health and Human Services. As a result of feedback from DAWN users, including the
PPSG, staff members at SAMHSA are in the process of re-designing the DAWN report
to make it more user-friendly and pharmacologically correct. As a result, the current
PPSG in-house database will need to be slightly revised and updated to reflect the
changes. Following this, routine data collection and maintenance will be continued. Our
ongoing relationship with SAMHSA staff is very good. We routinely request and receive
data from SAMHSA that is more detailed than is available on the website reports. As an
example of our close collaborative relationship, we were recently advised by our contact
that the 2000 Emergency Department data (officially released in August) will be revised,
and the final revised version will become available in late 2001 or early 2002. This is a
key piece of information as it impacts our internal timeline for drafting and completing
the updated article on medical use and abuse of opioid analgesics.

Finally, our collaboration with the American Alliance of Cancer Pain Initiatives
(AACPI) continues to be positive and serves as an effective communications channel for
our products to the AACPI audience. We have also been please with our collaborations
with Last Acts, and Midwest Bioethics and their Community-State Partnerships on End-
of-Life Care.
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5. WHAT HAVE BEEN THE PROJECT’'S KEY COMMUNICATIONS
ACTIVITIES DURING THE PAST YEAR?

PPSG Website

The PPSG website has been in service since July 1997. In the past five months',
the website has averaged 28,178 hits and visits by an average of 5,862 users per month
from around the world.

Until June, 2001, the website was maintained by the PPSG's Information
Technology Manager. Beginning July, 2001, responsibility for maintaining and
expanding the website was assumed by Martha Maurer, Policy Analyst. Maintaining the
website involves updating an interactive data-base of policies adopted by state and
national boards, legislatures and organizations, adding the new policies as hypertext
markup language (HTML) documents, periodically checking website links to insure that
they are current and functional, and making any necessary changes to the format of
website pages. During this time, PPSG staff met to consider reformatting the “top pages”
(see below) of the website. Several modifications were made to increase the format
consistency of the pages within the website and to improve the descriptions of our
products and instructions to users, all of which will ultimately enhance user navigability.
Monthly reports continue to be generated to track the number of website hits and users
and to determine the policy documents that are viewed most often by these users, The
website e-mail account is also checked weekly for user feedback, which is then either
answered by the Policy Analyst that maintains the website, or is directed to the proper
PPSG staff member(s).

During the grant period there were nine new policies enacted to address the use of
controlled substances for pain management. These policies were adopted by state
legislatures, state medical boards, state pharmacy boards, state nursing boards, and
national organizations. These policies were obtained by our policy analysts and
converted to WordPerfect format either by typing or scanning a hard copy, or converting
an already-extant electronic document in another file format. They were then converted
to HTML documents, formatted in the style of other PPSG website documents, and then
uploaded to our website.

The article, “Pharmacists’ Knowledge and Attitudes Towards Opioid Pain
Medications in Relation to Federal and State Policy,” which was published in the Journal
of the American Pharmaceutical Association, was made available on the PPSG website in
three different formats. The first of these is the full text in Adobe Acrobat PDF format,
which users can open and view on their browsers. The second is an interactive PDF
version of the document that permits users to view any particular section of the document
without having to wait for the entire file to download. The third way is an interactive
HTML version of the document that can be viewed using virtually any web browser.

This interactive HTML version also permits the viewer to see any part of the document
without having to wait for the entire document to download. Additional options that the

! Due to a computer problem during the first three months of 2001, we are reporting average website
activity using information between April and August, 2001.
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viewers have are: download a self-extracting version of the entire document or to submit
a request for a free hard copy.

Index of PPSG website “top” pages:

Home-Page

About the PPSG

U.S. Pain Policy Resources

Data-base of Statutes, Regulations, and Other Governmental Policies
International Pain Policy Resources

Bibliography of PPSG Publications

Related Links

Glossary

Other Communication Efforts

In addition to the activities relating to the website and technical assistance mentioned
under Question 1, the following description provides further information about key
activities. Complete information about the communication activities is available in the
bibliography.

Pain Forum. The PPSG collaborated with the U.S. Drug Enforcement Administration
(DEA) to hold a series of meetings to bring together members of national health-care and
regulatory organizations. The purpose of the meetings was to develop a joint consensus
statement that emphasizes the need for a balanced approach to diversion and abuse of
opioid pain medications so that efforts to address diversion do not interfere with medical
practice and patient care. The joint consensus statement was developed and ultimately
endorsed by 21 professional health-care and pain-related organizations. Appointment of
DEA Chief Asa Hutchinson delayed the press briefing until October 2001.

PPSG Brochure. In cooperation with a graphics design group, the Communications
Team developed a brochure describing the PPSG’s vision, mission, national and
international projects, information about our websites. This brochure has been included
in all mailings and continues to be distributed at state, national, and international
conferences.

Publicity for the article published in the Journal of the American Pharmaceutical
Association. We believe that we were successful in reaching our key audiences: We
mailed a copy of the article and press release directly to all state medical and pharmacy
boards and state medical societies; we notified a large number of individuals and
organizations via an e-mail broadcast of the availability of the article on our website; the
article and its press release are on our website are frequently accessed by users; there
were (and continue to be) numerous placements in media aimed at the public
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Publicity for the “Annual Review of State Pain Policies, 2000” Key audiences were
successfully targeted in the dissemination of this report: We mailed a printed copy of the
document directly to all state legislative librarians, state medical societies, state medical
boards, the state cancer pain initiatives in the states with policy changes as well as other
key individuals. We notified a large number of individuals and organizations via an e-
mail broadcast of the availability of the document on our website. Recipients of this e-
mail notification include the Liaison Committee on Pain and Addiction, the Community-
State Partnerships on End-of-Life Care, the National Association of Drug Diversion
Investigators Prescription Drug Abuse listserve, the OncoPain listserve, the Last Acts
Discussion listserve, the State Cancer Pain Initiatives listserve, the Project on Pain
Management and Chemical Dependency listserve, and to other professionals interested in
pain management policy. This document was also listed in the Last Acts Policy
Newsletter, Innovations in End-of-Life Care. '

Continued dissemination of “Achieving Balance in Federal & State Pain Policy: A Guide
to Evaluation.” Due to high demand for this document, 100 reprints were made. There
was a second e-mail notification of its availability to academic leaders, pain management
advocates, newsletters, professional societies and listserves. In addition, hard copies of
this document continue to be requested through the PPSG website.

Presentations at national conferences. PPSG provided presentations on trends and issues
in pain policy to participants at 2 number of conferences sponsored by national
organizations. Among these were the Pain Management and Chemical Dependency
conference, National Association of Boards of Pharmacy annual meeting, American
Alliance of Cancer Pain Initiatives national meeting, American Cancer Society’s Pain
Management Policy Review Group, National Association of State Controlled Substances
Authorities, and American Society of Law Medicine & Ethics meeting. A complete list
is included in the bibliography.

6. WHAT ARE THE PROJECT’S OTHER SOURCES OF SUPPORT?

This project has no other sources of support. The other activities of the group are
intemational projects related to our status as the World Health Organization
Collaborating Center for Policy and Communications in Cancer Care.

Office space for the Pain & Policy Studies Group (PPSG) and this project is provided
by the Medical School of the University of Wisconsin-Madison, the costs of which the
PPSG must pay a larger share each year.
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7. WHAT ARE YOUR PLANS FOR THE PROJECT NEXT YEAR?

The third year of our grant will involve the continuation of many activities
conducted during the second year, as well as those scheduled to end in 2002.

Part 1: Policy Evaluation

We will publish an “Annual Review of New State Pain Policies, 2002” (Annual
Review 2002) to demonstrate policy change through to the end of the grant. We will
need to monitor the frequency of adoption of new intractable pain treatment policies, as
well as regulations and medical board policies that relate to the use of controlled
substances for pain. The Annual Review 2002 will be made available on our website and
will be distributed to key individuals and organizations such as health-care providers,
patient advocacy groups, state cancer pain initiative, state government pain commissions,
state pain summit meetings and task forces, state legislatures, and medical boards.

The PPSG will update its electronic database of state pain policies, including the
most recent relevant federal and state laws, regulations, and other governmental policies.

We will complete the second of two proposed evaluations of medical board pain
guidelines. This second analysis will compare Federation of State Medical Board’s
“Model Guidelines for the Use of Controlled Substances for the Treatment of Pain”
(Model Guidelines) to those policies adopted by state medical boards subsequent to the
Model Guidelines. An effort will be made to evaluate the extent that, when compared to
the Model Guidelines, “newer” policies contain language that is balanced in recognizing
the medical use of controlled substances, is more direct in addressing physicians’
concerns about investigation, and is more accurate in the use of terminology.

We will also publish a report to describe changes in federal and state medical,
pharmacy, and controlled substances policy that have been adopted prior to the end of
January 2002.

Part 2. Empirical Research

PPSG staff will further update its database with the most recent data regarding the
abuse and medical use of opioid analgesics. Abuse data will be collected from the Drug
Abuse Waming Network (DAWN) of the Substance Abuse and Mental Health Services
Administration (SAMSHA), and medical use data will come from the Automation of
Reports and Consolidated Orders System (ARCOS) of the Drug Enforcement
Administration (DEA). We will monitor these data to evaluate possible significant
changes in their trends in recent years.

Part 3: Communications

The Communications Team plans a number of activities to improve the visibility and
understanding of the work done by the PPSG. The PPSG will continue to collaborate
with a senior communications consultant, Ms. Renie Schapiro, to assist in the
development of its communications strategy. We will designate the staff member who
replaces Ms. Jessica Nischik as Communications Coordinator. This person will continue
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to coordinate our communication and dissemination activities and will serve as a member
of our policy evaluation team.

PPSG will disseminate the second “Annual Review of State Pain Policies, 2001 to a
wide audience of individuals and organizations in government and health care. We will
‘mail a printed copy of the document directly to all state legislative librarians, state
medical societies, state medical boards, the state cancer pain initiatives in the states with
policy changes, as well as other key individuals. We will notify a large number of
individuals and organizations via an e-mail broadcast of the availability of the document
on our website. Recipients of this e-mail notification will include the Liaison Committee
on Pain and Addiction, the Community-State Partnerships on End-of-Life Care, as well
as the National Association of Drug Diversion Investigators Prescription Drug Abuse
listserve, the OncoPain listserve, the Last Acts Discussion listserve, American Alliance of
State Cancer Pain Initiatives listserve, the Project on Pain Management and Chemical
Dependency listserve, and to other professionals interested in pain management policy.

The Communications team is planning dissemination strategies for each of the
articles it will publish in the coming year. These strategies will ensure that the message
. is clear, and will make use of press coverage, targeted mailings, e-mail broadcast
notification, website placement and possible national news coverage. The articles
include:

Gilson AM, Joranson DE. “U.S. Policies Relevant to the Prescribing of Opioid
Analgesics for the Treatment of Pain in Patients with Addictive Disease.”
Clinical Journal of Pain (in review).

Gilson AM, Joranson DE, Maurer MA, Ryan KR. A Comparative Analysis of
State Medical Board Policies Relating to the Use of Controlled Substances for the
Treatment of Pain.” journal not yet specified.

Joranson DE, Carrow GM, Ryan KM, Schaefer L, Gilson AM, Good P, Eadie J,
Peine S, Dahl JL. “Pain Management and Prescription Monitoring.” Journal of
Pain and Symptom Management (in press).

Joranson DE, Gilson AM. “Federal and State Policy Issues in the Use of Opioids
for Treatment of Pain in Patients who Abuse Controlled Substances.” Principles
of Addiction Medicine (Third Edition).

Joranson DE, Gilson AM, Dahl JL, Haddox JD. “Pain Management, Controlled

Substances, and State Medical Policy: A Decade of Change.” Journal of Pain
and Symptom Management (in press).
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8. HOW DO YOU ASSESS THE NPQO’S ROLE IN YOUR GRANT?

We appreciate the Robert Wood Johnson Foundation's support of this project and the
very natural flow of information and expression of ideas and issues between the staff
members of the PPSG and the staff of RWJ. The Last Acts program and the Midwest
Bioethics Center has been very helpful in providing input and with the dissemination of
information. We especially appreciate working with Last Acts and Partnerships in Caring
to organize the meeting to bring together the regulatory and pain management
communities.

9. HOW LONG HAVE YOU SERVED AS PROJECT DIRECTOR?
David E. Joranson, MSSW has served as the Director of the Pain & Policy Studies

Group since it's inception in 1996, He has served as director of this project for the life of
the proposal.
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David E. Joranson, “Trends and issues in pain-related policies: laws and state medical board

P-43071 _ 00141



guidelines,” at Contemporary Concepts in Cancer Pain: Tenth Annual Conference of the
Pennsylvania Cancer Pain Initiative, Pennsylvania Cancer Pain Initiative, September 23, 1999.

David E. Joranson, “Testimony of David E. Joranson,” at the U.S. Senate Hearing on Pain
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David E. Joranson, “Progress and issues in pain policy,” at Continuing Education in Pain
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David E. Joranson, “Is It Safe to Prescribe Opioids?,” at Pain Management for the Primary Care
Clinician, American Pain Society, September 15, 2000, Chicago, Illinois.

David E. Joranson, “Regulatory Barriers to Pain Management and National Cancer Center
Control Policy,” at Roundtable Discussion on Quality of Life for Cancer Survivors, National

Cancer Legislation Advisory Committee, October 2 - 3, 2000, Washington, DC.

David E. Joranson, “A Report Card on State Initiatives Involving Pain Management,” at the 16"
Annual Educational Conference, The National Association of State Controlled Substances
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David E. Joranson, “Pain Management; Risk Assessment and Legal Concemns,” at End of Life
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David E. Joranson, “Analgesic Regulatory Affairs,” at the 20” Annual Scientific Meeting,
American Pain Society, April 19 - 22, 2001, Phoenix, Arizona.

David E. Joranson, served as moderator at Pain Forum Meeting with Drug Enforcement
Administration, April 23 - 24, 2001, Chicago, Illinois.

David E. Joranson, “The Last Link in the Chain: Results of a survey of Wisconsin Pharmacists,”
at Pharmacy Society of Wisconsin Educational Conference, April 27, 2001, Madison, Wisconsin.

David E. Joranson, “Opioids and the Law,” at National Association of Boards of Pharmacy 97®
Annual Meeting, May 5 - 9, 2001, Seattle, Washington.

David E. Joranson, “Pain Management Standards: Their Role in Improving the Quality of Care,”
at American Geriatric Society, May 12, 2001, Chicago, Illinois.

David E. Joranson, “Building a Regulatory Agenda in the CPI Movement,” at the 12 National
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- 16, 2001, Madison, Wisconsin.

David E. Joranson, “Stopping Abuse of Pain Medications, A Critical Balancing Act,” at Pain
Forum 11, Drug Enforcement Agency, July 11, 2001, Chicago, Illinois.

David E. Joranson, “Relieve Pain, Prevent Diversion,” at American Cancer Society’s Cancer Pain
Management Policy Review Group, American Cancer Society, July 20, 2001, Washington, DC.

World Wide Web Sites

www.medsch.wisc.edu/painpolicy

P-43071 _ 00143



* ’ . .

Provides full text of individual state pain policies and pain related federal policies, links to other
pain organizations, a glossary of terms and full text of articles published by the PPSG. Madison,
WI: Pain & Policy Studies Group. Estimated 5,862 visits per month.

Press Kits and News Releases

A news release on the Journal of the American Medical Association article “Trends in Medical
Use and Abuse of Opioid Analgesics”, mailed by JAMA on March 30, 2000 to 1500 reporters
nationally. Also accessible to over 2,000 domestic and international journalists through
"EurekAlert!" (a Web site for journalists maintained by the American Association for the
Advancement of Science).

A news release on the Journal of the American Medical Association article “Trends in Medical
Use and Abuse of Opioid Analgesics”, mailed by the PPSG on April 1, 2000 to 413 state medical
societies, state medical boards, state boards of pharmacy, attormey generals, grant advisors,
academic leaders and pain management advocates. One hundred sixty-six academic leaders, pain
management advocates, newsletters, professional societies and listserves were notified through
email.

*An e-mail news release on the “Annual Review of State Pain Policies 2000” was broadcasted

to 173 academic leaders, pain management advocates, newsletters, professional societies and
listserves on March 16, 2001.

*An e-mail news release on “Achieving Balance in Federal and State Pain Policy: A guide to
Evaluation” was broadcasted to 173 academic leaders, pain management advocates, newsletters,
professional societies and listserves on March 16, 2001.

*An e-mail news release on the Journal of the American Pharmaceutical Association article
“Pharmacists’ Knowledge and Attitudes about Opioid Pain Medications in Relation to Federal

and State Policy” article was broadcasted to 173 academic leaders, pain management advocates,
newsletters, professional societies and listserves on April 3, 2001.

Print Coverage

“States are relaxing rules on painkillers: Improving care at the end of life,” in The States, May
1999.

“Web Site Offers Pain Management Policy Information,” in the Oregon State Board of Pharmacy
Newsletter, August 1999.

“Can doctors put their fears to rest?” in Medical Economics, February 21, 2000.
“Highlight: The Pain & Policy Studies Group (PPSG),” in ASPMN Pathways, March/April 2000.

“More opiates used to treat severe pain,” in Reuter 5§ Health Information, April 4, 2000.
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“Abuse of opioid painkillers by patients is uncommon, study finds,” in Oncology Times, April 5,
2000.

“High use of narcotic painkillers is not linked to abuse,” in The Oregonian, April 5, 2000.

“Study finds drugs for pain not abused: Results support efforts to manage pain in people with
long-term illnesses,” in The Milwaukee Journal Sentinel, April 5, 2000.

“Study: Narcotic abuse may be overstated,” in Wisconsin Week, April 5, 2000.

“Less pain means gain for medical treatment,” in The Daily Oklahoman, April 11, 2000.
“Silent suffering,” in TIME Magazine, April 17, 2000.

“Study shows lower rates of opioid abuse,” in The Badger Herald, April 18, 2000.
“Timely tidbits for April,” in Media Tactics, April/May 2000.

“Increasing use of opioid analgesics has not exacerbated addiction,” in The Brown University
Digest of Addiction Theory and Application, May 2000.

“Study: More Patients Resorting to Alternative Therapies,” in the Dayton Daily News, May 9,
2000.

“As pain medication use increases, abuse remains low,” in Medical Directions, Summer 2000.
“Literature abstracts,” in The Network News, Summer 2000.

“Opioid analgesia: Medication use not linked to drug abuse,” in the APh4 Drug Info Line, June
2000.

“Pain treatment and drug abuse, apparently unconnected,” in The New York Times, July 18, 2000.

*“Literature abstracts” in The Network News (Published by Memorial Sloan-Kettering Cancer
Center) Summer 2001, Volume 13

* “Use of Narcotic Pain Medication Remains Low as Medical Use Increases™ in PCS Newsletter:
News for Fellows of the Philippine College of Surgeons, August 2000.

* “Improving Pain Management” in Prescriber’s Letter, Vol. 7, No. 9 September 2000,
* “Triplicate prescription forms in Maine” in Bangor Daily News, September 28, 2000.

* “Patient danger seen in druggist ‘conscience’ bill” in The Capital Times, April 30, 2001.
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* “Pain Management Policies: An Evaluation” in State Health Notes, Vol. 21, Number 336,
November 6, 2000.

* “Drug Diversion and Dependency” in Journal of the Pharmacy Society of Wisconsin, Nov/Dec
2000.

* “New Pain Policy Evaluation Guide” in Your Last Acts Partner Letter, November-December
2000.

*“Regulatory Update” in Cancer Pain Forum, Winter 2000, Issue 2.
* “ Treating pain is no simple matter” in The Milwaukee Journal Sentinel, January 8, 2001.

* “Spotlight on the Pain & Policy Studies Group” in The Pain Connection: the Newsletter of the
American Pain Foundation, Spring 2001.

* “Playing with Pain Killers” in Newsweek, Apnl 9, 2001.

* “Study Evaluates Pharmacists’ Knowledge of Attitudes Toward Pain Medication Dispensing” in
Nation Boards of Pharmacy Newsletter, July 2001.

* “program Highlights” in University of Wisconsin Comprehensive Cancer Center Annual Report
2000-2001.

* “Champion of Change Dr. June Dahl: Her long fight for national pain management standards
comes to fruition” in Quarterly — The Magazine for University of Wisconsin Medical School Alumni

and Friends, Vol 3, No 2, Spring 2001.

* “Regulatory Attitudes Improve, But Fear of Opioid Use Continues” in The Quality Indicator:
Physician Resource, April 2001.

Radio Coverage

AMA Radio, April 5, 2000.

Weorld Wide Web Coverage

“Benefits from opioids outweigh risks, study says,” www.cnn.com.

“Drugs for pain management don't lead to abuse,” www jointogether.org.

“Examining opioid use: New hope for terminally ill patients,” www.lastacts.org.

“Good news on opioids: Use is up, abuse is down,” htps.//webmd-practice.medcast.com.
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“Increase in opioid analgesia does not necessarily mean increase in abuse,” www.psigroup.com.
(listserve).

“Increase in opioid analgesia does not necessarily mean increase in abuse,”
pain_chem_dep@peach.ease.lsoft.com (listserve).

“Increase in opioid analgesic use doesn’t necessarily equate to increase in abuse,”
P
www. lastacts.org.

“More opioid use for pain control does not increase drug abuse,” https://webmd
practice, medcast.com.

“Narcotic pain killers don’t raise risk of drug abuse: Prescriptions went up, drug abuse went
down,” www.webmd.com.

“New Guide on Federal and State pain Policy Now Available,” Last Acts Policy Newsletter, vol
1, issue 6 (email newsletter).

“Opioid use up but abuse waning: Wider availability does not lead to overuse, study finds,”
www.healthscout.com.

“Pain meds do not increase drug abuse,” www.soundpartners.org.
“Study shows greater morphine-like prescriptions not causing greater abuse,” www.wrn.con.

“Study shows that abuse of narcotics remains low as medical use increases,” www.lastacts.org.

* “Nursing home patients’ pain underestimated, officials say”, in The Charleston Gazette
Online, www.wvgazette.com.

* “ New Guide on Federal and State Pain Policy Now Available” in Last Acts Policy Newsletter
- Volume 1, Issue 6, September 2000.

* ”New Pain Policy Resource Available” in BoardNet News (Federation of State Medical Boards
online newsletter, October 13, 2000.

* « “PPSG Releases Annual Review of State Pain Policies 2000” in Last Acts Policy Newsletter-
Volume 2, Issue 2, February 2001.

* “Abuse of powerful pain reliever rising” in 7he Round Up New Mexico State U (U-Wire),
March 15, 2001.

* “PPSG Annual Review of State Pain Policies Available” in AACPI update, March 16, 2001
(listserve).
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* “PPSG Study Reports on Pharmacists and Pain Policy” in Last Acts Policy Newsletter-Volume
2, Issue 4, April 2001.

* “Regulatory Attitudes Improve, But Fear of Opioid Use Continues” in Premier Healthcare
Resource, Inc., April 2001,
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April 29, 2002

David E. Joranson, M.S.S.W.
Director

Pain and Policy Studies Group
University of Wisconsin-Madison
406 Science Drive, Suite 202
Madison, WI 53711-1068

Reference: 1.D. #036509 - Approval of Extension Request
Dear Mr. Joranson:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

We have reviewed your extension request for the period August 1, 2001, through
January 31, 2002, and approve it through April 30, 2002. Enclosed is a copy of your
financial reporting form with your approved budget of $176,665 for use when reporting
expenditures for the above-mentioned period.

Your final financial and narrative reports are now due May 31, 2002.

Please review your approved budget. If projected expenditures will vary from the current
budget, you should submit a budget revision request. Enclosed for your convenience is a
copy of our Budget Revision Guidelines.

If I can assist you further, please contact me at 609-627-5844.

Sincerely,

(o
o A

Sophia Kounelias
Financial Analyst

/SXR
Enclosures

cc:  Robert C. Andresen
Rosemary Gibson

Office of the Vice President and Treasurer

Route I and College Road East  Post Office Box 2316 Princeron, New Jersey 08543-2316  (609) 452-8701
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April 8, 2002
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Sophiea Kounelias

Financial Analyst

The Robert Wood Johnson Foundation
Route 1 and College Road East

P.O. Box 2316

Princeton NJ 08543-2316

Reference ID: #036509
UW # 133 CW36

Dear Ms. Kounelias;

We would like to request a grant extension of our project entitled “Building Capacity to Promote
Pain Policy Through Evaluation, Research and Communication”. The current end-date is
January 31, 2002, We would like to extend the end-date to April 30, 2002. The additional three
months would allow us to complete the follow-up for a number of research projects and to
prepare manuscripts for publication as discussed with Ms. Rosemary Gibson.

As was discussed with Carolyn Williams, Research Program Manager for the project, we will
prepare a separate budget and budget narrative for the extension period and forward it to you
under separate cOVer.

Thank you for your assistance with this matter.

Sincerely, _jﬂa (j, Ll / ,«D
;Uﬂ mz %t B%{ Yy 7»r 4 z{du;

David E. Joranson, Senior Scientist
Director

4
cc:  Rosemary Gibson éb(en/c Andresen, Admin. Officer

Carolyn Williams
Mary Koscielniak Research & Sponsored Programs

Sandi Robins

UW Comprehensive Cancer Center - University of Wisconsin-Madison Medical School
406 Science Drive, Suite 202 Madison, W153711-1068 USA (608} 263-7662 FAX: (608) 263-0259
www.medsch. wisc.edu/painpolicy
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FINANCIAL REPORT H
1

The Robert Wood Johnson Foundation Page:
P.O.Box 2316 P
Princeton, NJ 08543-2316 "
Phone: {609) 452-8701 Fax:(609}627-6416
FA: SXK PA: JMS PO: RG Grantee: University of Wisconsin-Madison Medical
School
Project Director: David E. Joranson (608-263-7662) Grant Number: 036509 for [EOL]
Fiscal Officer : Robert C. Andresen (608-262-2896) Budget Period: Aug-01-2001 to Apr-30-2002

Grant Period: Aug-01-1999 to Apr-30-2002

Budget for Year : 3

Reviged: Apr-29-2002 EXPENDITURES L

Item Approved Period 1 Period 2 Period 3 Period 4 Pexriod 5 Paxriod € Total Variance Pot
Budget Amount 08/01-01/02 03/02-04/02

PERSONNEL
Project Director 24,435 24,435 0
Co-Director 11,230 11,230 0
Project Advisor 3,031 3,031 0
Project Analyst 9,163 9,163 0
Res. Program Manager 12,732 12,732 0
Info. Processing Cons 9,981 9,981 0
Assoc Rsch Spec 6,848 6,848 0
Cutreach Specialist 8,989 8,989 0
Program Assistant 5,964 5,964 Q
Office Assistant 2,805 2,805 a
Fringe Benefits 31,998 31,998 a
Personnel Subtotal 127,176 127,176
OTHER DIRECT COSTS .
Supplies 933 933 0
Computer Supplies 250 250 0
Duplicating/Printing 2,864 2,864 0
Telephone 1,077 1,077 4]
Postage 750 T50 a
Service Agreements (s} 1,500 1,500 ¢]
Software 3,250 3,250 o}
Travel 5,700 5,700 0
Other Direct Subtotal 16,324 16,324
INDIRECT COSTS 12,815 12,915 0
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FINANCIAL REPORT

The Robert Wood Johnson Foundation

P.0.Box 2316

Princeton, NJ 08543-2316
Phone: (609}452-8701 Fax: (609}627-6416

Project Director: David E. Joranson (608-263-7662)
Fiscal Officer : Robert C. Andresen (608-262-2896)

Budget for Year : 3

fage:

2

Grantee: University of Wisconsin-Madison Medical

School
Grant Number: 036509 for [EOLI]
Budget Period: Aug-01-2001 to Apr-30-2002
Grant Period: Aug-01-1999 to Apr-30-2002

Revised: Apr-29-2002 EXPENDITURES
Item Approved Period 1 Period 2 Period 3 Period 4 Period 5 Peried € Total VYariance  Pct
Budget Amount 08/01-01/02 02/02-04/02
CONSULTANT/CONTRACTUAL 20,250 20,250 0
Cons/Contrct Subtotal 20,250 20,250
Ggrand Total 176,665 176,665
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Qctober 8, 2002

Robert C. Andresen
Administrative Officer

Research and Sponsored Programs
University of Wisconsin-Madison
750 University Avenue, 4th Floor
Madison, WI 53706-1490

Reference: I.D. #036509 - Financial Report Received/No Payment
Dear Mr. Andresen:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

In reviewing your recent financial report, we note that you have overexpended the
approved budget categories "Other Direct Subtotal” and "Personnel Subtotal” by more
than 5 percent. Please submit a letter which explains these overexpenditures.

Also, in reviewing the final status of this grant, we note that a letter of explanation

was requested for the overexpenditures on the "Other Direct Subtotal” per our letter
dated October 18, 2001. Please submit this outstanding letter of explanation to the
Foundation. ,

Cumulative expenditures as of April 30, 2002, have been $977,073. The Foundation has
made payments to date totaling $761,573 leaving you a cash deficit as of April 30, 2002,
of $215,500. We will release your final payment once the letters of explanations are
received. Please submit these required letters by October 21, 2002.

If I can assist you further, please contact me at 609-627-5844.

Sincerely,

S~

Sophia Kounelias
Financial Analyst

/SXK

cc: David E. Joranson, M.S.S. W.
Rosemary Gibson

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  (609) 452-8701
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September 24, 2002 \

Sophia Kounelias

Financial Analyst MON”OR‘NG
The Robert Wood Johnson Foundation

Route 1 and College Road East E‘,NAN(:‘AL "
P. O. Box 2316

Princeton, NJ 08543-2316

In reply, please refer to
UW Acct No. 133-CW36

RE: Grant # 036509
Dear Ms. Kounelias:

Enclosed is the final financial report for Year 3 on the above-referenced
grant for the period February 1, 2002 through April 30, 2002 under the
direction of David Joranson in the Pain and Policy Studies Group at the
University of Wisconsin-Madison.

Total expenditures for this project were $977,070.35. The total award
amount was $998,000.00. The University of Wisconsin has received
$761,573.00 from the Robert Wood Johnson Foundation for this grant. Once
our final report has been reviewed, would you please release the final
payment of $215,497.35.

Thank vou for your support of this project. If you have any questions

‘regarding this report, please contact me at 608/262-9028.

Sincerely,
Mar . Koacielniak

Accountant

Enclosure

Cc: Joranson, David - Med Schl Pain Study
Kline, Janet - Med Schl Pain Study
Medical School Fiscal Services

File
400 AW. Peterson Building Telephone (608) 262-3822
750 University Avenue Fax (608) 262-5111
Madison, Wi 53706-1480 Home Page hitp://www.rsp.wisc.edu

P-43071 _ 00154



GGTO0 TLOLh-d

FINANCIAL REPORT ®

The Robert Wood Johnson Foundation o
P.O. Box 2316
Princeton, NJ 08543-2316 .
Phone: (609} 452-8701 Fax: (609) 452-9564 »
UW Account #133-CW36
FA: SXK PA: JMS PO: RG Grantse: University of Wisconsin-Madison
Project Director: David E. Joranson (608-263-7662) Grant Number: 036509 for (EOL}
Fiscal Officer: Robert C. Andresen (608-262-2896) Budget Period: Aug-01-2001 to Apr-30-2002

Grant Period: Aug-01-1999 to Apr-30-2002
Budget for Year: 3
Revised: Apr-29-2002

EXPENDITURES
ltem Approved Period 1 Period 2 Total Variance
Budget Amount 8/01 - 1/02 2102 - 4102
PERSONNEL
Project Director 24,435.00 28,300.40 14,075.43 42 375.83 {17,940.83)
Co-Director 11,230.00 11,962.44 6,147.05 18,109.49 (6.879.49)
Project Advisor 3,031.00 3,095.62 - 3,095.62 (64.62)
Project Analyst 9,163.00 9,774.73 4,860.51 14,635.24 {5,472.24)
Res Program Manager 12,732.00 9,845.49 6,103.65 15,949.14 (3,217.14)
Info Processing Cons 9,981.00 5,119.29 - 5,119.29 4.861.71
Assoc Rsch Spec 5,848.00 7.549.49 3,911.25 11,460.74 (4,612.74)
Qutreach Specialist 8,988.00 5,625.00 3,375.00 9,000.00 (11.00)
Program Assistant 5,964.00 8,304.92 4,088.58 12,393.50 {6,429.50)
Office Assistant 2,805.00 2,012.76 877.72 2,890.48 {85.48)
Fringe Benefits 31,988.00 29,733.09 14,340.65 44,073.74 (12,075.74}
Personnel Subtotal 127,176.00 121,323.23 57,779.84 179,103.07 (51,927.07)
OTHER DIRECT COSTS
Supplies 933.00 926.00 - 926.00 7.00
Computer Supplies 250.00 270.00 - 270.00 {20.00)
Duplicating/Printing 2,864.00 2,586.54 - 2,686.54 277.48
Telephone 1,077.00 1,208.71 - 1,2086.71 {128.71)
Postage 750.00 750.00 - 750.00 -
Service Agreements 1,500.00 716.25 - 716.25 783.75
Software 3,250.00 3,380.06 2,559.94 5,840.00 {2,690.00}
Travel 5,700.00 7.408.91 - 7.408.91 {1,708.91)
Gther Direct Subtotal 16,324.00 17,244 47 2,559.94 19,804 .41 (3,480.41)
INDIRECT COSTS 12,915.00 12,471.09 5,430.58 17,901.67 (4,986.67)
CONSULTANT/CONTRACTUAL
Cons/Contrct Subfotal 20,250.00 - 2,000.00 2,000.00 18,250.00
Grand Total 176,665.00 151,038.79 67,770.36 218,808.15 {42,144.15)

b a8y
§ 1 J)) nuugpondibvu Mpuned O"L@L\/to{%f L] o osorn—

Robert C. Andresen, Administrative Officer
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September 11, 2002

David E. Joranson, M.S.S.W.
Director

Pain and Policy Studies Group
University of Wisconsin-Madison
406 Science Drive, Suite 202
Madison, WI 53711-1068

Reference: 1.D. #036509 - Second Request for Report
Dear Mr. Joranson:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

We have previously requested that you submit your final financial report for the period
ended April 30, 2002. To date, we have not received this document.

Please submit the above mentioned report to the attention of Sophia Kounelias by

September 25, 2002. If you have already submitted this material, please disregard this
request. Your cooperation is appreciated.

Sincerely,

Janice A. Opalski
Director of Financial Monitoring

JAQ\sam

cc:  Robert C. Andresen
Rosemary Gibson

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  (609) 452-8701
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July 17, 2002

David E. Joranson, M.S.S.W.
Director

Pain and Policy Studies Group
University of Wisconsin-Madison
406 Science Drive, Suite 202
Madison, WI 53711-1068

Reference: 1.D. #036509 - Request for Final Financial Report

Dear Mr. Joranson:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

We have received your final narrative report and have forwarded a copy of this report to
Rosemary Gibson for her review. If she has any questions or comments, she will contact
you directly.

We look forward to receiving your final financial report by July 30, 2002. If I can
assist you further, please contact me at 609-627-5844.

Sincerely,

Sophia Kounelias
Financial Analyst
/SXR

cc:  Robert C. Andresen
Rosemary Gibson

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  (609) 452-8701

P-43071 _ 00157
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July 12, 2002

Sophia Kounelias

Financial Analyst

Robert Wood Johnson Foundation
Route 1 and College Road East
Princeton, NJ 08543-2316

Reference: RWIJ Grant # 036509
UW 133-CW36

Dear Ms. Kounelias,

JUL 12 2002

FINANCIAL MONITORING

Enclosed please find three copies of the Final Grant Report, three copies of the Bibliography, and
two copies of the Communications Products for the above referenced grant.

Sincerely,

anet Kline, MLS
Program Administrator

Enclosures

UW Comprehensive Cancer Center - University of Wisconsin-Madison Medical School
406 Science Drive, Suite 202 Madison, WI 537111068 USA  (603) 263-7662 FAX: (608} 263-0259

www.medsch.wisc.edu/painpolicy
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FINAL GRANT REPORT

“BUILDING CAPACITY TO PROMOTE PAIN POLICY
THROUGH EVALUATION, RESEARCH AND COMMUNICATION"

TARGETED END-OF-LIFE INITIATIVES

GRANT # 036509
AUGUST 1, 1999 -DECEMBER 31, 2001
(EXTENDED TO APRIL 30, 2002)

SUBMITTED
JULY 12, 2002

PAIN & POLICY STUDIES GROUP
406 SCIENCE DR., SUITE 202
MabisoN W1 53711-1068
608.263.7662
PPSG@MED.WISC.EDU
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1. WHAT WERE THE PROJECT’S OBJECTIVES AND TO WHAT
EXTENT HAS THE PROJECT MET THESE OBJECTIVES?

A review of the project’s time-line demonstrates that all objectives proposed
during the grant have been met in a timely fashion.

Part 1: Policy Evaluation

(1) Guide to Evaluation of Federal and State Policies. We completed the document
“Achieving Balance in Federal and State Pain Policy: A Guide to Evaluation” in July
2000, which presents the results of the first systematic evaluation of pain-related policies
from the federal government and the 50 states. All policies that were in force and
available through March 2000 were examined using a set of well-documented criteria
based on a Central Principle that should underlie all pain policy. The document is
designed as a workbook to assist professionals and groups who want to learn how to
evaluate policies that can affect pain management in their state or at the federal level.

The document has been prepared in a hard-copy format and was disseminated to
all Robert Wood Johnson Foundation (RWJF)-supported Community-State Partnerships,
other grantees including Last Acts, and to State Cancer Pain Initiatives, State Medical
Societies and many other organizations. The document also was prepared in an
electronic format and placed on the PPSG website. We automated the policy matrix so
that clicking the dot in a cell, which represents an identified policy, links the user directly
to a down-loadable electronic document with the full text of the policy, citation, the
relevant criteria, a comment, and a link to a more complete discussion of the criteria. The
document was made available on CD-ROM for organizations or individuals who made
this request. Detail about our dissemination of the Evaluation Guide is available in
Question 5.

(2) Changes in Federal and State Policy: 1998-2001. After a careful review of this
project we decided that, rather than creating a separate document, this information should
be included in the “Annual Review of New State Pain Policies, 2001,” which is discussed
below.

(3) Annual Reviews of New State Pain Policies. We prepared an “Annual Review of
New State Pain Policies, 2000” (Annual Review 2000) and an “Annual Review of New
State Pain Policies, 2001” (Annual Review 2001), summarizing all new or amended pain
policies from 2000 and 2001, such as the adoption of new intractable pain treatment acts
and medical board regulations and guidelines on prescribing controlled substances for
pain. Both Annual Reviews contained (2) the cumulative trend of pain policies since
1980, and (b) a state-by-state listing, citation, summary, and commentary for each new
policy in the previous year.

Although we proposed to complete each Annual Review by the end of August of
that year, we modified this objective so that the reports would be completed by the end of
December to be able to evaluate and report on all policies adopted during the calendar

P-43071 _ 00160
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April 29, 2002

David E. Joranson, M.S.S.W.
Director
Pain and Policy Studies Group

Canni_msjty of Wisconsin-Madison
06 Science Drive, Suite 202
Madison, WI 53711-1068
Reference: [.D. #036509 - Approval of Extension Request

Dear Mr. Joranson:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

We have reviewed your extension request for the period August 1, 2001, through
January 31, 2002, and approve it through April 30, 2002. Enclosed is a copy of your
financial reporting form with your approved budget of $176,665 for use when reporting
expenditures for the above-mentioned period.

Your final financial and narrative reports are now due May 31, 2002.

Please review your approved budget. If projected expenditures will vary from the current
budget, you should submit a budget revision request. Enclosed for your convenience is a
copy of our Budget Revision Guidelines.

If I can assist you further, please contact me at 609-627-5844.

Sincerely,

co
,}’)4 u WO S

Sophia Kounelias
Financial Analyst

/SXR

Enclosures

cc:  Robert C. Andrese‘:}l
Rosemary Gibson

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeron, New Jersey 08543-2316  (609) 452-8701
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April 8, 2002 [
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. . i [FalR Y oo u,:{.;"’,,"‘;;;‘ll:.‘
Sophiea Kounelias T e L L

Financial Analyst

The Robert Wood Johnson Foundation
Route 1 and College Road East

P.O. Box 2316

Princeton NJ 08543-2316

Reference ID: #036509
UW # 133 CW36

Dear Ms. Kounelias;

We would like to request a grant extension of our project entitled “Building Capacity to Promote
Pain Policy Through Evaluation, Research and Communication”. The current end-date is
January 31, 2002. We would like to extend the end-date to April 30, 2002. The additional three
months would allow us to complete the follow-up for a number of research projects and to
prepare manuscripts for publication as discussed with Ms. Rosemary Gibson.

As was discussed with Carolyn Williams, Research Program Manager for the project, we will
prepare a separate budget and budget narrative for the extension period and forward it to you
under separate cover.

Thank vou for your assistance with this matter.

” ——
[
A

Sincerely, \_}y Adees led Z?t)

) vy
VoV S o
5@%43, Lt FGac atil o ¥ -
Cb" £ i/ ;

David E. Joranson, Senior Scientist

Director

A7 P

v A ,
,Z'Z?dﬁ/ Z / Sz ‘f{ﬂé:frf/';:---
Robert €. Andresen, Admin. Officer
Research & Sponsored Programs

cc:  Rosemary Gibson
Carolyn Williams
Mary Koscielniak
Sandi Robins

UW Comprehensive Cancer Center - University of Wisconsin-Madison Medical School
406 Science Drive, Swite 202 Madison, WI53711-1068 USA  (608) 263-7662 FAX: (608) 263-0259

www.medsch.wisc.edu/painpolicy

P-43071 _ 00163
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Project Director: David E. Joranson {(608-263-7662)
Robert C. Andresen (608-262-2896)

Fiscal Officer

Budget for Year

Revised: Apr-29-2002

FINANCIAL REPORT
The Robert Wood Johnson Foundation

P.0.Box 2316

Princeton, NJ 08543-2316
Phone: (609)452-8701 Fax:(609)627-6416

Grantee:
Grant Number:

Budget Pariod:
Grant Perlod:

EXPENDITURES

Page: 1

University of Wisconsin-Madison Medical
School

036509 for [BOL]

Aug-01-2001 to Apr-30-2002

Aug-01-1999 to Apr-30-2002

Item

Approved
Budget Amount

08/01-01/02 02/02-04/02

Pariod 3 Pariod 4 Period 5 Period 6 Total Variance .ct

PERSCONNEL

Project Director
Co-Director

Project Advisor
Project Analyst

Res. Program Manager
Info. Processing Cons
Assoc Rsch Spec
Outreach Specialist
Program Assistant
Office Assistant
Fringe Benefits
Personnel Subtotal
OTHER DIRECT COSTS
Supplies

Computer Supplies
Duplicating/Printing
Telephone

Postage

Service Agreements (s)
Software

Travel

Other Direct Subtotal
INDIRECT COSTS

24,435
11,230
3,031
9,163
12,732
9,581
6,848
8,989
5,964
2,805
31,998
127,176

933
250

2,864
1,077

750

1,500
3,250
5,700
16,324
12,915
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FINANCIAL REPORT

The Robert Wood Johnson Foundation

P.O.Box 2316

Princeton, NJ 08543-2316
Phone: {609)452-8701 Fax:(609}627-6416

Project Director: David E. Joranson (608-263-7662)
Fiscal Officer : Robert C. Andresen (608-262-2896)

Budget for Year : 3

Grantee:

Grant Number:
Budget Period:
Grant Period:

Page: ;

University of Wisconsin-Madison Medical
School

036509 for [EOL]

Aug-01-2001 to Apr-30-2002

Aug-01-1999 to Apr-30-2002

Revised: Apr-29-2002 EXPENDITURES
Item Approved Period 1 Period 2 Period 3 Period 4 Period 5 Period 6 Total Variance .-t_
Budget Amount 08/01-01/02 02/02-04/02
CONSULTANT/ CONTRACTUAL 20,250
Cons/Contrct Subtotal 20,250
Grand Total 176,665
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David E. Joranson, M.S.S. W,
Director

Pain and Policy Studies Group
University of Wisconsin-Madison
406 Science Drive, Suite 202
Madison, WI 53711-1068

Reference: I.D. #036509 - Request for Final Financial Report
Dear Mr. Joranson:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

We have received your final narrative report and have forwarded a copy of this report to
Rosemary Gibson for her review. If she has any questions or comments, she will contact
you directly.

We look forward to receiving your final financial report by July 30, 2002. If I can
assist you further, please contact me at 609-627-5844.

Sincerely,

Sophia Kounelias
Financial Analyst

/SXR

cc:  Robert C. Andresen
Rosemary Gibson

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  {G09) 452-8701

P-43071 _ 00166
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July 12, 2002

Sophia Kounelias

Financial Analyst

Robert Wood Johnson Foundation
Route 1 and College Road East
Princeton, NJ 08543-2316

Reference: RWIJ Grant # 036509
UW 133-CW36

Dear Ms. Kounelias,

Enclosed please find three copies of the Final Grant Report, three copies of the Bibliography, and
two copies of the Communications Products for the above referenced grant.

Sincerely,

anet Kline, MLS
Program Administrator

Enclosures

UW Comprehensive Cancer Center - University of Wisconsin-Madison Medical School
406 Science Drive, Suite 202 Madison, W153711-1068 USA  (608) 263-7662 FAX: (608) 2630759

www.medsch.wisc.edufpainpolicy
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FINAL GRANT REPORT

“BUILDING CAPACITY TO PROMOTE PAIN POLICY
THROUGH EVALUATION, RESEARCH AND COMMUNICATION"

TARGETED END-OF-LIFE INITIATIVES

GRANT # 036509
AUGUST 1, 1999 -DECEMBER 31, 2001
(EXTENDED TO APRIL 30, 2002)

SUBMITTED
JULY 12, 2002

PAIN & POLICY STUDIES GROUP
406 SCIENCE DR., SUITE 202
MADISON WI 53711-1068
608.263.7662
PPSG@MED,WISC.EDU
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1. WHAT WERE THE PROJECT’S OBJECTIVES AND TO WHAT
EXTENT HAS THE PROJECT MET THESE OBJECTIVES?

A review of the project’s time-line demonstrates that all objectives proposed
during the grant have been met in a timely fashion.

Part 1: Policy Evaluation

(1) Guide to Evaluation of Federal and State Policies. We completed the document
“Achieving Balance in Federal and State Pain Policy: A Guide to Evaluation” in July
2000, which presents the results of the first systematic evaluation of pain-related policies
from the federal government and the 50 states. All policies that were in force and
available through March 2000 were examined using a set of well-documented critenia
based on a Central Principle that should underlie all pain policy. The document is
designed as a workbook to assist professionals and groups who want to learn how to
evaluate policies that can affect pain management in their state or at the federal level.

The document has been prepared in a hard-copy format and was disseminated to
all Robert Wood Johnson Foundation (RWJF)-supported Community-State Partnerships,
other grantees including Last Acts, and to State Cancer Pain Initiatives, State Medical
Societies and many other organizations. The document also was prepared in an
electronic format and placed on the PPSG website. We automated the policy matrix so
that clicking the dot in a cell, which represents an identified policy, links the user directly
to a down-loadable electronic document with the full text of the policy, citation, the
relevant criteria, a comment, and a link to a more complete discussion of the criteria. The
document was made available on CD-ROM for organizations or individuals who made
this request. Detail about our dissemination of the Evaluation Guide is available in
Question 5.

(2) Changes in Federal and State Policy: 1998-2001. Afier a careful review of this
project we decided that, rather than creating a separate document, this information should
be included in the “Annual Review of New State Pain Policies, 2001,” which is discussed
below.

(3) Annual Reviews of New State Pain Policies. We prepared an “Annual Review of
New State Pain Policies, 2000” (Annual Review 2000) and an “Annual Review of New
State Pain Policies, 2001 (Annual Review 2001), summarizing all new or amended pain
policies from 2000 and 2001, such as the adoption of new intractable pain treatment acts
and medical board regulations and guidelines on prescribing controlled substances for
pain. Both Annual Reviews contained (a) the cumulative trend of pain policies since
1980, and (b) a state-by-state listing, citation, summary, and commentary for each new
policy in the previous year.

Although we proposed to complete cach Annual Review by the end of August of
that year, we modified this objective so that the reports would be completed by the end of
December to be able to evaluate and report on all policies adopted during the calendar

P-43071 _ 00169



year. As aresult, the Annual Reviews represented a full year, rather than a partial year of
" policy development. Once completed, the Annual Reviews were made available on our
website at www.medsch.wisc.edu/painpolicy/publicat/O1ppsgar/contents.htm, and were
distributed to key individuals and organizations such as health-care providers, patient
advocacy groups, state cancer pain initiatives, state government pain commissions, state
pain summit meetings and task forces, state legislatures, and medical boards. More detail
about our dissemination activities for the Annual Reviews is available in Question 5.

(4) Electronic Access to State Pain Policies. We collected state pain policies by using our
electronic legal database (Lexis, from “Lexis-Nexis Research Software”) and by periodic
direct contact with state agencies, and continually updated the full text database of state
pain policies located on the down-loadable PPSG website. The policy database includes
all relevant federal and state laws, regulations, and guidelines. The accuracy and
completeness of this policy database is assured through an internal quality-control
procedure and regular monitoring of the policy environment.

(5) Evaluations of Medical Board Pain Guidelines. We compared (1) state medical board
policies adopted before and after the Federation of State Medical Board’s “Model
Guidelines for the Use of Controlled Substances for the Treatment of Pain” (Model
Guidelines), and (2) the Model Guidelines to all policies adopted subsequent to its
development. The criteria used in “Achieving Balance in Federal and State Pain Policy:
A Guide to Evaluation” guided the evaluation for this project. Policy language that met
each criterion was entered into an electronic database. We have analyzed the extent that,
when compared to “older” policies, “newer” policies contain language that is balanced,
recognizing issues such as the medical use of controlled substances, addressing
physicians’ concerns about investigation, and accurate in the use of terminology.
Although not mentioned in the grant, we are preparing an article describing the results of
the content evaluation for publication in a peer-reviewed journal.

Part 2: Empirical Research

(1) Trends in abuse and medical utilization of opioids. PPSG staff annually updated its
database regarding the abuse and medical use of opioid analgesics. Abuse data are
collected from the Drug Abuse Warning Network (DAWN) of the Substance Abuse and
Mental Health Services Administration (SAMHSA); medical use data come from the
Automation of Reports and Consolidated Orders System (ARCOS) of the Drug
Enforcement Admimistration (DEA). Our previous research with these data demonstrated
that the abuse of opioid analgesics was low and stable over time despite a substantial
increase in their medical use. This article was published in 2000 in the Journal of the
American Medical Association. Efforts are being made to monitor these data to evaluate
recent increases that have been reported in the media and by the DEA. Although not
mentioned in the grant, we are preparing an article describing the results of an analysis of
the abuse and medical use for opioid analgesics between 1994 and 2000 for publication in
a peer-reviewed journal.
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Part 3: Communications

A major purpose of this grant is to increase awareness of pain policy issues and to
support the efforts of individuals and organizations in government and health care to
evaluate and improve policies that affect pain management. We proposed to accomplish
this goal through several means, including proactive communication of the products from
this grant to a broad range of individuals and groups, using means in addition to the
ordinary channels of publishing articles in journals. We proposed to: (1) maintain the
PPSG website as a source of pain policy information for the public, (2) expand the PPSG
list-serve, and (3) provide rapid and efficient technical assistance and dissemination of
information. PPSG established a Communications Team to guide efforts to accomplish
this objective. More detail is available in our response to Question 5; a summary of the
accomplishments follows.

(1) Website: The Team implemented a number of improvements to the website, including
an enhanced home-page and site guide, addition of the full text of many new state pain
policies, and addition of new links to the site (see Bibliography). Utilization of the site
has continued to increase, with approximately 5,800 users per month and a total of about
28,000 hits on our website over a five-month evaluation period.

(2) List-serve: We reviewed this objective and decided that a single list-serve had limited
potential for communicating to the broad audience that is interested in pain policy. We
decided that it would be preferable for our staff to monitor and participate actively in the
growing number of list-serves on topics that relate to pain policy, rather than manage a
list-serve aimed at a more limited subscriber audience. We now participate in list-serves
of other groups that are interested in oncology and pain, substance abuse, prescription
monitoring, pain, and end-of-life issues. Typically, we notify these list-serves of our
website, respond to questions and note the availability of particular resources that we
have developed. We also post our own questions on a variety of list-serves to stimulate
discussion and obtain feedback on policy issues. In addition, we assembled a list of
approximately 350 e-mail addresses of key individuals and organizations whom we
notify of new products from the PPSG. We believe that this approach has resulted in
bringing a greater awareness of our work to a much broader audience of professionals.

(3) Technical assistance and dissemination of information: PPSG has provided a high
level of technical assistance to a variety of groups that influence various aspects of pain
policy, medical practice and patient care, including the American Cancer Society, the
American Bar Association Commission on Legal Problems of the Elderly, the National
Association of Attorneys General, the RWJF Community-State Partnerships, the Midwest
Bioethics Center, the American Academy of Neurology, a joint committee of three
national associations, the American Pain Society, the American Society of Addiction
Medicine, and the American Academy of Pain Medicine, and to several state cancer pain
initiatives. A more detailed description of these key technical assistance activities is as
follows:
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(a) The PPSG assisted the American Bar Association Commission on
Legal Problems of the Elderly in its preparation of a position statement on
a Proposed ABA Policy on Legal Obstacles to Effective Pain
Management.

(b) PPSG was invited by the RWJF Community-State Partnership in
Kansas to provide a day of technical assistance on issues and opportunities
in regulatory policy in the state. PPSG used this opportunity to prepare a
protocol for providing technical assistance in the states.

(c) The PPSG was asked to provide comments on a proposed position
statement about pain management and public policy to the American
Academy of Neurology.

(d) The PPSG was asked to provide extensive policy assistance to a joint
committee to achieve consensus on terms related to pain and addiction; the
committee was established by three national associations: the American
Pain Society, the American Society of Addiction Medicine, and the
American Academy of Pain Medicine.

(e) The PPSG was asked to provide technical assistance about state
prescription monitoring programs to representatives of the Michigan
Hawaii, and Texas Cancer Pain Initiatives. We compiled and sent an
extensive list of the resources available.

Information and assistance has also been provided to a variety of government and
non-government organizations about how to achieve balanced pain policy, including
guidance about how to respond to pain medication abuse and diversion. Such individuals
and organizations include the state of Florida Division of Pharmacy Services and the
University of Florida, the New Mexico Attomey General, the DEA, and a joint
committee of three national associations — the American Pain Society, the American
Society of Addiction Medicine, and the American Academy of Pain Medicine. A more
detailed description of key technical assistance activities is as follows:

(a) Representatives of the U.S. Drug Enforcement Administration
contacted the PPSG in March, 2001, to explore the development of a pain
forum about the need for a balanced response to the extensive media
attention surrounding OxyContin® abuse and diversion in order to avoid
responses that would interfere in relief of pain, but would also address the
healthcare system’s responsibility to avoid contributing to the problem.
Subsequently, the PPSG collaborated with Last Acts and the American
Pain Society, in conjunction with Bumess Communications, to organize
several meetings of an ad hoc Pain Forum to explore the issues and to
develop a joint consensus statement. The consensus statement, which was
endorsed by the DEA and 21 health-care and pain organizations, including
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the American Cancer Society and the American Medical Association, was
released at a national press briefing on October 23, 2001. Since then, a
total of 42 organizations have endorsed the consensus statement,

(b) Following technical assistance provided to the Michigan Cancer Pain
Initiative and the Michigan Commission on End-of-Life Care, Wayne
State University sponsored a conference to report the results of the
Commission, which made extensive use of resources and guidance from
PPSG. David Joranson was invited to present an analysis of the
recommendations from the report and how these would improve Michigan
policy on end-of-life care compared with the rest of the country.

(c) The PPSG was invited by the American Cancer Society (ACS) to
participate in their meeting of the Cancer Pain Management Policy
Review Group. The purpose of this meeting was to assist in developing
an ACS policy statement in response to the abuse and diversion of pain
medications and to ensure that medical practice and patient care are not
compromised. The PPSG provided subsequent technical assistance in the
drafting of the ACS policy.

(d) Last Acts invited David Joranson to serve as a member of the Provider
Education Committee, as well as the Policy Committee, which are
standing committees of Last Acts.

As interests in pain management and end-of-life care expand, coupled with the
substantial media attention surrounding OxyContin® abuse and diversion, requests for
our assistance and for providing information sometimes exceed our capacity to respond
{(and still accomplish our other work under the grant). The recent policy environment
relating to pain management and opioid analgesics is becoming increasingly negative and
challenging. We developed a data collection form, as well as a procedure to use it in
order to assure we capture the full extent of our technical assistance efforts.

Within the project period, the PPSG Communications Team continued to utilize a
strategy for publicizing articles to be published in major journals, as well as other PPSG
documents. We used the dissemination of our April 5, 2000 article in the Journal of the
American Medical Association as the model. The strategy consists of two components:
(1) to ensure that the article and the electronic notification communicated the message of
the article, and (2) to disseminate this message to our main audiences, including health-
care professional groups, government, and the public. This dissemination strategy
precipitated numerous compliments regarding our products and publications.

P-43071 _ 00173



2. WHAT INTERNAL SHORTFALLS, LIMITATIONS, OR CHALLENGES DID
THE PROJECT ENCOUNTER THAT WERE RELATED TO ITS FUNDING
LEVEL, DESIGN, COLLABORATIONS, STAFFING, OPERATIONS, OR
OTHER PROJECT FACTORS? DID ANY CHALLENGES INTERNAL TO THE
NATIONAL PROGRAM AFFECT THE PROJECT?

We encountered an ongoing challenge in developing our communications
program. A Communications Specialist position was created at the beginning of this
project and an individual was hired into the position. The person that we hired was not a
good fit and left after four months. We re-evaluated our needs and the skills necessary
for the position. We hired Ms. Renie Shapiro, a senior communications consultant, to
assist us in developing a communications strategy and advise us with working with the
media. A Policy Specialist with the PPSG became our Communications Coordinator.
We believed it would be useful to have a person knowledgeable in pain policy
responsible for helping our Director communicate our messages. However, she moved
out of state a year-and-a-half later and we once again needed to fill this position. Our
current Communications Specialist, Ms. Jody Jorenby, has been employed in this
capacity for eight months and has provided valuable assistance in our policy program, as
well as communicating our work and messages to a range of audiences. We are satisfied
that we have addressed this challenge effectively.

During the second year of the project, with relatively short notices, the UW
Medical School asked the PPSG to move to another location. This move necessitated
two weeks of down time to prepare for the move, make the move, and accomplish a
complete computer network reconfiguration at the new location. We transitioned our
computer technical support from a staff member to a contract for computer support
services from a UW group, based on a cost-benefit analysis necessitating release of the
staff member who had provided computer and technical support. This challenge is
behind us and we are very satisfied with our new location and computer support.

3. WHAT PROBLEMS OR SUCCESSES WERE CAUSED BY FACTORS
EXTERNAL TO THE PROJECT?

During the project period, policy issues have become an increasingly recognized
part of the national and state discussion about pain, and have been gaining attention as an
important component of public health, Efforts of Last Acts and state Cancer Pain
Initiatives, as well as the OxyContin® problem, have resulted in increased demand for
our work.

Greater recognition of the importance of pain management and public policy has
occurred during a time of vast media, professional, and governmental attention to the
abuse and diversion of OxyContin®. We experienced an increase in the requests for
technical assistance from health-care professionals, regulators, policy makers, and
members of the media. In order to more directly address the need for a balanced
response, the PPSG engaged directly with the U.S. Drug Enforcement Administration
(DEA) to hold a series of meetings to bring together members of national health-care and
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regulatory organizations. The purpose of the meetings was to develop a joint consensus
statement emphasizing the need for a balanced approach to diversion and abuse of opioid
pain medications so that efforts to address diversion do not interfere with medical
practice and patient care. The joint consensus statement was developed and endorsed by
the DEA and 42 professional health-care and pain-related organizations. In addition,
PPSG staff members were frequently requested to make presentations about issues
relating to the abuse, diversion, and medical availability of opioid analgesics when
treating pain. We received many requests for updating and publishing information
related to the recent medical use and abuse of Schedule II opioid analgesics, which is
now being prepared for publication. This increased demand has strained the resources of
our staff, but has given us the opportunity to mediate the potential negative effects of this
issue.

The OxyContin® controversy has also resulted in an increase in the interest in
and utilization of our products. For example, the frequency of PPSG website hits has
continued to increase throughout the last year, and demand for the Evaluation Guide led
to a second printing of 100 copies. Given these developments at the federal and state
levels, it is likely that there will be continued increases in requests for information and
technical assistance, particularly since organizations are sponsoring more and more state-
level initiatives. The numerous state-level activities promoting improvements in pain
management and end-of-life care has necessitated reallocation of grant resources so that
we can continue to respond to opportunities and requests. It is clear that our work is in
demand by these groups and, although much of our work is available on the website, this
is not always sufficient to provide expert guidance during dynamic policy activity.

4. IF YOU WORKED IN COLLABORATION WITH OTHER ORGANIZATIONS,
OR DEPENDED ON OTHER ORGANIZATIONS OR INSTITUTIONS TO MEET
THE OBJECTIVES OF THIS PROJECT, HOW DID THOSE
COLLABORATIONS WORK?

The PPSG relies on data from two government organizations to support our
studies of medical use and abuse of opioid analgesics: the Drug Enforcement
Administration (DEA) and the Substance Abuse and Mental Health Services
Administration (SAMHSA).

We request the medical use data for individual opioid analgesics directly from the
DEA Targeting and Analysis Unit of the Office of Diversion Control, which has been
extremely responsive to our various requests. The Unit continues to provide us with both
hardcopy and disk-copy of the Automation of Reports and Consolidated Orders System
(ARCOS) data on which our analysis of consumption is based. We do not have to file
Freedom of Information Act requests and are very satisfied with the collaboration.

The data for abuse of opioid analgesics come from the Drug Abuse Warning
Network (DAWN), which is an annual report of SAMHSA within the U.S. Department of
Health and Human Services. As a result of feedback from DAWN users, including the
PPSG, staff members at SAMHSA have re-designed the DAWN report to make it more
user-friendly and pharmacologically correct. As a result, the current PPSG in-house
database has been slightly revised and updated to reflect the changes. Following this,
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routine data collection and maintenance will be continued. Our collaboration with
SAMHSA is excellent.

Finally, our collaboration with the American Alliance of Cancer Pain Initiatives
(AACPI) continues to be positive and serves as an effective communications channel for
our products to the AACPI audience throughout the states. The AACPI also informs us
of issues related to policy development or other regulatory activity at the state level.

We have been pleased with our collaborations with Last Acts, and Midwest
Bioethics and their Community-State Partnerships on End-of-Life Care.

5. WITH A PERSPECTIVE ON THE ENTIRE PROJECT, WHAT HAVE
BEEN ITS KEY COMMUNICATIONS ACTIVITIES?

PPSG Website

The PPSG website has been in service since July 1997. In the past five months,'
the website has averaged 59,929 hits, with a monthly average of 12,674 users from
around the world. There has been over a 280% increase in the number of monthly hits
over the course of this project.”

Until June 2001, the website was maintained by the PPSG's Information
Technology Manager. Beginning July 2001, responsibility for maintaining and
expanding the website was assumed by Martha Maurer, Policy Analyst. Maintaining the
website involved updating an interactive data-base of policies adopted by state and
national boards, legislatures and organizations, adding the new policies as hypertext
markup language (HTML) documents, periodically checking website links to insure that
they are current and functional, and making any necessary changes to the format of
website pages. During this time, PPSG staff met to consider reformatting the “top pages”
(see below) of the website. Several modifications were made to increase the format
consistency of the pages within the website and to improve the descriptions of our
products and instructions to users, all of which will ultimately enhance user navigability.
Monthly reports were generated to track the number of website hits and users and to
determine the policy documents that are viewed most often by these users. The website
e-mail account was also checked weekly for user feedback, which was then either
answered by the Policy Analyst that maintains the website or was directed to the
appropriate PPSG staff member(s).

During the project period there were 22 new policies adopted to address the use of
controlled substances for pain management. State legislatures, state medical boards, state
pharmacy boards, state nursing boards, and national organizations developed these
policies. Our Policy Analysts collected the policies and converted them to Microsoft
Word format either by typing or scanning a hard-copy, or converting an already-extant
electronic document from another file format. All policies were then converted to HTML

! Average is based on the usage statistics reported for December 2001 through April 2002, the most recent
months for this project period.
* The project period is July 2000 through April 2002
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documents, formatted in the style of other PPSG website documents, and then uploaded
to our website.

Several articles and other publications were made available on the PPSG website
during the project period. The publication, “Achieving Balance in Federal & State Pain
Policy: A Guide to Evaluation,” and the article entitled “Pharmacists” Knowledge and
Attitudes Towards Opioid Pain Medications in Relation to Federal and State Policy,”
which was published in the Journal of the American Pharmaceutical Association, were
made available on the PPSG website in three different formats. The first of these was the
full text in Adobe Acrobat PDF format, which users could open and view on their
browsers. The second was an interactive PDF version of the document that permits users
to view any particular section of the document without having to wait for the entire file to
download. The third way was an interactive HTML version of the document that could
be viewed using virtually any web browser. This interactive HTML version also
permitted the viewer to see any part of the document without having to wait for it to
download.

Other articles were made available on the PPSG homepage in an Adobe Acrobat
PDF format; these include “Pain Management and Prescription Monitoring,” “Pain
Management, Controlled Substances, and State Medical Board Policy: A Decade of
Change,” and “Controlled Substances and Pain Management: Changes in Knowledge and
Attitudes of State Medical Regulators.”

Index of PPSG website “top pages™

e Home-Page
e Is methadone maintenance the last resort for some chronic pain patients?
American Pain Society Bulletin 1997;7(5):1,4-5.
Data-base of Statutes, Regulations, and Other Governmental Policies
Model Guidelines for the Use of Controlled Substances for the Treatment of Pain
U.S. Pain Policy Resources
Selected Readings
Controlled substances, medical practice and the law. In: Schwartz HI. Psychiatric
Practice Under Fire: The Influence of Government, the Media and Special
Interests on Somatic Therapies. Washington, DC: American Psychiatric Press,
Inc., 1994:173-194.
e State controlled substances laws and pain control. American Pain Society Bulletin
1992;2(3):10-11, 15.
Annual Review of State Pain Policies, 2000
Cancer Pain Relief: A Guide to Opioid Availability

Other Communication Efforts

In addition to the activities relating to the website and technical assistance
mentioned under Question 1, the following description provides further information
about key activities. Complete information about the communication activities is
available in the bibliography.
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Pain Forum. The PPSG collaborated with the U.S. Drug Enforcement Administration
(DEA) to hold a series of meetings to bring together members of national health-care and
regulatory organizations. The purpose of the meetings was to develop a joint consensus
statement that emphasizes the need for a balanced approach to diversion and abuse of
opioid pain medications so that efforts to address diversion do not interfere with medical
practice and patient care. The joint consensus statement was developed and ultimately
endorsed by 42 professional health-care and pain-related organizations. Appointment of
DEA Chief Asa Hutchinson, as well as national events, delayed the press briefing until
October 2001.

Publicity of the DEA Joint Consensus Statement. After its release at a national press
briefing in October 2001, we publicized the DEA consensus statement via our website
and an e-mail broadcast to state and national colleagues

Publicity for the Article Published in the Journal of the American Pharmaceutical
Association. We believe that we were successful in reaching our key audiences. We
mailed a copy of the article and press release directly to all state medical and pharmacy
boards and state medical societies. In addition, we notified a large number of individuals
and organizations via an e-mail broadcast of the availability of the article on our website.
The article and its press release are on our website and are frequently accessed by users;
there were (and continue to be) numerous placements in media aimed at the public.

Publicity for Two Articles Published in the Journal of Pain and Symptom Management.
A hard copy of “Pain Management, Controlled Substances, and State Medical Board
Policy: A Decade of Change” (accompanied by a hard copy of the Annual Review of
State Pain Policies for 2001, an informational letter, and the PPSG brochure) was sent to
Senators and U.S. House of Representative members. An Adobe Acrobat PDF version of
the document was posted to our website and an e-mail broadcast was sent out to a
multitude of individuals and organizations, including several listserves, notifying them of
the availability of the article on our website. The publication was announced in

BoardNet News, a publication of the Federation of State Medical Boards.

Dissemination of “Pain Management and Prescription Monitoring” to key
audiences was also a successful endeavor: An e-mail broadcast was sent to numerous
individuals, organizations, and listserves to notify about the article’s availability on our
website. Hard copies of the article were distributed upon the request of interested
individuals.

PPSG Brochure. This brochure has been included in all mailings and continues to be
distributed at state, national, and international conferences.

Publicity for the “Annual Review of State Pain Policies, 2000.” Key audiences were
successfully targeted in the dissemination of this report. We mailed a printed copy of the
document directly to all state legislative librarians, state medical societies, state medical
boards, the state cancer pain initiatives in the states with policy changes as well as other
key individuals. We also notified a large number of individuals and organizations via an
e-mail broadcast of the availability of the document on our website. Recipients of this
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e-mail notification include the Liaison Committee on Pain and Addiction, the
Community-State Partnerships on End-of-Life Care, the National Association of Drug
Diversion Investigators Prescription Drug Abuse listserve, the OncoPain listserve, the
Last Acts Discussion listserve, the State Cancer Pain Initiatives listserve, the Project on
Pain Management and Chemical Dependency listserve, and to other professionals
interested in pain management policy. This document was also listed in the Last Acts
Policy Newsletter, Innovations in End-of-Life Care.

Publicity for the “Annual Review of State Pain Policies, 2001.” An e-mail broadcast,
coinciding with the announcement of the publication of “Pain Management, Controlled
Substances, and State Medical Board Policy: A Decade of Change,” was sent to
individuals and organizations, including several listserves, notifying them of the article’s
availability on our website. A hard copy of each document was also sent to Senators and
U.S. House of Representative members, along with an informational letter and a copy of
the PPSG brochure. A link to the URL containing the document on the PPSG website is
available on the National Association of State Controlled Substances Authorities website.

Participation in AMA Media Briefing. PPSG Assistant Director, Aaron Gilson, presented
findings and messages from the "Annual Review of State Pain Policies, 2001" at an
American Medical Association’s media briefing about pain management issues. A link -
to the AMA website’s notification of the briefing was placed on the PPSG website.

Participation in an Audio Program. PPSG Director, David Joranson, participated in Part I
of an audio program for State Initiatives in End-of-Life Care’s four-part audio series,
Heart-to-Heart: Improving Care for the Dying through Public Policy. The tapes are 30-
to 40-minutes of narration and in-depth commentary by leading state and national experts
offering tips about how to make policy change. Community-State Partnerships to
Improve End-of-Life Care coordinated publicity and sales of the audio series.

Continued Dissemination of “Achieving Balance in Federal & State Pain Policy: A
Guide to Evaluation.” Due to high demand for this document, 300 reprints were made in
November 2000. There was a second e-mail notification of its availability to academic
leaders, pain management advocates, newsletters, professional societies and listserves. In
July of 2001, 100 additional reprints were made. A letter and a copy of the publication
were sent to pharmacy law professors for review and comments. Hard-copies were also
sent to several colleagues and organizations. Hard-copies of this document continue to
be requested through the PPSG website.

Presentations at National Conferences. PPSG provided presentations on trends and issues
in pain policy to participants at a number of conferences sponsored by national
organizations. Among these were the Pain Management and Chemical Dependency
conference, National Association of Boards of Pharmacy annual meeting, American
Alliance of Cancer Pain Initiatives national meeting, National Association of State
Controlled Substances Authorities, and American Society of Law Medicine & Ethics
meeting. A complete list is included in the bibliography.

12
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David Joranson also provided a presentation entitled “Relieve Pain, Prevent
Diversion” for the American Cancer Society’s Pain Management Policy Review. He
discussed such topics as the abuse and diversion of pain medications, the media coverage
of OxyContin®, the problems with the domestic and international opioid distribution
systems, and the approaches to stopping diversion.

6. WHAT WERE THE PROJECT’S OTHER SOURCES OF SUPPORT?

This project had no other sources of support. The other activities of the group
were international projects related to our status as the World Health Organization
Collaborating Center for Policy and Communications in Cancer Care.

Office space for the Pain & Policy Studies Group (PPSG) and this project was
provided by the Medical School of the University of Wisconsin-Madison.

7. WHAT WAS THE SIGNIFICANCE OF WHAT WAS ACCOMPLISHED BY THE
PROJECT?

This project was significant because it established pain policy as part of pain
management, end-of-life care, medical regulation, and controlled substances regulation.
The project accomplished this by introducing into the literature the principle of “balance’
with respect to the imperative that efforts to address abuse of drugs should not interfere
with medical use and patient care; it established the first set of policy research criteria in
the field of controlled substances, medical and pharmacy policy related to pain; it
produced the first systematic evaluation of federal and state policies; the evaluation has
been used to guide policy reform in several states; it provided professionals, policy
makers, regulators, and the public with internet access to policies of the federal
government and the states that are relevant to the treatment of pain; it helped to improve
the knowledge of medical regulators, and to evaluate and develop new, more balanced,
state medical board pain policies; it actively published and disseminated this new
knowledge and the outcomes of its research to a broad audience of policy makers,
professionals, and the public in the U.S. The project also led to a better understanding of
the medical use and abuse of pain medications, and to improvement of an important
federal drug abuse information system.

H

8. WHAT LEASONS DID YOU, AS PROJECT DIRECTOR OF A PROJECT IN A
NATIONAL PROGRAM, LEARN FROM UNDERTAKING THIS PROJECT?

It was an important learning experience for us to be involved in the national
program aimed to improve end-of-life care. Although we are a small part of the national
program, I think we had an important influence, but we could have collaborated with
program partners even more than we did. In addition, we probably underestimated the

13
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demand for our work and could have had an even greater influence had we strategized
earlier on and prepared.

We are aware of a number of positive outcomes in the policy arena that were
- related to our work. We have proposed studying these effects, but it would have been
more efficient to include such studies during the course of the project.

There is a long way to go to improve end-of-life care in the U.S., and we are
hopeful that the initial progress of the National Program can be sustained and enhanced
because it is likely that the early successes were in the easiest places.

9. WHAT ARE THE POST-GRANT PLANS FOR THE PROJECT IF IT DOES
NOT CONCLUDE WITH THE GRANT?

All of the projects proposed in this grant were finite in nature. Additional funds
have been awarded from the Robert Wood Johnson Foundation to update and quantify
the Evaluation Guide and to create a Report Card of state policies. Since funding was not
approved for the full proposal, additional funding is being sought.

Assuming funds are available, the PPSG will continue its mission to identify and
evaluate federal and state pain policy. The results will be published and added to our
website, which will be maintained, enhanced and updated. We also plan to continue to
publish reports on trends in medical use and abuse of opioids, the first of which was
supplied by this grant.

10. HOW DO YOU ASSESS THE FOUNDATION’S ROLE AND THE NPO’s
ROLE?

The Foundation has provided extremely important support for us to develop pain
policy into an increasingly recognized part of medical practice, patient care, federal and
state policy, and abuse and diversion of opioids. We have found the Foundation’s
policies to be reasonable. Foundation staff has been very responsive to us, and have
provided valuable guidance.

14
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(June): 564, 2000.

Brochures and Fact Sheets

“Definitions Related to the Use of Opioids for the Treatment of Pain”; A consensus document
from the American Academy of Pain Medicine, the American Pain Society, and the American
Society of Addiction Medicine, 2001.

“Promoting Pain Relief and Preventing Abuse of Pain Medication: A Critical Balancing Act”; A
joint statement from 21 Health Organization and the Drug Enforcement Administration, 2001.

3
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“Pain & Policy Studies Group: Promoting Pain Relief Through Balanced Public Policy and
Communications.” The Pain & Policy Studies Group, 2001,

Sponsored Workshop

“Pain, Controlled Substances and Pharmacy in Wisconsin,” February 23, 2001, UW Hospital
and Clinics. Attended by 6 professors, pharmacists, and leaders of the Pharmacy Society of
Wisconsin. :

Presentations and Testimony

Aaron M. Gilson, "Pain Management and Drug Abuse: Incidence, Effects on Practice, and
Possible Solutions" at various healthcare organizations in Milwaukee, W1 between August 2000
and September 2001.

David E. Joranson, “Trends and Issues in Pain-Related Policies: Laws and State Medical Board
Guidelines,” at Contemporary Concepts in Cancer Pain: Tenth Annual Conference of the
Pennsylvania Cancer Pain Initiative, Pennsylvania Cancer Pain Initiative, September 23, 1999.

David E. Joranson, “Testimony of David E. Joranson,” to the U.S. Senate Hearing on Pain
Management and Improving End of Life Care, October 13, 1999, Washington D.C., Requested
by Senator Edward Kennedy, October 1, 1999.

David E. Joranson, “Trends and Issues in State Pain Policy,” at Health Care and Law in the New
Millennium: Patients’ Rights at the Forefront, the American Association of Nurse Attomeys,
October 22, 1999, Denver, Colorado.

David E. Joranson, “Evaluation of State Pain Policy: Is It Balanced?” at Pain Management:
Medical, Legal and Ethical Issues, Baystate Health System Office of Continuing Education,
November 10, 1999, Holyoke, Massachusetts.

David E. Joranson, “Guidelines, Trends and Issues in the State Pain-Related Policy,” at the 21*
Annual Cancer Symposium: Palliative Issues and Supportive Care in the Cancer Patient, -
Northwest Community Hospital, November 13, 1999, Arlington Heights, Illinois.

David E. Joranson, “Improving Pain Management Strategies,” at Technical Consultation for the
Life Project, Kansas Community State Partnership, December 14, 1999, Kansas City, Kansas.

David E. Joranson, “Overview of Regulatory History,” at Chronic Pain: Medical Management
and Regulatory Issues, North Broward Hospital District, April 8, 2000, Pompano Beach, Florida.

David E. Joranson, “Controlled Substances: Opioids for Chronic Pain and the Anxious

4

P-43071 _ 00185



Physician,” at the Pain Management Seminar, Purdue Pharma L.P., April 18, 2000, Des Moines,
Iowa.

David E. Joranson, “Progress and Issues in Pain Policy,” at Continuing Education in Pain
Management, VA Hospital, May 4, 2000, Northport, New York.

David E. Joranson, “Developments in National and State Policies Affecting Pain Management:
National Update on Policies and Legislation,” at the 11th National Meeting for State Cancer Pain
Initiatives, American Alliance of State Cancer Pain Initiatives, June 16, 2000, Kansas City,
Missouri.

David E. Joranson, “Is It Safe to Prescribe Opioids?,” at Pain Management for the Primary Care
Clinician, American Pain Society, September 15, 2000, Chicago, Illinois.

Karen M. Ryan, “Use and Abuse of Opioid Analgesics in the United Statés,” at the Janssen-Cilag
Sponsored Symposium of the Third Congress of the European Federation of IASP Chapters,
September 28, 2000, Nice, France.

David E. Joranson, “Regulatory Barriers to Pain Management and National Cancer Center
Control Policy,” at Roundtable Discussion on Quality of Life for Cancer Survivors, National
Cancer Legislation Advisory Committee, October 2 - 3, 2000, Washington, DC.

David E. Joranson, “A Report Card on State Initiatives Involving Pain Management,” at the 16"
Annual Educational Conference, The National Association of State Controlled Substances
Authorities, October 31 — November 4, 2000, Louisville, Kentucky.

David E. Joranson, served as moderator for Tri-State Pain Summit on Reglllatofy Issues,
Shenandoah Pain Project & Pain Relief[USA, Inc., November 6, 2000, Winchester, Virginia.

David E. Joranson, “Pain Management: Risk Assessment and Legal Concerns,” at End of Life
Decision Making: What Have We Leamed Since Cruzan?, American Society of Law, Medicine
& Ethics, November 17 - 18, 2000, Kansas City, Missouri.

David E. Joranson, “Practical Issues for Regulators,” at the Fourth Conference on Pain
Management and Chemical Dependency, December 7 - 9, 2000, Washington, DC.

David E. Joranson, “Opioid Therapy: Medico/Legal Issues,” at American Academy of Pain
Medicine’s 17" Annual Meeting with Comprehensive Review Course, February 15 - 18, 2001,
Miami, Florida.

David E. Joranson, “Analgesic Regulatory Affairs,” at the 20" Annual Scientific Meeting,
American Pain Society, April 19 - 22, 2001, Phoenix, Arizona.

David E. Joranson, served as moderator at Pain Forum Meeting with Drug Enforcement
5
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Administration, April 23 - 24, 2001, Chicago, Illinois.

David E. Joranson, “The Last Link in the Chain: Results of a survey of Wisconsin Pharmacists,”
at Pharmacy Society of Wisconsin Educational Conference, April 27, 2001, Madison, Wisconsin.

David E. Joranson, “Opioids and the Law,” at National Association of Boards of Pharmacy 97
Annual Meeting, May 5 - 9, 2001, Seattle, Washington.

David E. Joranson, “Pain Management Standards: Their Role in Improving the Quality of Care,”
at American Geriatric Society, May 12, 2001, Chicago, Illinois.

David E. Joranson, “Building a Regulatory Agenda in the CPI Movement,” at the 12" National
Meeting for State Cancer Pain Initiatives, American Alliance of Cancer Pain Initiatives, June 14-
16, 2001, Madison, Wisconsin.

David E. Joranson, “Stopping Abuse of Pain Medications: A Critical Balancing Act,” at Pain
Forum II, Drug Enforcement Agency, July 11, 2001, Chicago, [llinois.

David E. Joranson, “Relieve Pain, Prevent Diversion,” at American Cancer Society’s Cancer Pain
Management Policy Review Group, American Cancer Society, July 20, 2001, Washington, DC.

* David E. Joranson, “Legal and Regulatory Issues of Pain Management,” at Wayne State
University School of Medicine and College of Nursing and Blue Cross Blue Shield of Michigan
Department of Health Care Education’s Policy and Practice of Pain Management, September 7,
2001, Detroit, Michigan.

* David E. Joranson, “Addressing Regulatory Issues in Pain Management,” at the HealthPartners
Institute for Medical Education continuing professional development program, October 18, 2001,
Minneapolis, Minnesota. ‘

* David E. Joranson, “Regulatory Issues Surrounding the Use of Opioids,” at Caremark
Prescription Services Presentation, October 30, 2001, Mt. Prospect, Illinois.

* David E. Joranson, “The Legal and Regulatory Aspects of Opioid Prescribing: How WV
Stacks Up,” at the Pain Management at the End of Life: A Statewide Summit, November 2,
2001, Flatwoods, West Virginia.

* David E. Joranson, “A Balanced Approach to Prescription Drug Diversion Responses,” at the
National Association of Attorneys General Prescription Drug Abuse Task Force Meeting,
November 16, 2001, Washington, DC.

* David E. Joranson, “Opioid Availability in the United States and the World,” at a Public Health
Seminar, University of Wisconsin, December 3, 2001, Madison, Wisconsin.
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* David E. Joranson, “A National Perspective on Pain Policy,” at the Florida Partnership for
End-of-Life Care’s Forum on Pain Policy: Balancing Patient Care and Drug Abuse Prevention,
January 14, 2002, Tallahassee, Florida.

* David E. Joranson, “Balancing Drug Abusc Prevention and Pain Relief: The Study of Public
Policy,” at the University of Florida Health Sciences Center, January 15, 2002, Gainesville,
Florida.

* David E. Joranson, “Regulatory Issues in Opioid Prescribing,” at the Janssen Pharmaceutica
Speakers Training Meeting, February 8, 2002, Orlando, Florida.

* Aaron M. Gilson, “Recent Trends in State Policies Governing Pain Medications: Findings from
the 2001 Annual Report,” at American Medical Association Media Briefing About Pain
Management, February 21, 2002, New York, New York.

* David E. Joranson, “Pain Management and Regulatory Barriers: How Does Pennsylvania Stack
Up?,” at the 1 1™ Annual Conference of the Pennsylvania Cancer Pain Initiative, April 5, 2002,
Harrisburg, Pennsylvania.

* David E. Joranson, “Guidelines and Prescribing Principles for Opioid Therapy,” at a
continuing education program, April 5, 2002, Hershey, Pennsylvania.

* David E. Joranson, “...” at the Ohio Pain Initiative Pain Summit 2002: Breaking the Barriers to
Pain Management, April 27, 2002, Columbus, Ohio.

World Wide Web Sites

www.medsch.wisc.edu/painpolicy

Provides full text of individual state pain policies and pain related federal policies, links to other
pain organizations, a glossary of terms and full text of articles published by the PPSG. Madison,
WI: Pain & Policy Studies Group. Estimated 5,862 visits per month.

Audio-Visuals and Computer Software

* Heart-to-Heart: Improving Care for the Dying through Public Policy, Part I: Pain
Management, a 30-40 minute audio tape. State Initiatives in End-of-Life Care, DATE.

Press Kits and News Releases

A news release on the Journal of the American Medical Association article “Trends in Medical
Use and Abuse of Opioid Analgesics”, mailed by JAMA on March 30, 2000 to 1500 reporters

7
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nationally. Also accessible to over 2,000 domestic and intermnational journalists through
"EurekAlert!" (a Web site for journalists maintained by the American Association for the
Advancement of Science).

A news release on the Journal of the American Medical Association article “Trends in Medical
Use and Abuse of Opioid Analgesics”, mailed by the PPSG on April 1, 2000 to 413 state medical
societies, state medical boards, state boards of pharmacy, attorney generals, grant advisors,
academic leaders and pain management advocates. One hundred sixty-six academic leaders, pain
management advocates, newsletters, professional societies and listserves were notified through
email.

An e-mail news release on the “dnnual Review of State Pain Policies 2000" was broadcasted to
173 academic leaders, pain management advocates, newsletters, professional societies and
listserves on March 16, 2001.

An e-mail news release on “Achieving Balance in Federal and State Pain Policy: A guide to
Evaluation” was broadcasted to 173 academic leaders, pain management advocates, newsletters,
professional societies and listserves on March 16, 2001.

An e-mail news release on the Journal of the American Pharmaceutical Association article
“Pharmacists’ Knowledge and Attitudes about Opioid Pain Medications in Relation to Federal
and State Policy” article was broadcasted to 173 academic leaders, pain management advocates,
newsletters, professional societies and listserves on April 3, 2001.

* An e-mail news release on “4 Joint Statement from 21 Health Organizations and

the Drug Enforcement Administration. Promoting Pain Relief and Preventing Abuse of Pain
Medications: A Critical Balancing Aet” was disseminated to 330 academic leaders, pain
management advocates, newsletters, professional societies and listserves on October 24, 2001.

* An e-mail news release on the “Annual Review of State Pain Policies, 2001” and the Journal of
Pain and Symptom Management'’s article “Controlled Substances and Pain Management:
Changes in Knowledge and Attitudes of State Medical Regulators” was broadcasted to 345
academic leaders, pain management advocates, newsletters, professional societies and listserves
on February 28, 2002,

* An e-mail news release on the Journal of Pain and Symptom Management s article “Pain
management and prescription monitoring” was broadcasted to 345 academic leaders, pain
‘management advocates, newsletters, professional societies and listserves on April 3, 2002.

Print Coverage

“States are Relaxing Rules on Painkillers: Improving Care at the End of Life,” in The States, May
1999.
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“Web Site Offers Pain Management Policy Information,” in the Oregon State Board of Pharmacy
Newsletter, August 1999.
“Can Doctors Put their Fears to Rest?,” in Medical Economics, February 21, 2000.
“Highlight: The Pain & Policy Studies Group (PPSG),” in ASPMN Pathways, March/April 2000.
“More Opiates Used to Treat Severe Pain,” in Reuter s Healtiz Information, April 4, 2000.

“Abuse of Opioid Painkillers by Patients is Uncommon, Study Finds,” in Oncology Times, April
5, 2000.

" “High Use of Narcotic Painkillers is Not Linked to Aabuse,” in The Oregonian, April 5, 2000.

“Study Finds Drugs for Pain Not Abused: Results Support Efforts to Manage Pain in People with
Long-Term Ilinesses,” in The Milwaukee Journal Sentinel, April 5, 2000.

“Study: Narcotic Abuse May be Overstated,” in Wisconsin Week, April 5, 2000.

“Less Pain Means Gain for Medical Treatment,” in The Daily Oklahoman, April 11, 2000.
“Silent Suffering,” in TIME Magazine, April 17, 2000.

“Study Shows Lower Rates of Opioid Abuse,” in The Badger Herald, April 18, 2000.
“Timely Tidbits for April,” in Media Tactics, April/May 2000.

“Increasing Use of Opioid Analgesics has Not Exacerbated Addiction,” in The Brown University
Digest of Addiction Theory and Application, May 2000.

“Study: More Patients Resorting to Alternative Therapies,” in the Dayton Daily News, May 9,
2000.

“As Pain Medication Use Increases, Abuse Remains Low,” in Medical Directions, Summer 2000.
“Literature Abstracts,” in The Network News, Summer 2000,

“Opioid Analgesia: Medication Use Not Linked to Drug Abuse,” in the APhA Drug Info Line,
June 2000.

“Pain Treatment and Drug Abuse, Apparently Unconnected,” in The New York Times, July 18,
2000.

“Literature Abstracts,” in The Network News (Published by Memorial Sloan-Kettering Cancer
9
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Center) Summer 2001, Volume 13

“Use of Narcotic Pain Medication Remains Low as Medical Use Increases,” in PCS Newsletter:
News for Fellows of the Philippine College of Surgeons, August 2000.

“Improving Pain Management,” in Prescriber’s Letter, Vol. 7, No. 9 September 2000,
“Triplicate Prescription Forms in Maine,” in Bangor Daily News, September 28, 2000,
“Patient Danger Seen in Druggist ‘Conscience’ Bill,” in The Capital Times, April 30, 2001.

“Pain Management Policies: An Evaluation,” in State Health Notes, Vol. 21, Number 336,
November 6, 2000.

“Drug Diversion and Dependency,” in Journal of the Pharmacy Society of Wisconsin, Nov/Dec
2000.

“New Pain Policy Evaluation Guide,” in Your Last Acts Partner Letter, November-December 2000.
“Regulatory Update,” in Cancer Pain Forum, Winter 2000, Issue 2.
“Treating Pain is No Simple Matter,” in The Milwaukee Journal Sentinel, January 8, 2001.

“Spotlight on the Pain & Policy Studies Group,” in The Pain Connection: the Newsletter of the
American Pain Foundation, Spring 2001,

“Playing with Pain Killers,” in Newsweek, April 9, 2001,

“Study Evaluates Pharmacists’ Knowledge of Attitudes Toward Pain Medication Dispensing,” in
Nation Boards of Pharmacy Newsletter, July 2001.

“Program Highlights,” in University of Wisconsin Comprehensive Cancer Center Annual Report
2000-2001.

“Champion of Change Dr. June Dahl: Her Long Fight for National Pain Management Standards
Comes to Fruition,” in Quarterly — The Magazine for University of Wisconsin Medical School
Alumni and Friends, Vol 3, No 2, Spring 2001.

“Regulatory Attitudes Improve, But Fear of Opioid Use Continues,” in The Quality Indicator:
Physician Resource, April 2001.

* “Study of Potential Barriers to Accessing Interventional Pain Management Procedures in
Medicare,” A study conducted by The Project HOPE Center for Health Affairs for the Medicare
Payment Advisory Commission, December 2001.
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* “Getting the Relief You Need,” in Seattle Times, January 2002.

* “The Politics of Managing Pain,” in The States: Regional News of Interest to AARP Members,
January 2002.

* “Doctor Defends Prescribing Powerful Painkillers,” in Charlotte Observer, February 2002,

Radio Coverage

AMA Radio, April 5, 2000.

Weorld Wide Web Coverage

“Benefits from opioids outweigh risks, study says,” www.cnn.com.

“Drugs for pain management don’t lead to abuse,” www.jointogether.org.

“Examining opioid use: New hope for terminally ill patients,” www.lastacts.org.

“Good news on opioids: Use is up, abuse is down,” https.//webmd-practice.medcast.com.

“Increase in opioid analgesia does not necessarily mean increase in abuse,” www.psigroup.com.
(Listserve).

“Increase in opioid analgesia does not necessarily mean increase in abuse,”
pain_chem _dep@peach.ease.lsoft.com (listserve).

“Increase in opioid analgesic use doesn’t necessarily equate to increase in abuse,”
www.lastacts.org.

“More opioid use for pain control does not increase drug abuse,” https://webmd
practice.medcast.com.

“Narcotic painkillers don’t raise risk of drug abuse: Prescriptions went up, drug abuse went
down,” www.webmd.com.

“New Guide on Federal and State pain Policy Now Available,” Last Acts Policy Newsletter, vol
1, issue 6 (email newsletter).

“Opioid use up but abuse waning: Wider availability does not lead to overuse, study finds,”
www.healthscout.com.

11
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“Pain meds do not increase drug abuse,” www.soundpartners.org.

“Study shows greater morphine-like prescriptions not causing greater abuse,” www. wrn.com.

“Study shows that abuse of narcotics remains low as medical use increases,” www.lastacts.org.

* “Nursing home patients’ pain underestimated, ofﬁc1a1s say”, in The Charleston Gazette Online,
www.wvgazette.com.

* *“ New Guide on Federal and State Pain Policy Now Available” in Last Acts Policy Newsletter
— Volume 1, Issue 6, September 2000.

* “New Pain Policy Resource Available” in BoardNet News (Federation of State Medical Boards
online newsletter, October 13, 2000.

* “PPSG Releases Annual Review of State Pain Policies 2000” in Last Acts Policy Newsletter-
Volume 2, Issue 2, February 2001.

* “Abuse of Powerful Pain Reliever Rising” in The Round Up New Mexico State U (U-Wire),
March 15, 2001.

* “PPSG Annual Review of State Pain Policies Available” in A4CPJ update, March 16, 2001
(listserve).

* “PPSG Study Reports on Pharmacists and Pain Policy” in Last Acts Policy Newsletter-Volume
2, Issue 4, April 2001.

*“Regulatory Attitudes Improve, But Fear of Opioid Use Continues” in Premier Healthcare
Resource, Inc., April 2001.

“Balancing the response to abuse and diversion of pain medications,”
pain_chem_dep@peach.ease.lsoft.com (listserve).

“Recent publications of the Pain & Policy Studies Group,”
pain_chem_dep@peach.case.lsoft.com (listserve).

“Recent publication from the PPSG re: PMPs,” pain_chem_dep@peach.ease.lsoft.com
(listserve).

“No relief” in www.salon.com, April 4, 2002 (DJ)
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October 8, 2002

Robert C. Andresen

Administrative Officer

Research and Sponsored Programs

University of Wisconsin-Madison
niversity Avenue, 4th Floor

Madison, WI 53706-1490

Reference: 1.D. #036509 - Financial Report Received/No Payment
Dear Mr. Andresen:

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

In reviewing your recent financial report, we note that you have overexpended the
approved budget categories "Other Direct Subtotal” and "Personnel Subtotal” by more
than 5 percent. Please submit a letter which explains these overexpenditures.

Also, in reviewing the final status of this grant, we note that a letter of explanation
was requested for the overexpenditures on the "Other Direct Subtotal” per our letter

dated October 18, 2001. Please submit this outstanding letter of explanation to the
Foundation.

Cumulative expenditures as of April 30, 2002, have been $977,073. The Foundation has
made payments to date totaling $761,573 leaving you a cash deficit as of April 30, 2002,
of $215,500. We will release your final payment once the letters of explanations are
received. Please submit these required letters by October 21, 2002.

If I can assist you further, please contact me at 609-627-5844.

Sincerely,

5~

Sophia Kounelias
Financial Analyst

/SXK

cc: David E. Joranson, M.S.S.W.
Rosemary Gibson

Office of the Vice Presidens and Treasurer

Route 1 and College Road East  Post Office Box 2316 Princeton, New Jersey 08543-2316  (609) 452-8701
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University of Wisconsin-Madison

Graduate School, Research § Grc; rams
! (W
N
September 24, 2002 Iigli
gep 24 132 5 ‘

Sophia Kounelias

Financial Analyst

The Robert Wood Johnson Foundation
Route 1 and Ceollege Road East

P. O. Box 2316

Princeton, N J 08543-2316

L
FINANCIAL MONITORING.

In reply, please refer to
UW Acct No. 133-CW36

RE: Grant # 036509
Dear Ms. Kounelias:

Enclosed is the final financial report for Year 3 on the above-referenced
grant for the period February 1, 2002 through April 30, 2002 under the
direction of David Joranson in the Pain and Policy Studies Group at the
University of Wisconsin-Madison.

Total expenditures for this project were $977,070.35. The total award
amount was $9%98,000.00. The University of Wisconsin has received
$761,573.00 from the Robert Wood Johnson Foundation for this grant. Once
our final report has been reviewed, would you please release the final
payment of $215,497.35.

Thank you for your support of this project. If you have any questions
regarding this report, please contact me at 608/262-95028,

Sincerely,
€° QM)
e - N2l
Mar . Koscielniak

Accountant

Enclosure

Cc: Joranson, David - Med Schl Pain Study
Kline, Janet - Med Schl Pain Study
Medical School Fiscal Services

File
400 AW. Peterson Building Telephone (608) 262-3822
750 University Avenue Fax (608) 262-5111
Madison, WI 53706-1490 Home Page http://iwww.rsp.wisc.edu
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FINANCIAL REPORT
The Robert Wood Johnson Foundation
P.C. Box 2316
Princeton, NJ 08543-2316
Phone: (609) 452-8701 Fax: {609) 452-9564

UW Account #133-CW36

FA: SXK PA: JMS PO RG Grantee: University of Wisconsin-Madison
Project Director: David E. Joranson (608-263-7662) Grant Number: 036508 for (EOL}
Fiscal Officer: Robert C. Andresen {608-262-2896) Budget Period: Aug-01-2001 to Apr-30-2002

Grant Period: Aug-01-1998 to Apr-30-2002

96T00 T.LOLh-d

Budget for Year: 3
Revised: Apr-29-2002

EXPENDITURES
item Approved Pariod 1 Period 2 Total VYariance
Budget Amount 8/01 - 1702 2/02 - 4/02
PERSONNEL
Project Diractor 24 435.00 28,300.40 14,075.43 42.375.83 (17,940.83)
Co-Director 11,230.00 11,962.44 6,147.05 18,109.49 {6,879.49)
Project Advisor 3,031.00 3,095.62 - 3,085.62 {64.62)
Project Analyst 9,163.00 9,774.73 4,860.51 14,635.24 {5,472.24)
Res Program Manager 12,732.00 9,845.4% 6,103.65 15,949.14 (3,217.14)
Info Processing Cons 9,981.00 5,119.29 - 5,119.29 4,861.71
Assoc Rsch Spec 6,848.00 7.549.4¢ 3.911.25 11,460.74 {4,612.74)
Qutreach Spscialist 8,988.00 5,625.00 3,375.00 9,000.00 {11.00)
Program Assistant 5,964.00 8,304.92 4,088.58 12,393.50 (6,429.50}
Office Assistant 2,805.00 2,012.76 877.72 2,890.48 {85.48)
Fringe Benefits 31,998.00 29,733.09 14,340.65 44,073.74 {12,075.74)
Personnel. Subtotal 127,176.00 121,323.23 57,779.84 179,103.07 (51,927.07)
OTHER DIRECT COSTS
Supplies 933.00 926.00 - 926.00 7.00
Computer Supplies 250.00 270.00 - 270.00 {20.00)
Duplicating/Printing 2,564.00 2,586.54 - 2,586.54 277.46
Telephone 1,077.00 1,206.71 - 1,206.71 {129.71)
FPostage 750.00 750.00 - 750.00 -
Service Agreements 1,500.00 716.25 - 716.25 783.75
Software 3,250.00 3,380.06 2,559.94 5,940.00 (2,690.00)
Travel 5,700.00 7,408.91 - 7.408.91 (1,708.91)
Other Direct Subtotal 16,324.00 17,244 .47 2,559.94 19,804.41 {3.480.41)
INDIRECT COSTS 12,915.00 12,471.09 5,430.58 17,901.67 (4,986.67)
CONSULTANT/CONTRACTUAL
Cons/Contrct Subtotal 20,250.00 - 2,000.00 2,000.00 18,250.00
Grand Total 176,665.00 151,038.79 67,770.36 218,809.15 {42,144.15)

s U)/ PULARUL AU )\Aﬁu,uud

i
& /é;/ £ %’%&Lé//f//—

Robert C. Andresen, Administrative Officer
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November 21, 2002

Robert C. Andresen
Administrative Officer
Research and Sponsored Programs

University of Wisconsin-Madis
fiversity Avenu g

Madison, WI 53706<1490

Reference: 1.D. 6509 - Final Financial Report Received/Closure of Grant
Bl

Dear Mr. Andresen: -

This is in reference to your Robert Wood Johnson Foundation grant in support of the
Targeted End-of-Life Projects Initiative: a project to assess states' pain policies.

Your final financial report indicates that as of April 30, 2002, you have had cumulative
expenditures of $965,493. The Foundation has remitted payments to date totaling $761,573
leaving you a cash deficit of $203,920. Enclosed with this letter is our final payment

in the amount of $203,920.

This completes your financial reporting obligations with respect to this grant. We are
glad we were able to assist you in this important endeavor.

Sincerely,

i

Sophia Kounelias
Financial Analyst

/SXK
Enclosure

¢c:  David E. Joranson, M.S.S.W.
Rosemary Gibson

Office of the Vice President and Treasurer

Route 1 and College Road East  Post Office Box 2310 Princeton, New Jersev 08543-2316  (609) 432-8701
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Universitv of Wisconsin-Madison

Graduate School, Research and Sponsored Programs

Fax Cover Sheet

To: Sophia Kounelias

Company: Robert Wood Johnson Foundation
Telephone: 609-627-5844

Fax: 608-627-6416

From: Mary C Koscielniak

Date: 1171172002

Total Pages: 4

Subject: Grant # 038509

Comments:

Attached is a revised financial report for year 2 on this grant, along with my cover letter and
the Depariment’s letter of explanation for the overexpenditures in software and travel and a
reduction of expenses in supplies, telephone and postage.

The original signed letters and report will be mailed to you today. Thank you for your patience
and assistance in this matter.

400 A W. Patarson Building Telephone (508) 262-3822
750 Upiversity Avenue Fax (BOR) 262-5111
Madison, Wi §3706-1490 Home Page hitp:/fwww.rep.wisc.edu/
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University of Wisconsin-Madison
Graduate School, Research and Sponsored Programs

November 11, 2002

Sophia Kounelias

Financial Anmalyst

The Robert Wood Johmnson Foundation
Route 1 and College Road East

P. 0. Box 2316

Princeton, N J (08543-2316

In reply, please refer to
UW Acct No, 133-CHW3is

RE: Grant # 03650%
Dear Me. Kounelias:

Enclosed ig the revised annual financial report for Year 2 on the above-
referenced grant for the period August 1, 2001 through July 231, 2002 under
the direction of David Joranaon. This is in reaponse to your previous
requeat for the year 2 rebudgeting and justification far overexpenditures.

The Department has prepared a letter of explanation for the travel and
scftware expendictures over budget. The supplies, telephone and postage
expensea have been reduced. Their letter is enclosed.

Total reviesed expenditures for this project were $965,491.55. The
Univergity has received §761,573.00 from the Robert Wood Johnson Foundation
for this grant. Would you please releage the final payment of $203,918.55
when your review of this report has been completed.

Thank yeu for yeur support of this project. If you have any questions
regarding this report, please contact me at 606/262-9028,

Sincerely,

C ecslinill

Mary/£. Koscielniak
Accalntant

Enclosure

Cec: Jorangen, David - Med Sekl Pain Study
Kline, Janet - Med Schl Pain Study
Medical Schocl Fiscal Services

File
400 AW. Patarson Building Telephone (608) 262-3822
750 University Avenue Fax (808) 28;-51 11
Madison, W1 837068-1490 Home Page http:/iwww.rep wisc.adu
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Fa: SXK PA: JMS PO: RG

Project Direclor: David E. Joranson {608-263-7662)
Fiscal Officer: Robert C. Androsen (608-262-2896)

Budget for Year: 2
Revised:

REVISED FINANCIAL REPORY
Tiwe Robert Wood Johnson Foundation

£.Q. Box 2118

Princelon, NJ 08543-2316
Phone: (608} 452-8701 Fax (609) 452-9564

UW Account #1133-CW3B

University ot Wisconsin-Madison
Grant Number: 036509 far EOL)
Budget Period: Aug-D1-2000 to Apr-30-2001
Grant Period:  Aug-01-199% to Apr-30-2002

EXPENDITURES
ttem Approved Peried 1 Period 2 Total Vartance
Budgst Amount 8100 - 1/01 2/01 - 07i01
PERSONNEL
Project Directar 46,104 .00 22,710.78 24,328.06 47,038.84 {934.04)
Co-Direclor 21,189.00 13,808.36 13.425.76 27,235.12 {6.046.12)
Project Advisor 5,718.00 2,825.00 2.825.00 5,650.00 {132.00)
Project Analfyst 17,2688.00 8.398.76 9,398.76 18,797.52 {1,500.52}
Res Program Manager 24,022.00 11.808.00 2.,840.00 21,648 00 2,374.00
info Processing Cons 18,833.00 9,305.52 9.305.52 18.611.04 22198
Assoc Rsch Spec 12,921.00 9,618.00 9,150.00 18,778.00 {5.857.00)
Qutreach Specialist 16,960.00 7.417.26 8,24138 15,658.65 1,301.35
Program Assistant 11,252.00 2,827.98 7.102.16 10,030.14 1.221.88
Office Assistant 5.292.00 3,812.02 3.822.80 7.734.82 {2,442.82)
Fringe Benefils 60,372.00 29,832.78 31.286.09 60.928.87 {556.87)
Personnel Sublotal 239,851.00 123,365.46 128,845.54 252 311.00 {12,360.00)
OTHER DIRECT COSTS
Supplies 2,7060.00 248.05 2,296.17 2.545.22 154.78
Computer Supplies 500.00 295,12 239.20 534.32 {34.32)
Ouplicating/Printing 2,865.00 10.00 £594.75 104.75 2,460.25
Telephone 2,155.00 44.47 1,353.33 1.397.80 757.20
Postage 1.500.00 1,365.69 180.02 1.545.71 {45.71)
Service Agreements 3,500.00 1.481.82 - 1.481.82 2,018.18
Software 6,500.00 4.264.01 4.246.94 8,508.95 {2.008.95)
Travel 15,960.00 18,337.86 8,049.96 27.387.82 (11.427.82)
Other Direct Subtotal 15,180.00 26,048.02 16,050.37 44,106.38 (8.926.38)
INDIRECT COSTS 24,762.00 13,447 221 13,230.35 26,677.55 (1.915.56)
CONSULTANTICONTRACTUAL
Cons/Contret Sublotal 44,000.00 15,295.50 3,741.40 19,036.90 24,863.10
Grand Total 343,853.00 178,456.19 183,975.66 142,131.88 1,7281.15

&34/
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Robart C. Andresen, Adisnistrative Officer
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PaN & Povicy Stupies Group

WHO Collaborating Center
for Policy and Communications
in Cancer Care

November 7, 2002

Sophis Kounelias, Financial Analyst
Robert Wood Johnson Foundation
Route | and College Road East

Post Office Box 2316

Princeton, NJ 085432316

Reference: RWIF # 036505, UW # 133-CW36
Denr Ms. Kounelias:

[ am writing 1o explain the overexpenditures in the Other Direct Costs category for Year 2 (August 2000 through July 2001)
of the above referenced grant. Because I started as the Program Administrator in June 2002, I was unfamiliar with the
expenditures made during Year 2. However, after reviewing the Other Direct Costs expenditures, it seemed to me that
several of the line items were inappropriate (Supplics, Talephone, Postage) and ¥ have transferred the expenditures
accordingly, sce table below,

[Other Dirsct Costs Budget| Expenditurs Transfer Revised Variance
Supplies $2,700.000 $9,182.50] (86,637.37)] $2,545.22 $154.78
Computer Supplies $500.00 $534.32 $0.00 §534.32]  ($34.32)
Duplicating/Printing $2,865.00 $704.75 $0.00 $704.75]  $2,160.25
Telephone  $2,155.000  $4,492.36] ($3,094.56)] $1.397.80 $757.20
Postage §1,500.00] $2.436,53] ($890.82)] $1,545.71 (845.71)
Service Agreements $3.000.001  $1,481.82 $0.00] $1.481.82] S§1.518.18
Software §6,500.00]  $8.508.95 $0.00] $8,508.95 ($2,00895)
Travel $15,960.00] $27,387.82 £0.00] $27,387.82{ ($11,427.82)

Orher Direct Costs Total]  $35,180.00f $54,729,14] ($10,622.75)] $44,106.39] (88,926.39)

As for the other two overexpenditures: The Software expenditure reflects the actusl costs of a subscriprion to LexisNexis
online service ($340/month), plus annual educationa! sits licenses (WordParfect, SPSS, Paradox, Groupwise, Reference
Manager, and Teleform) for project staff. The original Travel budget was for expenses for project staff to attend various
sciemific mestings/conferences such as American Pain Saciety, Pain Management and Chemical Dependency, State Cancer
Pain Initiative, and State Community Partnerships to present research data/preducts. The Travel overexpenditure occurred
for two reasons. Ome, project siaff attznded additional meetings, including American Society for Law, Medicine, and Ethics,
and National Association of State Controlled Substances Anthorities. Twao, the original Travel budget underestimated the
cast of the trips, which were for 3-4 nights each, and included registration fees, plane fare, ladging, meals, and groumd
transportation.

1 hope that this explanation meets with the approval of the Foundation.
Sincerely,

anot Kline
Pragram Administrator

UW Comprehensive Cancer Center - University of Wisconsin-Madisun Medical School
406 Science Drive, Suite 207 Madison, WI53711-1068 USA  (608) 263-7667 FAX: (608) 2630259
www.inedsch, wisc.edufpainpolicy
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PAIN & Poricy Stupies Group

#5\ WHO Collaborating Center
VR % ;\9 for Policy and Communications

## in Cancer Care

PRESS RELEASE Contact: Kim Solberg
(608)262.9272

ABUSE OF NARCOTIC! PAIN MEDICATIONS REMAINS LOW
AS MEDICAL USE INCREASES

Madison, WI - An article published in the April 5™ Journal of the American Medical Association
(JAMA) challenges the conventional wisdom that drugs used for relief of severe pain—such as morphine—are
widely abused. The work was done by the Pain & Policy Studies Group (PPSG) of the University of
Wisconsin Comprehensive Cancer Center.

First, the st_ufi_v found that from 1990 to 1996 there were significant increases in the amounts of
opioids such as morphine prescribed by physicians in the U.S. (Morphine and other opioids are medically
essentialﬁfqr the relief of severe pain and are approved for medical use by prescription only.) “Although there
are many ways to treat pain, the increased medical use of opioids is a strong indicator that we are making
progress to improve pain management,” said David E. Joranson, lead author and Director of the PPSG.

Se;:c;nd, the study found that abuse of opioids was low ana stable. accounting for a small part (less
than 5%) of the national drug abuse problem, as measured by drug overdoses. (Opioids have a potential for
abuse and are controlled under federal and state law as controlled substances.) From 1990 to 1996 abuse of
opioids increased 6.6 % in contrast to the abuse of the category illicit drugs, including cocaine and heroin
which increased by 109 %. “At atime when abuse of illicit drugs continues to increase, it is reassuring that
abuse of opioid pain medications is a small part of the U.S. drug problem,” said Joranson.

One of the reasons for inadequate pain management is that health professionals fear that opioid
medications will be abused. Co-author Karen Ryan, Chie.f Policy Analvst for the PPSG, said “This study
suggests that increased use of opioid pain medications resulting in abuse may be based more on myth than
realitv. This is exceptionally good news for pain patients and for public health officials.”

-[more-

L“Narcotic” is an old legal term which is being replaced by the modem medical term “opioid.”
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According to Joranson, “However, we must continue to exercise caution with opioids, since there
is an illicit demand for these drugs. Health care professionals and patients should continue to exercise
appropriate care to avoid diversion and abuse of pain medications.”

According to Ms, Ryan, “These results indicate that the U.S. could be a model for how to
achieve a balanced controlled s_ubstances policy, that is, one which can improve the availability of

opioids for medical purposes while limiting abuse.”

The article, titled “Trends in Medical Use and Abuse of Opioid Analgesics,” examined data from

two sources sponsored by the federal government: 1) medical use data from the Automation of Reports
End Con;olidatzd Orders System (U.S. D_rug Enforcement Administration) that collects information on
the national distribution of selected drugs to pharmacies and hospitals, and 2) abuse data from the Drug
Abuse Waming Network (Substance Abuse and Mental Health Services Administration) that collects
data about drug overdoses from a nationally representative sample of general hospital emergency -
departments.

For more-information about the JAMA article, the Pain & Policy Studies Group, federal and state

pain-related policies, and a variety of resources about pain and policy, contact

http://www.medsch.wisc.edu/painpolicy. The Pain & Policy Studies Group is a World Health -

Organization Collaborating Center for Policy and Communications in Cancer Care. Its mission is the

study of publi€ policy in relation to pain management. The PPSG program of policy research,

development, and education is funded primarily by the Robert Wood Johnson Foundation.

~Mmore-
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Medical Use and Abuse of Morphine in the US
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This graphic presents trend information from 1990 to 1996 about morphine use and abuse. The information comes from two data systems
that are maintained by the federal government, DAWN and ARCOS (described in the press release). The graphic shows that the abuse of
morphine (one of the opioid analgesics used for severe pain) remained very low and stable, while the medical use of morphine increased
substantially. ‘

*1991 Medical use (ARCOS) data interpolated due to incomplete reporting.

Source: U.S. Drug Enforcement Administration & SAMHSA Drug Abuse Warning Network.

By: Pain & Policy Studies Group, University of Wisconsin/WHO Collaborating Center, 1999.
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Pain Management and Prescription Monitoring
Abstract

Preventing diversion and abuse of prescription controlled substances while ensuring their
availability for legitimate medical use is an important public health goal in the United
States. In one approach to preventing and identifying drug diversion, seventeen states
have implemented prescription monitoring pro gréms (PMPs) to monitor the prescribing
of certain controlled substances. While PMPs are not intended to interfere with
legitimate prescribing, some in the pain management community feel that they negatively
affect prescribing for pain management. This article describes a collaborative project
initiated by the Pain & Policy Studies Group which brought together regulatory and pain
management representatives twice in 1998 to share perspectives and reconcile differing
views on the effects of PMPs. The ultimate goals of this project are to provide accurate
information to healthcare clinicians about PMPs, better define the balance between
preventing drug diversion and providing pain management, and promote continued dialog

and cooperation among the groups.
Key words: prescription monitoring programs, triplicate prescriptions, single-copy
serialized prescriptions, multiple copy prescriptions, electronic transmission, pain

management, controlled substances, opioid analgesics, drug diversion, prescription drug

abuse

Word count: 150
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L Prescription Controlled Substances and Pain

Undertreatment of pain is a major public health issue in the United States."® There are
many safe and effective ways to treat pain. Drug therapy with opioid analgesics plays an
important role in pain management and should be available when needed for the
treatment of acute pain and chronic cancer, as well as non-cancer, pain.‘s’g'14 Clinicians
should be knowledgeable about using opioids to treat pain, and should not hesitate to
prescribe them when opioids are the best clinical choice of treatment."> Since opioids
have a potential for abuse, they are controlled substances under federal and state law. 1547
Practitioners must know and comply with federal and state laws and regulations, and

exercise sound professional judgement when prescribing opioid analgesics to minimize

diversion and abuse of these drugs.

1L Prescription Controlled Substances, Drug Abuse, and Diversion

The diversion of prescription controlled substances to illicit channels is a public health
and safety issue. These medications are diverted in numerous ways, including theft,
forgery and counterfeiting of prescriptions; illegal sales of prescriptions and drugs;
fraudulent activities that victimize physicians, pharmacies, and patients; and by a small
percentage of physicians who write prescriptions indiscriminately because they are
dishonest, disabled, deceived, or dated in their practices.'**° Misuse and abuse of
prescription controlled substances can and does lead to serious health consequences,

"1 There is a need for additional

including “drug dependence, overdose and deaths.
studies to document the amount of opioid analgesics that is diverted from prescriptions,
or compare this source of diversion with other sources, such as from pharmacy thefts.*
The nature and extent of prescription drug abuse has been reported by the Drug

Enforcement Administration (DEA),?' and the abuse trends of opioid analgesics have

been evaluated.”
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III. The Role of Law and Government Agencies

There is no question that it is legal under federal and state law for duly licensed and
registered physicians, pharmacists, and nurses to prescribe, dispense, and administer
controlled substances for legitimate medical purposes and in the usual course of
professional practice. Although all state laws are based on this premise, the provisions
may differ from state to state. The National Conference of Commissioners on Uniform

State Laws (NCCUSL) provides a model act to which states can refer.!”

State and federal government agencies respond not only to the diversion and abuse of
opioids and other controlled substances, but also to the treatment needs of patients,
including those in pain. Regulatory agencies endeavor to ensure that the professionals
who care for ill and injured persons are qualified to do so. State governments examine
and license healthcare professionals and facilities, The DEA and some states issue
controlled substances registrations to state licensed practitioners for prescribing,
dispensing, and administering controlled substances. State and federal agencies enforce
security and record-keeping to protect the manufacture and supply of opioid medications,
while the federal govemment ensures their continued availability by setting production
quotas that satisfy legitimate medical needs. Regulatory agencies also work to reduce
drug abuse through substance prevention, freatment progrm;ns, and Jaw enforcement.
They also investigate and take appropriate action when there is evidence of illegal

activity, practitioner impairment, or incompetence.

IV.  Evolution of State Prescription Monitoring Programs

It is within this broad context that a number of states have established prescription
monitoring programs (PMPs). (Table 1 describes the current status of PMPs in the
United States.) Typically, PMPs collect prescribing and dispensing data from

pharmacies, conduct review and analysis of the data, and disseminate it to appropriate
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regulatory and law enforcement agencies. Following the lead of New York State in the
1910s, California and Hawaii enacted PMPs in the 1940s. By the 1980s, seven more
states had added PMPs. These early programs required that physicians use multiple copy
forms (duplicate or triplicate) to write prescriptions for Schedule II controlled substances,
and that pharmacists send one copy to the state after dispensing a drug. Physicians were
usually required to obtain prescription forms from a state agency, and some states
charged a fee for the forms. After verifying the practitioner’s credentials, the relevant

state agency issued the requested forms.

In the 1990s, some states initiated PMPs that rely solely on computer technology to
collect data. In these states, a special prescription form is not required. Pharmacies use
electronic transmission to enter and transmit electronically to the state the PMP

information about controlled substances prescriptions that have been dispensed.

With the advent of recent technological advances, states that used multiple copy
prescription forms have modified their PMPs to include an electronic element. In
addition, most of these states replaced their multiple copy forms with a single-copy,
serially-numbered form (Hawaii and Idaho use duplicate prescription forms with
electronic transmission, and California uses triplicate forms concurrently with its
electronic transmission system). Rhode Island and Illinois are the only states to
completely repeal the requirement to use a special prescription form; both states now use
electronic transmission exclusively. A model prescription accountability act,
recommended by the National Alliance for Model State Drug Laws and the National
Association of State Controlled Substances Authorities (NASCSA), provides for a system

that combines electronic monitoring and a serialized prescription form.”

In practice, PMPs take different forms because each state government determines the
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goals, structure, and organization of its program. Currently, the PMPs are administered
by professional boards, health departments, human services agencies, and/or consumer
protection agencies, in 12 of the states, and by justice departments, public safety agencies
and/or state police in the other five states. The manner in which a program is
implemented depends on its stated goals, the mission of the responsible agency, and rules

regarding access to the data.

V. Puri)ose of PMPs

The purpose of PMPs is to reduce the diversion of prescription controlled substances.
Objectives of PMPs usually include: (i) education and information; (ii) public health
initiatives; (ii1) early intervention and prevention of diversion; and (iv) investigations and
enforcement.”® Prescription monitoring is not intended to interfere with medical
practice®® and attempts are made to make it minimally intrusive (e.g., reducing the
paperwork burden by replacing multiple copy forms with single-copy serialized forms or
eliminating forms altogether). PMPs do not require physicians to obtain prior approval to
issue prescriptions, nor do they impose limits on the quantity that may be prescribed.
While some state laws limit quantities that can be prescribed in one prescription, such
limits are established by laws other than those that establish PMPs.> Regulatory
agencies that are charged with enforcing the laws with respect to drug diversion also

recognize the legitimate need for controlled substances in medical care.?

PMPs enable law enforcement investigators to obtain prescription information quickly
and efficiently, thereby reducing time and resources that would be otherwise expended in
obtaining the information from individual practitioners or pharmacies. PMPs can also
provide an efficient means of handling complaints, and can result in speedier resolution
of pending cases, dismissal of unfounded complaints, and avoidance of unnecessary

investigations. Aggregate data on prescribing trends from most PMPs is usually
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available for educational and research purposes. In all uses of the data, conﬁderitiality of
prescribers, pharmacies, and patients is protected, thereby meeting another goal of

PMPs. 2

State agencies indicate that a PMP can have a deterrent effect on potentiallcriminal
activities. Early intervention in illegal activities is one of the identified goals of these
programs. For example, state authorities report that use of special prescription forms
significantly reduces or eliminates prescription forgery. In addition, PMPs are especially
useful for identifying “doctor shopping,” scams, and illicit prescribing and dispensing.
Drug abusers who are identified as doctor shoppers can be directed into drug treatment or
prosecuted, depending on the circumstances of the case. PMPs take into account the
possibility that persons who seek pain medications may be patients with inadequately

treated pain.”’

VI.  Concerns about PMPs

Preventing drug diversion and abuse, and ensuring the availability of drugs for medical
purposes, are often perceived as potentially incompatible goals. For example, there has
been considerable debate between regulatory and medical groups about the requirement
for government-issued prescription forms. During the 1980s and 1990s, representatives
of the medical community expressed concerns that these special forms were an intrusion
into medical practice and the doctor-patient relationship. They were concerned about
being investigated and about the additional administrative burden associated with
handling a special form for this class of medication. Federal and state agencies charged
with administering controlled substances laws responded that the programs were effective

in reducing drug diversion,'” with minimal impact on legitimate medical practice.”’***

A number of publications have examined the effect of multiple copy forms on diversion
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and/or medical practice.”®® The National Institute on Drug Abuse and the Institute of
Medicine have called for more definitive research in this area.***" States have worked
with their medical communities to address their concerns. States, such as New York and
Texas that are replacing multiple copy prescription forms with an official single-copy
prescription form and electronic transmission, assert that prescribing on a single-copy
form rather than a multiple copy form is intended to be closer to the use of ordinary
prescription forms. While single-copy forms reduce paperwork handling, they retain the

ability to prevent prescription forgery and counterfeiting.'”

Representatives of the Alliance of States with Prescription Monitoring Programs (“the
Alliance”), the states with PMPs, and the DEA stress to physicians that prescription
monitoring data cannot and do not serve as prima facie evidence of illicit activities, PMP
data can provide an indication of a possible problem that may require further inquiry.
Further, the PMP administrators stress that it is their intention that PMPs be used to

enforce state laws in a manner that is most supportive of, and least disruptive to, medical

and pharmacy practice.

VII. Collaboration Between Pain Management and Regulatory Groups

In 1998, the University of Wisconsin Pain & Policy Studies Group (PPSG) initiated a
collaborative project with the DEA, the Alliance, and the Analgesic Regulatory Affairs
Committee of the American Pam Society (APS) in order to exchange perspectives on
PMPs and the prescribing of opioids for pain management. The goal of the project was
to explore how the groups could cooperate to assure appropriate care for patients in pain,
while protecting the public from diversion of opioids to non-medical, illicit use. The

immediate objectives were to:

. enhance cooperation between the DEA, state PMPs, and the pain management
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community,

. better define the balance between the provision of opioid analgesic treatment to
patients in pain and prevention of diversion of opioids into non-medical, illicit

use, and

. provide information on these issues to the professionals who care for patients and

administer controlled substances laws,

VIII. Meetings

The PPSG organized two meetings to bring together individuals from these groups. The
first meeting was held at the University of Wisconsin in Madison, Wisconsin, on July 20-
21, 1998. Fifteen people were invited; thirteen were able to attend.* The meeting began
with a discussion of the perspectives held by each of the attendees. Following the
exchange, it was evident to participants that, while there were misconceptions regarding
some issues, there was a shared interest in improving pain management and preventing
the diversion of prescription controlled substances. The participants prepared a list of the

points of agreement.

The initial points of agreement were refined at a second meeting, held in Charleston,

South Carolina, on October 29, 1998 during the annual meeting of NASCSA.® The nine

A The representatives at the July 1998 meeting were: For the Alliance - Grant Carrow, Massachusetts
Department of Public Health; John Eadie, State University of New York; David Hale, Oklahoma Bureau
of Narcotics; Linda Schaefer, Texas Department of Public Safety, For the APS - June Dahl, APS
Analgesic Regulatory Affairs Committee; Aaron Gilson, Pain & Policy Studies Group; Diavid Haddex,
American Academy of Pain Medicine; David Joranson, Pain & Policy Studies Group; David Mackey,
Mayo Clinic Jacksonville; Karen Ryan, Pain & Policy Studies Group. For the DEA - Patricia Good,
Office of Diversion Control; Susan Peine, Office of Diversion Control. Other - Themas D. Wyatt, Jr.,
National Association of State Controlled Substances Authorities. Unable to attend were: William Marcus,
California Deputy Attorney General; Russell Portenoy, Beth Israel Medical Center.

B The attendees for the October 1998 meeting were: Grant Carrow, Massachusetts Department of Public
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participants at the second meeting decided to write a jointly-authored article about the

collaboration, and to consider future publications regarding PMPs.

The initial perspectives that were offered by the participants provided guidance for
subsequent discussions. The group reached consensus on seven issues for which brief

descriptions follow; where the consensus involved fature action, the progress to date is

noted.

IX. Conseunsus

1) Publications. The participants felt that it is imperative to provide accurate

information to educate the medical community about the purpose and operation of PMPs.
A jointly-authored article describing the collaboration will be prepared for publication in
a medical journal. In addition, information about PMPs will be prepared by the Alliance
for dissemination to physicians, pharmacists, nurses, and regulators. Both publications
should describe the common goals of the prescription monitoring and pain communities.
Progress This article is a result of the collaboration between the PPSG, the
Alliance, the APS, and the DEA. In addition, the Alliance has prepared a
document detailing the goals of prescription monitoring.” The DEA has
compiled information from the states into two publications: “Prescription

»?* and “Committee Report on Establishing a State

Accountability Resource Guide
Prescription Monitoring Program.””® The DEA and the National Alliance for
Model State Drug Laws have compiled additional information from the states for

another publication: “Diversion and Abuse of Prescription Drugs: A Closer Look

Health; John Eadie, State University of New York; Patricia Good, Drug Enforcement Administration;
David Hale, Oklahoma Bureau of Narcotics; David Joransen, Pain & Policy Studies Group; Susan Peine,
Drug Enforcement Administration; Karen Ryan, Pain & Policy Studies Group; Linda Schaefer, Texas
Department of Public Safety; Thomas I}. Wyatt, Jr., National Association of State Controlled Substances

Authorities.

10
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at State Prescription Monitoring Programs.”?!

2) FSMB Guidelines. Many states have adopted pain policies in recent years. Eight
states have adopted the Federation of State Medical Boards (FSMB) “Model Guidelines

for the Use of Controlled Substances for the Treatment of Pain.”*

In many states,
controlled substance, health, and law enforcement agencies have endorsed the
Guidelines.
Progress Representatives at the meeting supported the FSMB's Model
Guidelines. They have also been endorsed by the DEA and NASCSA, as well as

by the APS and the American Academy of Pain Medicine (AAPM).

3) Resource information. The participants recommended that state and federal officials

and the pain management community increase their efforts to exchange information. For
example, they advised that pain specialists be available to PMPs to consult on
interpretation of data. Regulatory agencies receive calls from patients whose physicians
won’t prescribe adequate pain medication for them. The pain management community
could assist these patients by providing referrals to physicians with appropriate training in
pain management. The Alliance can be used as a resource for the pain management
community by providing contacts and information on PMPs in general, or on specific
states.
Progress General information on PMPs, including state and federal contacts, is
available from the Alliance (http://www.nascsa.org/monitoring htm), and the
DEA Diversion Control Program
(http://www.deadiversion.usdoj.gov/pubs/prograny/index.html). In addition, the
Alliance and the DEA serve as clearinghouses for specific questions or issues

concerning PMPs.
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4) Reciprocal meetings. The participants recommended that representatives from the

pain management and regulatory and law enforcement communities present and
participate in each others’ meetings in order to provide information and to address
questions and misperceptions. This kind of exchange can increase understanding of
mutual goals, provide an opportunity to communicate about issues that arise, and address
practitioners’ concerns about regulatory oversight.
Progress Representatives of the DEA, the Alliance, and the FSMB have been
invited to participate in national and state pain meetings to clarify issues related to
prescription controlled substances, PMPs, and medical boards’ disciplinary
responsibilities. State agencies routinely provide speakers for meetings of their
state's medical associations and societies. These presentations have been greatly
appreciated by clinicians. NASCSA has invited representatives from the pain
field to make presentations at its annual meetings. The groups should continue

these cooperative endeavors.

5) Scam alerts. Information on the most recently identified “scams” should be included
on the DEA’s web page and in the APS Bulletin.
Progress The DEA’s website contains recent information on scams being used to
procure prescription controlled substances illegally. It is available on the DEA
web pages http://www.deadiversion.usdoj.gov/pubs/brochures/drugabuser htm

and http://www.deadiversion.usdoj.gov/pubs/pressrel/dr_scam.htm.

6) Federal policy. Existing DEA policy recognizing the use of opioids for chronic pain

should be disseminated more widely in the medical, pharmacy, and nursing communities.
Progress The DEA regulations for prescribing and dispensing controlled
substances are available on the following websites: DEA Diversion Control

Program (http://www.deadiversion.usdoj.gov/2 1cfr/cfi/2106cfrt.htm),
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Government Printing Office

(http://www .access.gpo.gov/nara/cfr/waisidx_00/21cfr1306_00.html), and by link
from PPSG (http://www.medsch.wisc.edwpainpolicy). A DEA statement on the
use of controlled substances for pain management is being drafted. It will be
included in revisions of existing DEA publications about controlled substances for
physicians, " pharﬁmcists,41 and nurses,”” and will be included on its website:
http://www.deadiversion.usdoj.gov/pubs/manuals/index.html. PPSG
presentations generally include information about federal policy and

informational resources.

7) Data. Inkeeping with state regulations, data from PMPs should be available to
researchers to evaluate current trends in prescribing and the effectiveness of educational
programs.
Progress Data from prescription monitoring programs are available in the
publications listed in item 1. Other projects that make use of PMP data, including
university-sponsored research, are underway in various states. Educational
facilities, pain management groups, and other specialty groups may find PMP
data useful in evaluating treatment trends and the effectiveness of educational

programs on pain management.

X. Conclusion

Representatives from pain management and prescription monitoring groups have
recognized the importance of information exchange and cooperation. Since the meetings
began in 1998, these groups have taken several important steps to increase cooperation
and understanding and to nurture a mutual respect for the goals of each discipline. With
continued activity expected in the states to improve pain management and address drug

diversion, it is essential to continue these efforts to provide accurate information and
13
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promote communication and understanding between the groups involved.

Providing adequate pain management and preventing diversion and abuse of prescription
controlled substances are both important public health goals. Achieving both goals
requires exchange of information and perspectives, identification of issues, and concerted
action. Increased communication and cooperation between regulatory and pain groups

can contribute to a good balance between drug control and drug availability.

Acknowledgment: The authors are grateful to Martha A. Maurer and Jessica A. Nischik

for their assistance in preparation of this manuscript.
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Table 1. States with Prescription Monitoring Programs

NOTE: CURRENT AS OF 10/30/00; PRESCRIPTION MONITORING PROGRAMS ARE SUBJECT TO CHANGE. SOURCES: DRUG ENFORCEMENT
ADM[I\HSTRATION “PRESCRIPTION ACCOUNTABILITY RESOURCE GUIDE,” SEPTEMBER 1998; AND UPDATED INFORMATION OBTAINED

FROM STATES.

STATE 'YEAR OF PROGRAM TYPE SCHEDULES/ DRUGS 1 INITIAL YEAR OF
PROGRAM COVERED PROGRAM INITIAL
ENACTMENT TYPE PROGRAM
ENACTMENT

CALIFORNIA | 1996 TRIPLICATE/ELECTRONIC C-1I TRIPLICATE | 1939

HaAawAl 1996 DUPLICATE C-I1 DUPLICATE | 1943
ELECTRONIC C-IL, 101, IV

IDAHO 1997 DUPLICATE C-II TRIPLICATE | 1967
ELECTRONIC C-II, I, TV

TILLINOIS 1999 ELECTRONIC C-II TRIPLICATE | 1961

INDIANA 1994 SINGLE-coPY/ELECTRONIC | C-IL 1T, IV, V TRIPLICATE {1987

KENTUCKY 1998 ELECTRONIC C-ILIOL IV, V

MASSACHUSE | 1992 ELECTRONIC C-I

TTS

MICHIGAN 1993 SINGLE-COPY, SERIALIZED/ | C-II TRIPLICATE | 1988
ELECTRONIC

NEVADA 1995 ELECTRONIC C-IL I, TV

NEwW MEXICO | 1994 ELECTRONIC C-II

NEW YORK 1998 SINGLE-COPY, SERIALIZED/ | C-II AND TRIPLICATE | 1972
ELECTRONIC BENZODIAZEPINES

OKLAHOMA 1990 ELECTRONIC C-1I

RHODE 1997 ELECTRONIC C-IL I DUPLICATE | 1978

ISLAND

TEXAS 1997 SINGLE-COPY, SERIALIZED/ | C-II TRIPLICATE | 1981
ELECTRONIC

UTAH 1995 ELECTRONIC CILIULIV,V

WASHINGTO | 1984 TRIPLICATE C-L,ILIv,V

N

WEST 1995 ELECTRONIC C-II

VIRGINIA
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Abstract

Physicians report that concern about regulatory investigation negatively influences their
prescribing of opivid analgesics. The views of medical vegulators about the legality of
prescribing controlled substances for pain management were studied in 1991, However, little
is knoun about whether these views have changed in light of increased emphasis on pain
management and educational programs for state medical boards. Two studies thatl examined
this issue are described. In Study 1, a 1997 survey of state medical board members was
compared to results oblained in 1991 to evaluale differences in knowledge and perceptions
about opioid analgesics. Fmportani changes were observed over time, particularly regarding
characteristics of “addiction” and the legality of prolonged presevibing of vpivids. For Siudy 2,
a longitudinal survey was conducted of medical board members who participaied in five

workshops about pain management and regulaiory policy. Results revealed significant and
sustained changes in attitudes about the incidence of iatrogenic addiction when using opioids

io treat pain, the analgesic and side-effect properties of opioids, and the perceived legality of
prescribing opioids. Recommendations for reducing concerns about regulatory scrutiny are
presented, including the need for a more intensive education program, increasing the rate of
adoption of new stale medical board policies, and improving communication belween
regulators and clinicians. ] Pain Symptom Manage 2001;21:227-237. © U.S. Cancer Pain
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Introduction

In the U.S., inadequate relicf of pain is prev-
alent.’-® Although there are many effective
pharmacological and non-pharmacologic pain
treatments available, opioids are essential for
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the medical management of moderate to se-
vere acute pain* and pain due to cancer.!%6
There is also a consensus of pain medicine and
regulatory experts that opioids are appropriate
for selected patients with chronic noncancer
pain,”10

Opioids are controlled substances and are sub-
ject to additonal prescription requirements.!!
Their status as controlled substances, however,
is not intended to affect their legitimate medical
use.'? Prescribing opioid analgesics for pain isa
legitimate medical practice if done in the
course of professional practice, and has been
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recognized as such by regulatory and legislative
groups.'*!'7 Prescribing opioids for pain pa-
tients with a history of, or current, substance
abuse also is a legitimate medical practice, as
long as its purpose is for pain, and not to treat
addiction. The use of opioids (narcotic drugs)
for the treatment of addiction is not a legitimate
medical practice unless the practitioner is regis-
tered as a Narcotic Treatment Program to dis-
pense (but not prescribe) approved drugs such
as methadone according to strict federal and
state regulations.!® The long history of the regu-
lation of opioids as controlled substances, the
further regulation of their use for the treatment
of “narcotic addiction,” and misunderstanding
of addiction has contributed to confusion re-
garding the legality of prescribing under various
circumstances.!%%

Physicians’ concerns about being investi-
gated by controlled substances agencies or
state medical boards for prescribing “exces-
sive” amounts or for the wrong patients can
negatively affect prescribing practices.!?-%
Although there is little evidence to support a
high risk of regulatory sanction for prescribing
opioid analgesics legitimately for pain,?*? phy-
sician fears of disciplinary action and criminal
prosecution are heightened by national media
coverage of a small number of investigations of
doctors who have been charged with prescrib-
ing opioids excessively.®-* Concern about pre-
scribing opioids exists not only among physi-
cians in general practice, but also among
oncologists’ and pain specialists.?*

A study in 1991 examined the question of
whether physicians are justified in their con-
cern about regulatory oversight.* A survey was
used to evaluate state medical board members’
knowledge and attitudes about the medical use
of opioids fer chronic cancer and noncancer
pain. The results showed that medical board
members often defined “addiction” to include
“physical dependence™ or “tolerance,” which
are common in chronic pain patients treated
with opioids. Neither physical dependence nor
tolerance is sufficient to define addiction.157
In fact, in 1969 the World Health Organization
replaced the term “addiction” with “drug de-
pendence,” which, like addiction, is character-
ized primarily by compulsive use of 2 drug
despite harm to the individual.%® Confusion of
physical dependence or tolerance with addic-
tion raises the possibility that a physician’s opi-

oid for a chronic pain patient could be viewed
as questionable medical practice, if not illegal.
Indeed, the 1991 survey showed that many
board members did not accept extended pre-
scribing of opioid analgesics to treat chronic
pain, especially chronic noncancer pain; many
would discourage or even investigate this prac-
tice as a violation of law. If the pain patient
had a history of substance abuse, nearly all
medical board members would discourage or
investigate the prescribing of opioids even
though such prescribing—if for pain—would
be legal. These results suggested there could
indeed be a risk of regulatory investigation or
discipline to physicians who prescribe opioids
even when for the legitimate medical purpose
of treating pain.

Results of the survey of board members were
presented to the Federation of State Medical
Boards of the U.S. (FSMB). Discussions led to
the development of a series of educational work-
shops about the use of controlled substances
for pain management, entitled “Pain Manage-
ment in a Regulated Environment.” Eleven
workshops were held between 1994 and 1998
and were designed in cooperation with the
FSMB, Faculty members for the workshops rep-
resented the American Pain Society, the Amer-
ican Academy of Pain Medicine, the American
Society of Addiction Medicine, and the Univer-
sity of Wisconsin Pain & Policy Studies Group
(PPSG). The workshop curriculum addressed
opioid pharmacology, pain management, and
addiction, as well as trends and issues in fed-
eral and state policies relating to the use of
controlled substances for pain. Both the curric-
ulum and faculty were substantially the same
for all 11 workshops. The format of the work-
shop also allowed discussion of regulatory and
clinical practice topics of interest to the partici-
pants. Overall, 256% of the total U.S, board
member population participated in the work-
shops, representing 40 state medical boards.!?

Between 1994 and 1998 there was a substan-
tial increase in the number of pain policies
adopted by state medical boards. Some of
these policies encouraged better treatment of
pain for patients with chronic cancer and non-
cancer pain, and addressed physicians’ con-
cerns about regulatory scrutiny.®® During this
period, there also were national consensus
statements about the use of opioids in chronic
pain,!? state pain study commissions and task

i )
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forces,%” as well as new intractable pain treat-
ment statutes and regulations.® The full text
for the consensus statements and policies that
relate to the treatment of chronic pain can
be found on the PPSG website: www.medsch.
wisc.edu/painpolicy.

In light of this educational and policy activ-
ity, two studies were designed to determine
whether the views of state medical regulators
about the long-term use of opioid analgesics
had changed. In Study 1, we re-surveyed all
state medical board members in 1997 to evalu-
ate any changes in knowledge and auitudes
since 1991. In Study 2, we evaluated whether
changes occurred in a different group of medi-
cal board members who participated in any of
the five educational workshops about pain
management that were held in 1998. Pre-test,
post-test, and follow-up surveys were given to
all participants to assess changes in their
knowledge and attitudes about opioid analge-
sics and the legitimacy of prescribing such
drugs for pain.

Study 1: Re-Survey of State Medical
Board Members

Two specific aims guided analyses of the 1997
re-survey of medical board members. First, re-
sponses from the 1997 sample of medical
board members were compared to those from
the 1991 sample. Second, respondents from
the 1997 sample who had participated in any
of the six pain management workshops held
between 1994 and 1996 were compared to
those who had not participated. The purpose
of this analysis was to determine any changes in
knowledge and attitudes that might be due to
participation in the workshops.

Methods

Instruments

The 1997 study used a selfreport question-
naire consisting of 34 pre-tested items about
clinical and policy issues related 1o pain. The
items included those from the 1991 survey,“ as
well as six items to evaluate new topics of inter-
est. The results presented in this article address
respondents’ perceptions in four major areas:
(1) cancer pain and its treatment; (2) nature
and extent of opioid analgesic addiction,

abuse, and diversion; (3) medical board poli-
cies and legal impediments to pain manage-
ment; and (4) legality of prolonged opioid pre-
scribing in several different patient scenarios.

Sample

The revised “Pain Management Survey” was
mailed to a complete list of 700 state medical
board members (excluding board administra-
tors and executives) provided by the FSMB. A
cover letter stating the purpose of the study
and assuring confidentiality of the individual
responses accompanied each survey. Two addi-
tional mailings were sent to non-responders.
Data collection for this study occurred between
March-July 1997. .

A total of 376 questionnaires (54%) were re-
turned, of which 368 were evaluable for an
overall response rate of 53%. Respondents rep-
resented all 50 states, as well as the District of
Columbia and Puerto Rico, with a mean of
seven respondents per state.

Statistical Analysis

The variables of interest for this study had sta-
tistically non-normal distributions, which led to
the use of non-parametric methods for indepen-
dent samples to analyze the data. Survey items
were analyzed to determine their association
with the following two dichotomous groups: (1)
respondents from either the 1991 or 1997 sam-
ple, and (2) respondents who did or did not
participate in a pain management workshop.
The Mann-Whitney (MW) test was used to com-
pare the groups for variables that were either or-
dinal or categorical. The chi-square test of asso-
ciation was used to compare groups with respect
to nominal variables. A 0.05 level of significance
was used for all statistical tests.

Resulis for Specific Aim I: Comparison
of Respondents from the 1991

and 1997 Surveys

Sample

Due to the national turn-over rate of board
members, only 6% of the 1997 respondents
(n = 20) had participated in the 1991 survey.
The results presented here, therefore, reflect
differences in the knowledge and perceptions
of two separate groups of board members.

Demographic characteristics of the 1997 board

w
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members, as well as for those surveyed in 1991,
are shown in Table 1. The two samples are
quite similar. Mean age of the respondents in
1997 was 56 years (range, 34-81 years). Length
of service on a state board ranged from 1 to 25
years and represented a mean of 5 years. The
vast majority of board members were physi-
cians. Sixteen percent of the respondents were
public members and 4% were other health
professionals. Thirteen percent of the sample
were members of a state osteopathic board.
Physician respondents received their medical
degrees between 1943 and 1991; their median
year of graduation was 1966. This was the only
demographic variable that was statistically sig-
nificant between the 1991 and 1997 samples
(MW[535] = —5.276, P < .0001), and is
merely a reflection of the six-year difference be-
tween survey time-frames.

Cancer Pain and Its Treatment

Board members surveyed in the 1997 sample
were more likely than those in 1991 to under-
stand the extent to which cancer pain relief is
possible. Board members in 1997 believed that
significantly more cancer-related pain could be

relieved using available therapies, including
opioid analgesics (MW[650] = —3.396, P <
.001). More respondents in 1997 viewed the
majority of cancer pain patients in their state as
“undermedicated” (x2[2] = 11.146, P < .005).
Thus, medical regulators were more likely in
1997 than in 1991 to recognize that opioids are
underutilized as analgesics for cancer pain.

Addiction, Abuse, and Diversion

There were no differences in board mem-
bers’ responses between 1997 and 1991 regard-
ing the perceived approximate incidence of
psychological dependence (“addiction”) or
about the extent that diversion and abuse of
prescription opioids ‘was a problem in their
community. Most respondents in both surveys
overestimated the incidence of addiction and
considered diversion to be a minor to moder-
ate problem. The only statistically significant
difference between samples involved board
members’ knowledge about the meaning of
“addiction.” Board members were asked to de-
fine addiction using a brief list of several com-
mon terms, such as “physical dependence,” “psy-
chological dependence,” “tolerance,” or a

Table 1
Demographic Characteristics of Survey Respondents
Year of Survey
No. of No. of
Characteristics 1991 1997
surveys surveys
Full sample (n = 304) % (n = 368) %
Age (years)
Mean 55.22 55.67
SD 10.93 10.62
Board type
Medical 269 88.5 322 86.8
Osteopathic 35 115 46 18.2
Status of board member
Current member 300 98.7 360 97.8
Past member 4 1.3 8 2.2
Capacity of board member
Physician member 241 79.3 284 71.2
Public member 46 15.1 57 15.5
Other health professional member 10 33 16 43
“Other” member 7 2.3 6 1.6
Missing 0 0 5 1.4
Time served on board (years)
Mean 4.51 4.54
sD . 4.0 3.68
Physician members only
Year of medical degree, Median 1961 1966
Currently practicing medicine
Yes 229 93.5 260 89.3
No 16 6.5 31 10.7

P-43071 _ 00234



Vol. 21 No. 3 March 2001

Knowledge and Attitudes of Medical Regulators 231

combination of terms. In 1997, fewer respon-
dents associated addiction solely with physical
dependence (x%[11 = 9.558, P < .005). Con-
versely, there was a much greater likelihood in
1997 for board members to define addiction as
psychological dependence alone (}*[1] =
28.669, P< .001).

Policy Awareness

Respondents surveyed in 1997 reported
more often that their state medical board has a
policy or guideline for the'appropriate pre-
scribing of opioid analgesics for pain manage-
ment (x*[1] = 25.003, P < .001). This result
reflects the increase in the number of pain pol-
icies that were adopted by state medical boards
between 1991 and 1997.36

Legality of Prescribing Opioids

Board members were asked to judge the le-
gality of prescribing opioids for more than sev-
eral months in four different patient scenarios:
(1) chronic cancer pain, (2) chronic cancer
pain with a history of opioid abuse, (3) chronic
noncancer pain, and (4) chronic noncancer
pain with a history of opioid abuse. The re-
sponse options were that the practice was: (1)
Lawful and generally acceptable medical prac-
tice, (2) Lawful but generally not acceptable
and should be discouraged, (3) Probably a vio-
lation of state medical practice laws or regula-

Table 2

tions and should be investigated, (4) Probably
4 violation of federal or state controlled sub-
stances laws and should be investigated, and
(5) Don’t know. More than one response
could be chosen by individuals who believed
that both categories of illegality were applica-
ble. Table 2 contains the frequencies of re-
sponses within each chronic pain scenario for
1991 and 1997.

Cancer pain scenarios. Compared to respon-
dents in 1991, those in 1997 viewed the pre-
scribing of opioids for more than several
months for cancer pain as both lawful and ac-
ceptable medical practice (x%[4] = 18.598, P<
.001). Likewise, when the cancer patient also
had a history of opioid abuse, medical board
members surveyed in 1997 were moare likely
than those in 1991 to view opiaid prescribing
as lawful and generally acceptable (x%[4] =
18.123, p < .001).

Noncancer pain scenarios. Compared to the two
cancer-related scenarios, medical board mem-
bers were generally much more skeptical about
prescribing opioids for noncancer pain, Re-
spondents in 1997 were more likely than in
1991 to consider prescribing to patients with
chronic noncancer pain for more than several
months as acceptable medical practice (x2[4] =
62.200, p < .001). These regulators viewed the

Legality and Medical Accepiability of Extended Opioid Prescribing, 1991 Compared to 1997

Level of Perceived Legality

Lawful and Lawful and Violation of
generally generally not medical
acceptable acceptable practice laws Violation of
medical medical and controlied
practice; no practice; regulations; substances
need to shouid be shouild be laws; should be
investigate discouraged investigated investigated Don't know
Year 1991 1997 1991 1997 1991 1997 1991 1997 1991 1997
Cancer pain 5% 82% 14% 5% 5% 2% 5% 2% 7% 5%
Cancer pain with
history of
opiaid abuse 46% 57% 22% 17% 14% 6% 12% 4% 16% 1%
Chronic
noncancer pain 12% 33% 47% 40% 32% 11% 27% 6% 7% 6%
Chronic
noncancer pain
with history of
apioid abuse 1% 6% 25% 36% 58% 34% 50% 20% 6% 6%

Note: Rows do not sum to 100% because respondents could give more than one response.
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prolonged prescribing of opioids to a patient
with chronic noncancer pain and a history of
drug abuse as least acceptable. However, medi-
cal board members in 1997 were more likely to
view such prescribing as a Jawful and accept-
able medical practice (x%[4] = 37.630, p <
.001). Although statistically significant, it
should be noted that only 6% of the 1997 sam-
ple gave this response.

Results for Specific Aim II: Analysis of
Workshop Participants

Twelve percent (n = 41) of the 1997 board
members reported that they had participated
in one of the six workshops on pain manage-
ment held between 1994 and 1996. This sub-
sample was large enough to compare the re-
sponses of participants and non-participants
on a limited set of survey items. To preserve
the statistical power of the analyses, only those
items were analyzed that relate to the legality
of prescribing opioids for pain.

There were no statistically significant differ-
ences in responses to the cancer pain scenar-
ios. Indeed, a majority of board members,
whether or not they had participated in a work-
shop, were confident in the legal and medical
acceptability of this practice. Board members
who attended workshops were moderately
more likely than those who did not attend to
view prescribing opioids for noncancer pain as
lawful and generally accepted medical prac-
tice, although this finding did not achieve sta-
tistical significance. However, workshop partic-
ipants were much more likely to consider the
prescribing scenario involving noncancer pain
and a history of opioid abuse as an acceptable
medical practice (x2[2] = 11.503, P < .005).
Since there is generally a greater reluctance to
view prescribing for patients with noncancer
pain or a history of drug abuse as legitimate, it
is encouraging that participation in the educa-
tion program was associated with increased ac-
ceptance of this practice.

Study 2: Prospective Survey of
Workshop Participants

Study 2 was a longitudinal assessment of
changes in knowledge and attitudes among

medical board regulators who participated in
any of the five workshops held in 1998,

Methods

Insiruments

The evaluation was conducted using a 31-
item selfreport questionnaire. Most of the items
addressed the workshop content and a few were
adapted from the 1991 and 1997 surveys of med-
ical board members.3* The survey addressed:
(1) cancer pain and its treatment, (2) addic-
tion issues, (3) analgesic efficacy and side-
effects of opioids, and (4) perceived legality of
prolonged prescribing of opioids in several dif-
ferent patient scenarios. Each participant com-
pleted the survey three times: Before the
workshop (pre-test), immediately after its com-
pletion (post-test), and after approximately six
months (follow-up).

Sample

The sample for this study was all participants
in five regional medical board workshops co-
sponsored by the PPSG and the FSMB in 1998.
Curriculum and the faculty was similar for
each workshop, and addressed the nature and
extent of pain, the barriers to adequate relief,
both pharmacologic and non-pharmacologic
treatments for pain, the appropriate medical
use of oploids, definition and prevalence of ad-
diction, and the current status of pain manage-
ment and controlled substances policies.

Statistical Analysis

All data were analyzed using non-parametric
methods at a 0.05 significance level. Chi-square
tests were used to evaluate whether workshop
participation was significantly associated with
the categorical survey items. The effect of the
time of assessment (i.e., pre-test, post-test, and
follow-up) on any continuous dependent vari-
able was calculated using the Wilcoxon
matched-pair signed-rank test. This method of
statistical analysis typically identifies changes
that are significant using the pre-test as the
point for comparison,

Results

Sample

Seventy workshop participants were surveyed
at pre-test. Age of the participants ranged from
28 to B3 years, with a mean age of 54 years (SD =
10.32). Males represented slightly more than half
(57%) of the sample. The workshop audience

=»
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consisted of physician members (49%), investiga-
tors (10%), executive directors or secretaries
(9%), attorneys (9%), public members (7%),
and “other” board members (16%). Length of
service on the board ranged from 1 to 21 years,
with a mean of 5 years. Physician members re-
ported that they had received their medical de-
grees between 1952 and 1984, with a median of
1964. A large majority of physician respondents
(87%) were currently practicing medicine.

As expected with any longitudinal study
design, sample attrition occurred at follow-up
assessment, decreasing 36% from pre-test to
follow-up, with 45 respondents submitting a
completed survey after six months. Loss of par-
ticipants can lead to sample bias if the final
sample varies considerably from the initial
group of respondents. Demographic character-
istics of the pre-test and follow-up samples
were, therefore, compared to determine the
extent of dissimilarity. If sample differences
are found at the time of the follow-up survey,
changes in responses across time can result
from such differences rather than from work-
shop participation. There were no statistically
significant differences between the pre-test
and follow-up samples on any demographic
characteristic.

Cancer Pain and Its Treatment

Workshop participants were more likely both
at post-test (Wilcoxon[61] = 2.895, P < .005)
and followup (Wilcoxon{36] = 3737, P <
.001) to believe that available therapies, includ-
ing opioid analgesics, can relieve cancer pain
effectively. In addition, board members were
less familiar at pre-test about the degree to
which patients under-report pain (x*[8] =
17.461, P < .05). (A significant chi-square re-
sult indicated variability in responses given by
the same individual at pre-test, post-test, and
follow-up. Adjusted standardized residuals
were then used to identify the patterns in the
data that contributed to the statistical signifi-
cance. In all instances of statistical significance,
the largest residual was found at pre-test (i.e,
pre-test was the reference category). As a re-
sult, significant chi-square associations are inter-
preted in terms of different responses being
given at pre-test, as compared to post-test and
follow-up.) It appears that the workshops in-
creased participant awareness of the potential
for patients to under-report pain.

Addiction

At pre-test, medical regulators viewed addic-
tion as a frequent occurrence when opioids are
used for a prolonged period of time (x3[8] =
81.548, P < .001), and defined addiction as phys-
ical dependence (x2[8] = 29.144, P < .001).
Since these beliefs were significantly less preva-
lent after participating in the workshop, the sur-
vey results suggest that the workshop was success-
ful in clarifying the definition of addiction.

Analgesic and Side Effect Properties of Opioids

Medical regulators were less likely to under-
stand the pharmacodynamics of opioid analge-
sics prior to the workshop. Respondents were
less likely to know at pre-test whether pro-
longed opioid use leads to a deterioration of
organ functioning (x*[6] = 29.493, P < .001)
or to a decrease in cognitive function (x%[8] =
26.612, P < .001). Before the workshop, partic-
ipants also were more likely to believe that
there is a ceiling to the analgesic effect of mor-
phine (x*[8] = 51.309, P < .001), and that tol-
erance diminished the analgesic efficacy of
opioids (x2[8] = 42.673, P < .001). In general,
there was u greater likelthood of Inaccurate
knowledge about the effects of opioids prior to
the workshop.

Legality of Prolonged Opioid Prescription

The same four patient scenarios were used
from the national survey of medical board
members. Four response options were pro-
vided: (1) Lawful and generally acceptable
medical practice, (2) Lawful but generally not
acceptable and should be investigated, (3)
Probably a violation of federal or state con-
trolled substances or medical practice laws and
should be investigated, and (4) Don’t know.
Only one response could be chosen for each
patient scenario, Table 3 contains the frequen-
cies of responses within each chronic pain sce-
nario for the pre-test, post-test, and follow-up.

Cancer pain scenarios. Compared to responses
given at both posttest and follow-up, respon-
denis at pre-test were less likely to view the pro-
longed prescribing of opicids for cancer pain
as a lawful and accepted medical practice
(x2[6] = 18.701, P < .005). Likewise, when the
cancer patient also had a history of opioid
abuse, a lower proportion of regulators sur-
veyed at pre-test viewed the prescribing of opi-
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Table 3
Legality and Medical Acceptability of Extended Opioid Prescribing at Pre-test, Post-test and Follow-up

Lavel of Perceived Legality

Lawful but
generally not Violation of federal
Lawful and accepted medical and state laws;
generally accepted practice; should be shonld be
Ass medical practice investigated investigated Don't know
essment

Period 1 2 3 1 2 3 1 2 3 1 2 3
Cancer pain 7% 98% 95% 6% 0% 0% 3% 0% 2% 14% 2% 2%
Cancer pain

w/Hx of

substance

abuse 54% 76% 68% 16% 16% 25% 9% 2% 3% 22% 7% 5%
Chronic

noncancer

pain 38% 5% 60% 33% 22% 30% 10% 0% 5% 19% 3% 5%
Chronic

noncancer

pain w/Hx

of substance

abuse 17% 48% 36% 44% 37% 49% 17% 10% 10% 21% 6% 5%

Note: Assessment Period 1 = pre-test results.
Assessment Period 2 = post-test results.
Assessment Period 3 = follow-up results.
Note: Rows may not add up to 100% due o rounding error,

oids as lawful and generally accepted (x%(6] =
16.732, P < .01).

Noncancer pain scenarios, The  findings  for
both the noncancer pain scenarios were simi-
lar to those obtained for the two cancer pain
scenarios. Prior to workshop participation, re-
spondents were less likely to consider as legal
and acceptable medical practice the long-
term prescribing of opicids to patients with
chronic pain not due to cancer (x2[6] = 25.467,
P < 001), as well as chronic noncancer pain
with a history of substance abuse (x*(6] =
20.577, P < .005).

Discussion

The second survey of state medical board
members (Study 1) revealed that there had
been important, although not profound, im-
provements in knowledge, attitudes, and be-
liefs since 1991. In 1997, board members were
more likely to recognize the efficacy of opioid
analgesics for cancer pain, but that cancer pain
patients are not adequately treated for pain. In
addition, board members in 1997 had greater
confidence in all four scenarios that prescrib-
ing opioids for chronic pain was legal and ac-
cepted medical practice. Although still repre-
senting a small percentage of the total sample,

more board members in 1997 viewed prescrib-
ing of opioids to be lawful and medically ac-
ceptable for the treatment of chronic noncan-
cer pain, as well as for those with chronic pain
and a history of opioid abuse. This difference
between the two samples represents encourag-
ing movement toward recognizing the legiti-
macy of prescribing that, by today’s standards,
would be considered acceptable medical prac-
tice.'

The data also suggest a positive shift in medi-
cal board members’ understanding of what ad-
diction is and what it is not. Fewer participants
in 1997 defined it solely on the basis of the
manifestation of a withdrawal syndrome. This
represents encouraging movement toward the
use of behavioral, rather than physiological,
measures of addiction. Nevertheless, physio-
logical interpretations of addiction remain
common. A much more concerted effort is
needed to bring regulators’ understanding of
the determinants of addiction up-to-date, as
well as be able to determine what constitutes
accepted prescribing practices.

The educational workshops described in this
article had a lasting impact on medical regula-
tors’ understanding of a number of topics. First,
there were significant and durable changes in
respondents’ views about the legality of pre-
scribing for chronic pain for a prolonged pe-

G )
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riod. Fewer regulators at pre-test viewed pre-
scribing opioids for more than several months
as legal and acceptable medical practice in the
four patient scenarios. Second, regulators had
modified their definitions of addiction. Before
the workshop, participants were much more
likely than at post-test or at six-month follow-
up to characterize addiction as physical depen-
dence only. Following the workshop, they were
more likely to recognize that addiction is a be-
havioral syndrome characterized by compul-
sive craving of a drug for its psychological ef-
fects and continued use despite harm. Third,
regulators were more likely after the workshop
to estimate the low incidence of addiction cor-
rectly when opioid analgesics are used to treat
chronic pain in patients who do not have prior
substance abuse histories. Finally, the work-
shop increased these board members’ under-
standing that the low potential for substantial
physiological or cognitive impairments should
not contraindicate the long-term use of opioids.

These studies show that there has been a rel-
atively small but positive change in state medi-
cal board members’ knowledge and attitudes
about the use of opioid analgesics to treat both
cancer and noncancer pain. These changes are
taking place at the same time that pain relief is
becoming more visible and that boards are is-
suing new pain management policies, some of
which recognize that prescribing opioids for
chronic noncancer ;pain is considered legiti-
mate medical practice and that physicians
should not fear regulatory discipline for such
prescriptions. Although statistically significant
changes in knowledge and attitudes were ob-
served over time and as a result of involvement
in an educational workshop, most medical
board members continued to view prolonged
prescribing of opioid analgesics for chronic
noncancer pain as inappropriate medical prac-
tice and something to be discouraged or even
investigated. In addition, there continues to be
confusion about the characteristics of addic-
tion and about the approximate incidence of
iatrogenic addiction. If there is confusion
among regulators about addiction, then there
is the potential to investigate physicians for
prescribing practices that may conform to
present standards.

Improving pain management in the U.S. will
depend, in part, on a three-part program that
includes: (1) more intensive educational pro-

grams for state medical board members and
staff, (2) accelerated policy development by
state medical boards to encourage pain man-
agement and address concerns about regula-
tory scrutiny, and (3) increased communica-
tion between clinicians and their regulators.

1. Education. State medical boards should
sponsor educational efforts for their mem-
bers, staff, investigators, and attorneys to
update their knowledge and views about
pain management and regulatory policy.
An excellent example is provided by the
medical boards in Alabama and North
Carolina; they held educational work-
shops to inform their members and
staff.® After the workshops, these boards
adopted guidelines to recognize the use
of controlled substances for the treat
ment of chronic pain.!?%

2. Policy. State medical boards should adopt
or amend their existing guidelines ac-
cording to the national standard estab-
lished by the FSMB’s “Model Guidelines
for the Use of Controlled Substances for
the Treatment of Pain.”'® (It is recog-
nized that many state medical boards have
already adopted guidelines; however, some
of these policies fail to encourage pain
management or address directly licens-
ees’ concerns about regulatory scrutiny.)
The Model Guidelines offer significant
advantages over current state medical
board policies.'”!® The Model Guide-
lines address physician concern about in-
vestigation or discipline directly, so that:

Physicians should not fear disciplinary ac-
tion from the Board or other state regulatory
or enforcement agency for prescribing, dis-
pensing, or administering controlled sub-
stances, including opioid analgesics, for a le-
‘gitimate medical purpose and in the usual
course of professional practice, (p. 2)1

Indeed, the Model Guidelines are an unprece-
dented consensus among groups that repre-
sent pain management, regulatory, and drug
law enforcement about the medical use of con-
trolled substances for the treatment of pain.!?

3. Communication. Once a state medical
board has updated its views about pain
management and has adopted or adapted
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the Model Guidelines, they should dis-
seminate and publicize the policy widely
and repeatedly to encourage positive
practice change and reduce concerns
about regulatory scrutiny.!*!72! (It is rec-
ognized that state policies may differ and
that boards may adapt and improve on
the Model Guidelines.) Despite initial dis-
semination efforts by medical boards,
practitioners may be unaware of the
board’s policy.”’* The North Carolina
Medical Board (NCMB) provides an ex-
ample of what state boards can do: In ad-
dition to systematic dissemination of its
guidelines, the NCMB sponsored educa-
tional programs and media events for
health-care professionals and for the pub-
lic, %

We should not be surprised that knowledge
and attitudes are slow to change. However,
these studies show that change is indeed occur-
ring. We can accelerate the rate of change with
more concentrated efforts. Increasingly, state
medical boards and their members and staff
are coming to recognize that pain control is a

significant health-care problem, and that they
have an Important role to play in eliminating

fears of regulatory scrutiny. Making this a real-
ity will require additional efforts and further
cooperation between medical boards and the
pain management community.
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espite major medical and scientific advances, the un-

dertreatment of pain remains a major public health
problem in this country. The documentation of the inad-
equacy of cancer pain management began with the pioneer-
ing work of Charles Cleeland and his colleagues® in the
early 1980s and persists to this day. 2% It should therefore
come as no surprise that respondents to a survey Commis-
sioned by Modern Maturity magazine in 2000 said that they
feared dying in pain more than they feared death itself.” The
reasons for undertreatment also have been well docu-
mented, and they include inadequate knowledge and inap-
propriate attitudes of healthcare professionals, patient and
family fears and misconceptions, barriers in the drug regu-
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Success of the State
Pain Initiatives

Moving Pain Management Forward

latory system, problems within the system of the delivery of
care, as well as inadequate reimbursement for drugs and
other therapies.®'® Over the past 15 years, State Cancer
Pain Initiatives (CPIs) have been working to confront these
barriers. CPls are volunteer grassroots interdisciplinaty pro-
grams involving physicians, nurses, pharmacists, social
workers, psychologists, educators, regulators, clergy, and
others. These CPIs disseminate accurate pain manage-
ment information, educate healthcare professionals, raise
public and patient awareness of the cancer pain problem
and of the benefits of effective pain control, promote clini-
cal and institutional change, and advocate for the removal
of regulatory and legislative barriers to effective pain
management.’!-12

The first state CPI was otganized in Wisconsin in 1986
as a project of the World Health Organization.'* Thé pro-
grams and philosophies of the Wisconsin Cancer Pain Ini-
tiative (WCPD stimulated interest by individuals in other
states who were similarly concerned about the inadequacy
of cancer pain management. The action plan of the WCPI
was based on the following:

e The focus should be on cancer pain at all stages of
the disease and not limited to pain in the terminally
il

¢ The problem of undertreatment is not due to a lack
of effective analgesics and other therapies; the prob-
lem is that they are not being used appropriately.

o Pain management educational efforts have not
changed practice.

® Any program to improve pain management must ad-
dress the need to change the attitudes and behaviors
of healthcare professionals. -
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Until the 1990s, there were no organized national ef
forts to improve cancer pain management, and CPIs filled
that void. Other important reasons for the formation of
state-based programs relate to the enormous size and geo-
graphic and demographic diversity of this nation, and to the
fact that regulatory policies and programs are developed
and healthcare professionals are trained and licensed at the
state level. CPIs can design programs to take advantage of
their state’s unique strengths and challenges. For example,
there are significant differences in the state laws and regu-
lations that govern the prescribing and dispensing of con-
trolled substances. Therefore, in some states, the laws and
regulations will be strengths, while in others, regulatory
bartriers need to be confronted.

National meetings for state CPIs have been held annu-
ally since 1989. These meetings provide the opportunity to
network, to share expertise and resources, and to build
valuable collaborative relationships. Perhaps the only na-
tional forums of their kind, these meetings focus specifi-
cally on the organizational, educational, ethical, cultural,
and policy challenges surrounding the treatment of cancer
pain.

In 1996, the leaders of the 44 established CPIs sup-
ported the creation of the American Alliance of Cancer Pain
Initiatives (AACPI) to provide the state organizations with
the following: 1) a communications network; 2) resources
and consultation for organizational development; 3) pro-
grams and resources to improve pain management; and 4)
a national identity.}” The quarterly newsletter of the AACPI
keeps members informed of important clinical issues re-
lated to pain management and provides a forum for CPIs to
share resources. The AACPI maintains a list serve and a web
site (www.aacpi.org) that allows CPI members to casily
access information on conferences, events, and pain man-
agement resources and provides links to state CPI web sites.

State CPIs clearly recognize that to have maximal im-
pact and sustain the movement, they and the AACPI need to
form strong partnerships with other organizations that
share common goals. While the state CPI movement was
evolving in the last decade, other organizations made pain
managemenit a priority in their programs, greatly facilitating
the work of the CPIs. In 1991, the Oncology Nursing Soci-
ety published a position paper that guides the education of
nurses and presents a core curriculum on pain.16 Many
members of the Oncology Nursing Society pain special in-
terest group are leaders of their state CPIs. An ad hoc com-
mittee of the American Society of Clinical Oncology pub-
lished a curricular guideline for cancer pain management in
1992.17 Collaborations with the American Pain Society, the
University of Wisconsin Pain & Policy Studies Group, the
Cancer Information Service, the American Cancer Society
(ACS), Community-State Partnerships to Improve End-of-
Life Care. Last Acts, the Association of Oncology Social
Workers, the American Society of Pain Management Nurses,
the American Pain Foundation, state hospice organizations,
and the Intercultural Cancer Council have been important
to the CPI movement. Clinical practice guidelines devel-
oped by a number of professional organizations are of par-
ticular importance to the professional education activities
of CPIs, because they bring the authority of national experts
to the message of CPIs. The release of the Cancer Pain

Guideline from the Agency for Health Care Policy and Re-
search (now the Agency for Healthcare Research and Qual-
ity) in 1994'® was of particular importance because it pro-
vided national validation of the programs of CPls.
Furthermore, the active involvernent of the CPIs in the dis-
tribution and media coverage of these guidelines was a
great stimulus to individual states and to the movement as
a whole.

The multiple programs of the Robert Wood Johnson
Foundation to improve end-oflife care also have been of
great assistance to the CPI movement.'® Their emphasis on
the importance of effective pain management at the end of
life and on broad media coverage of the issue has had a
great impact on CPl efforts to improve pain management
along the continuum of the disease.

Collaboration with the American
Cancer Society

The American Cancer Society (ACS) has a long history
of collaborative efforts with state CPIs. Indeed, some CPls
are organized within divisions of the ACS and partner with
the ACS on projects. The ACS volunteers and leadership
staff have long been eager to address the problems of can-
cer pain and some have played important roles; yet the
institutional emphasis of the ACS has been directed at re-
ducing the incidence of and mortality from cancer as well
as at providing patient support in areas other than pain
management. Fortunately, the ACS now has broadened its
goals to include quality of life, with pain management being
a key component. The AACPI and the ACS quickly acknowl-
edged the commonality in their goals and objectives, and
the multiple opportunities and models for colfaboration. In
February 2001, through the generous support of the Robert
Wood Johnson Foundation, the AACFPI convened a meeting
with the ACS and CPI representatives to discuss current
exemplary models of ACS-AACP] collaboration and to set
the stage for future mutually beneficial collaborations be-
tween the two organizations. At that meeting, representa-
tives recognized the special synergy between the ACS and
the AACPI, and affirmed their commitment 1o working to-
gether to maximize the unique strengths of each organiza-
tion. Within 3 months of that meeting, the ACS developed
a resource book for their divisions, a component of which
is the Division Guide to Collaboration with State Cancer
Patn Initiatives.”® This comprehensive document ptovides
background information on the magnitude and impact of
unrelieved pain in persons with cancer. It also makes spe-
cific recommendations on how ACS divisions can collabo-
rate with state CPIs to improve the treatment of cancer
pain.

Current Status of the Cancer’
Pain Initiatives

There are now 46 CPls in 44 states, with two in both
California and Texas. Ten CPIs have expanded the scope of
their efforts to include all pain. More than half of CPI par-
ticipants are nurses. about 13% are pharmacists, 12% are
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physicians, and a smaller percentage are social workers,
psychologists, healthcare administrators, and others. Some
CPIs have a small number of highly dedicated volunteers
who serve as state contacts, while others are well-
established organizations and networks that function as
driving forces for pain management improvement efforts in
their. states. The term “small, but mighty” often has been
used to describe CPIs, because they are rich in expertise
and commitment but typically work with limited resources.
Many state CPI leaders report that the most valuable asset of
their CPI is its “network” of passionate experts. Many CPls
have formal affiliations with the ACS, state hospice orga-
nizations, and Community-State Partnerships to Improve
End-ofLife Care; and some are affiliated with academic in-
stitutions, hospitals, and other state-based healthcare orga-
nizations. These organizations provide the CPIs with a num-
ber of resources, including office space, phone lines, email,
administrative support, program staff, fax lines, and finan-
cial support.

CPIs have, in many different ways, contributed signifi-
cantly to the improvement of pain management in this
country. It is not possible to describe all the accomplish-
ments that each CPI has made. Instead, this article
chronicles a few of the many successes of the CPI move-
ment and the critical importance of collaboration with
those who share the common goal of promoting pain relief
nationwide.

Professional Equcation

In 1989, the WCPI developed the Cancer Pain Role
Model Program,?! and over the next 10 years conducted 31
role model conferences in 24 states that trained teams of
healthcare professionals. These programs often provided
the stimutus for the formation of a state CPI. Professional
education continues to be one of the top three priorities for
state CPIs and is the centerpiece of many of the efforts of
CPIs. CPIs produce and distribute a variety of educational
materials that are designed to improve healthcare profes-
sionals’ knowledge of pain management, including hand-
books, dosage conversion cards, tabletop displays, and slide
kits for educational conferences, CPIs frequently sponsor
state or regional conferences, workshops, and seminars on
pain management issues for healthcare professionals.

The Arizona Cancer Pain Initiative has trained more
than 500 healthcare professionals in cancer pain man-
agement since its establishment in 1993, Recently, this
CFI held a “Train the Trainers” workshop, which was mod-
eled after the AACPI Institutional Change Projects and the
City of Hope Pain Resource Nurse training® to improve
clinical competence in pain management practices. Pain
team leaders were recruited from healthcare facilities
throughout the state to lead pain management efforts in
their respective organizations.

The bimonthly newsletter of the Alaska Pain Network,
“Pain News,” provides healthcare professionals with di-
verse insights into pain management issues from a broad
range of perspectives. Pharmacists, nurse practitioners,
long-term care facility workers, hospital personnel, military
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hospital personnel, and representatives from native clinics
all have contributed to the newsletter, More than 600 Alas-
kan healthcare professionals received “Pain News” within
the last 3 years, and hundreds more receive electronic ver-
sions of the informational newsletter.

The Southern California Cancer Pain Initiative (SCCPD)
has been a leader in establishing a viable and effective or-
ganization, and it has become a role model for other CPIs.
Since its establishment in 1993, the SCCPI has sponsored a
multitude of educational programs, including an annual
conference on cancer pain management, palliative care, or
both, and an American Medical Association Education for
Physicians on End-of-Life Care (EPEC) program. It also hosts
an annual event to recognize pain champions throughout
southern California. The SCCPI has revised its pocket card
devoted to “Principles of Cancer Pain Management” and is
distributing it to healthcare professionals throughout south-
ern California. Future efforts include the convening of rep-
resentatives of all California medical schools to explore ex-
panded curricula devoted to cancer pain management,
increasing medical involvement in SCCPI courses, develop-
ing a formal laison with each medical school, and the
strengthening of the relationship of the CPI with the Cali-
fornia Medical Association and county medical societies.

The New Jersey Pain Initiative, a project of the ACS,
administers a “Best Practices in Pain Management Program”
to improve pain management in healthcare facilities across
New Jersey. From November 1999 through December
2000, 23 seminars for 1500 healthcare professionals at 31
partnering organizations were completed. Future endeav-
ors include collaborations with long-term care facilities,
physicians, and community pharmacists. A statewide con-
ference was organized for participating organizations with
the opportunity for continuing education and the sharing of
resources.

Practice and Instiutional Change

Initiative leaders recognize that professional education
alone does not change practice, Therefore, many CPIs are
involved in programs to effect positive changes in pain
management practices, policies, and procedures within
healthcare organizations, With the support of the Robert
Wood Johnson Foundation, the AACPI provided grants to
six CPIs (Connecticut, Delaware, Michigan, North Carolina,
New Mexico, and Virginia) to implement “Institutional
Change Projects.” These projects are designed to help small
healthcare organizations (eg, long-term care facilities, home
health agencies, small community-based hospitals, or a
combination) to improve pain mapagement practices. They
also are designed to strengthen or revitalize CPIs. The pro-
grams educate teams from committed organizations on pain
assessment and management, seffassessment of the organi-
zation, implementation of an individual organizational
change plan, and evaluation of selected patient outcomes. It
is estimated that each day more than 20,000 patients are
cared for by the healthcare organizations that participated
in these programs.
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Patient and Public Education

Educating patients and the public about the impor-
tance of controlling pain effectively is 2 major focus of the
AACPI and CPIs. In early 2001, the AACPI coordinated a
national multimedia campaign surrounding the implemen-
tation of new pain standards from the Joint Commission on
Accreditation of Health Care Organizations.”>?* The cam-
paign resulted in prominent coverage on the importance of
pain management by most of the national news organiza-
tions and in approximately 500 daily newspapers nation-
wide. A local television news component of the campaign
placed 250 news stories about pain management in more
than100 television markets nationwide. It is estimated that
more than 10 million viewers watched these news stories.
In addition, CPIs have actively participated in national medi-
cal outreach campaigns, such as the Fall 2000 FBS series
“On Our Own Terms: Moyers on Dying in America.”*

Cancer Pain Relief-Utah engaged in a successful public
awareness campaign to inform Utah citizens that can-
cer pain can be relieved. Part of the campaign included
a radio public service announcement that imparted to
listeners the following three important messages: 1)
pain can be relieved; 2) telling your caregivers about your
pain is important; and 3) addiction is not something to fear
when using pain medications appropriately for cancer pain.
The 60-second public service announcements were aired
nearly 4000 times on 35 radio stations throughout Utah,
including rural areas that were in desperate need of pain
management informaton. Through the Utah Broadcasters
Association, Cancer Pain Relief-Utah was able to obtain
more than $275,000 worth of air titne for an investment of
only $8000.

Through a collaborative effort with Cancer Care Con-
nection, the Delaware Cancer Pain Initiative has helped
establish a telephone hotline enabling the public to obtain
helpful information on controlling pain. The Delaware Can-
cer Pain Initiative is promoting the hotline as a primary
public information number for pain management information.

Several CPIs have participated in the production of pa-
tient education videos, brochures, and other resources as a
way to dispel fears and misconceptions about pain contral
that are commonly held by patients and their families.
The North Carolina Pain Initiative, together with state
health agencies and the ACS, produced a video (“Living
Without Cancer Pain: A North Carolina Success Story”) to
help the public better understand the treatment of cancer
pain. To address the bringing of important health informa-
tion to rural areas, the Virginia Cancer Pain Initiative pro-
duced a video entitled, “Managing Cancer Pain: A Rural
Perspective.”

Regulatory and Legislative Advocacy

There is increasing interest at the federal and state lev-
els in placing additional restrictions on the prescribing and
dispensing of controlled substances. It is the position of
CPIs that no additional regulations should be promulgated

unless there is clear evidence of the need for such pro-
grams, of their benefit in reducing prescription drug abuse
and diversion, and of their impact on patient access to
pain-relieving drugs. The financial costs associated with
setting up and maintaining the administrative structure to
support additional regulations is also of concern. It is
particularly noteworthy that the National Association of
State Controlled Substances Authorities?® formally endorsed
the CPI movement, recognizing that the underlying prin-
ciple of regulation is to ensure that patients receive the care
that they nced. Regulatory barriers to pain management
now have been systematically identified in every state. A
profile for every state is available on the web site of the
Pain & Policy Studies Group (www.medsch.wisc.edu/
painpolicy).

Progress has been made to remove regulatory barriers
in some states, and also to adopt positive pain-related poli-
cies as reported in the 2000 Annual Review of State Pain
Policies.?” Fight states have adopted the model guidelines
from the Federation of State Medical Boards.”® Ten addi-
tional states have adopted it in part. The Initiative recom-
mends that all state medical boards consider adopting or
adapting the model guideline of the Federation of State
Medical Boards in cooperation with pharmacy and nursing
boards. They then should educate their licensees to clarify
that pain management is encouraged, that it is a part of
good professional practice, and that there is nothing to fear
if opioids are prescribed, dispensed, or administered in ac-
cordance with evidence-based guidelines.

To promote balanced state regulations and policies re-
lating to pain mapagement, the SCCPI sponsored a state-
wide conference that brought together members from regu-
latory boards and law enforcement. This type of conference
provides a forum for healthcare professionals, patients, and
others to share their concerns regarding pain management.

The Maine Cancer Pain Initiative, a committee of the
Maine Hospice Council, frequently advocates for health
policy initiatives that are consistent with its mission of im-
proving pain management. The most recent legislative ef
forts of the Maine Cancer Pain Initiative/Maine Hospice
Council involved defeating a referendum for physician-
assisted suicide and passing legislation to itnprove end-of
life care.

Building on the momentum of a pain summit spon-
sored by the Commonwealth of Virginia in 1996, the Vir-
ginia Cancer Pain Initiative successfully advocated for three
legislative proposals to improve state law pertaining to
healthcare access. The legislation, which is now law, does
the following: 1) provides access to hospice services
through health maintenance organizations and insurance
companies; 2) requires reimbursement by private insurers
for cancer pain medications and access to pain specialists
and oncologists without a referral when pain is the primary
problem; and 3) establishes a state-sponsored palliative care
study. The Virginia Cancer Pain Initiative also partnered
with the Virginia Department of Health and 40 other agen-
cies to develop and promote a 5-year Cancer Control Plan
for the Commonwealth of Virginia. This partnership has
ensured that pain management is incorporated into the
foundation of this statewide plan.
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Conclusion

The greatest strengths of the CPIs are the following: 1)
the presence of committed leadership with expertise and
passion for the mission; 2) their ability to collaborate and
network with others who share common goals; and 3) the
interdisciplinary nature of their programs. These strengths
must be enhanced as the state CPIs enter the next phase of
their work. Inspired by the end-oflife care movement and
the new pain standards from the Joint Commission on Ac-
creditation of Health Care Organizations, many CPIs have
expanded their public and professional education pro-
grams, increased public and patient awareness of the im-
portance of pain management, and had a positive impact in
the legislative and regulatory arenas. Yet, challenges re-
main. The recent media attention on the unfortunate abuse
of Oxycontin (Purdue Pharma LP, Stamford, CT) is reinforc-
ing myths and misconceptions about opioids that CPIs have
worked hard to eliminate.

There appears to be no reduction in the need for these
state-based organizations. While CPIs have historically fo-
cused on cancer pain, there is increasing recognition of the
need to expand the movement to embrace all kinds of pain.
The current crisis in healthcare delivery is likely to enhaace
the need for independent, forceful advocacy groups to pro-
mote adequate pain relief for all persons.
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Abstract

Physicians’ concerns about regulatory scrutiny and the possibility of unwarranted investigation
by regulalory agencies negatively affect their preseribing of opioid analgesies (o treal pain.
Indeed, some state medical boards have rejected preseribing practices that ave considered
acceplable by today's standards. This article deseribes a ten-year program of vesearch, education,
and policy development implemenied by the Pain & Policy Studies Gyoup aimed at updating
and clarifying state medical board policies on the use of opioid analgesics to treat pain,
including cancer and chionic noncancer pain. Following surveys of medical board members
and educational workshops, state medical hoard policies began an initial period of change,
drawing on guidelines from olher states, particularly in California. The next phase of policy
development was marked by the introduction of Model Guidelines by the Federation of State
Medical Boards of the U.S. The Model Guidelines address professioned standards for the
appropriate prescribing of opivid analgesics for pain management, as well as physicians’ fears
of regulatory scrutiny. Although most state medical boards have adopted regulations,
guidelines, or policy statements relating to controlled substances and pain management, lo date
ten boards have adopled the Model Guidelines, while ten more have adopted the Model
Guidelines in part. Further actions ase veconvmended so that state medical boards can address
inadequale pain management and physician concerns about regulatory scrutiny. |} Pain
Symptom Munage 2002:23:138-147. © [.S Cancer Pain Relief Committee, 2002.
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Introduction

There are many safe and cffective trcatments
for pain, both pharmacologic and non-phar-
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macologic. Clinical practice guidelines, as well
as other authoritative sources, emphasize that
opioid analgesics are essential for the weat-
ment of moderate to severe pain, especially acute
paint? and cancer pain.®! In addition, there is
a growing consensus that opioids can be appro-
priate for certain patients with chronic non-
cancer pain if there is proper evalnation and
monitoring of pain relief and functonal our
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comes.>” Despite the availability of such treat-
ments, inadequate management of pain has
been found in patients with a varicty of diag-
noses and conditions™'* and in a variety of
health-care settings.!3-1

It is well-documented that many factors, or
barricrs contribute fo inadequate treatment of
pain; among these arc physicians’ fears of be-
ing investigated for prescribing opioids. 22
Swudies have demonstrated that physicians un-
derprescribe opioid analgesics out of lear of
state board disciplinary action, cven though
prescribing opioids for pain management is le-
gitimate if done in the course of professional
practice. Apprehension on the part of physi-
cians seems warranted by evidence from a 1991
survey indicating that some members of state
medical boards, the organizations that license
and discipline physicians, appear to have atti-
tucles and beliefs that conflict with the use of
opioids for treatment of pain.*® These attitudes
may be reflected in the policies issued by a
state medical hoard, as well as in a board’s ¢n-
forcement procedures. Indeed, some board
policies have contained statements and recom-
mendations that discourage the usce of opioid
analgesics for pain management.

There is a need for state medical boards to
adopt policics that encourage adequate pain
management and dispel physicians' fears of be-
ing disciplined, in keeping with accepted med-
ical practice. Adoption and dissemination of
such policies can play an important role in
modifying physicians’ knowledge, beliefs, and
practices concerning the reatment of pain
with opioid analgesics. It is important to note
that national organizations such as the Ameri-
can Medical Association® and the Federation
of State Medical Boards in the United States
(FSMRB)*" have advocated a non-legislative ap-
proach to promoting the use of controlled sub-
stanices for pain management. which is the fo-
cus of this paper. In addition, some state
statutes may hinder appropriate pain manage-
ment by containing additional restrictions or
requirements on prescribing opioid analge-
sics 2 superceding the authority of state
medical boards to regulate medical practice.?’

Over the last decadce. a program of research.
education and policy evaluation was under-
taken by the Pain Policy Studies Group (PPSG)
with state medical boards and national pain as-
sociations to address physicians concerns abowur

regulatory scrutiny. The program was devel-
oped in several stages, beginning with a na-
tional survey of state medical board members
and followed by educational workshops for
board members, evaluation of medical board
policies, and techmical assistance to devclop
madel state medicalregulatory guidclines for the
use of controlled substances in pain manage-
ment. Taken together, these efforts demanstrate
that regulatory agencies are making cfforts to
recognize the importance of pain manage-
ment with opioids, for cancer and non-cancer
conditions.

Physician Concern About
Regulatory Scrutiny

A 1990 survey of oncologists studied the rea-
sons for inadequate cancer pain management
and found that 18% rated excessive regulation
of analgesics as one of the top four barrjers.®
Indecd, oncologists in several states had been
investigated and prosecuted for prescribing opi-
oids to cancer patients (who were by thien de-
ceased). Eventually the charges were dismissed,
but these events reached the news media, in-
cluding being described in a cancer journal.”

A 1991 survey of Wisconsin physicians found
that more than half would at least occasionally
reduce dosc. quantitv or refills, or prescribe a
drug in a lower schedule duc to lear of regula-
tory scrutiny.* These physicians’ concerns ahout
investigation were least when opioids were pre-
scribed for acute pain, but increased if pre-
scribing was for chronic cancer pain; concern
was greatest if prescribing was for chronic pain
not related to cancer, or for patients with a his-
tory of drug abuse.

In that same year, 40% of surveyed physician-
members of the American Pain Socicty (APS)
said that concerns about regulatory scrutiny,
rather than medical reasons, led them to avoid
prescribing opivids for chronic non-cancer
pain patients.™ In a natonal survey of physi-
cians. some respondents reported that regula-
tory pressure restricted their use of opioids for
patients with chronic non-cancer pain® In-
deed. the use of opioid analgesics for chronic
non-cancer pain has heen controversial®¥-
and actively discouraged by some in both the
pain and regulatory communities. More recently,
clinicians, researchers, and regulators have be-
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gun to reexamine the use of opioids for
chronic non-cancer pain, including treatment
efficacy, potential of adverse pharmacologic ef-
fects, and abuse and addiction liability, con-
cluding that there is a role for opioids in care-
fullv=sclected patient populations, 7307

Research and Education with State
Medical Boards

In response to these findings, in 1991 the
PPSG surveyed all the members of state medi-
cal boards to assess whether board members’
knowledge and attitudes could pose a threat to
physicians who prescribe opioids for manage-
ment of chronic cancer and non-cancer pain.?
With the cooperation of the FSMB, a conliden-
tial pre-tested questionnaire was mailed to all
627 statc medical board members in the U.S. A
50% response rate was achieved. Respondents
represented 49 states. with a mean of six re-
spondents per state. Physicians, public mem-
bers, and other health-care practitioners were
surveyed; 79% of the respondents were physi-
cians and 15% were public members.

To directly address the validiry of physicians’
lears of regulatory scrutiny, board membhers
were asked their opinions about the legality
and medical acceptability of prescribing opi-
aids for more than several months to patients
with different diagnoses, including a patient
with chronic cancer pain and a patient with
chroenic non-cancer pain. The respondent could
indicate whether the prescribing practice was:
(1) lawful and generally acceptable medical
practice, (2) lawful but generally not accept-
able aud should be discouraged, (3) probably
a violation of state medical laws or regulations
and should be investigated, (4) probably a vio-
lation of federal or state conwrolled substances
laws and should be investigated, or (5) that the
respondent did not know the legality of ex-
tended opioid prescribing. It is important Lo
note that, while federal drug enforcement pol-
icy recognizes that the use of opioids for pain
including for patients with chronic disorders is
lawful, it remains the province of the states to
determine what constitutes legitimate medical
practice.?13%:39

While most respondents agreed that the pre-
scribing of opivids for the cancer paticnt was lc-
gal and generally acceptable medical practice,
only 12% were conlident in the legality of pre-

scribing for the patient with chronic non-cancer
pain; the majority of respondents (77%) would
discourage this practice or even investigate it as
a violation of law. It is of interest that the me-
dian year in which the physician-board mem-
bers reccived their medical training was 1961,
before pain treatment became a clinical science,
before pain relief had become a public health
priority, and well before the growing recogni-
tion that opioids could be used for patients with
chronic non-cancer pain. There were also defi-
ciencies in board members’ knowledge about
the extent to which cancer pain can be relieved,
appropriate pharmacologic treatments for mod-
erate to severe cancer pain, and the mecaning
and incidence of addiction when opioids are
used to manage pain, Public members were
morc likely to indicate that they did not know
the answers to survey items.

The survey results showed a clear need to up-
datc medical board members’ knowledge about
pain management and public policy. The find-
ings were published in the FSMB journal, the
Lederation Bulletin in order to further a work-
ing relationship aimed at education, policy eval-
uation, and future research with the medical
boards. The PPSG initiated a series of seminars
for board members, believing that they would
want to know about recent developments in
pain management, and that they would respond
to other physicians’ concerns about heing inves-
tigated for prescribing to treat chronic pain.

The PPSG and the FSMB cosponsored a se-
ries of 11 workshops on “Pain Management in
a Regulated Environment” between 1994 and
1998. The faculty for all workshops was consis-
tent, and included experts in pharmacology,
pain medicine, addiction medicine, and public
policy. Workshop content included the extent
of the pain problem, the reasons for inade-
quate management of pain including exagger-
ated fear of addiction and concerns about reg-
ulatory scrutiny, methods for the assessment
and weatment of pain, a review of recent ad-
vances in the understanding of pain physiology
and opioid pharmacology, and the status of
federal and state controlled substances and
professional practice law, regulations. and med-
ical board guidelines about the use of con-
trolled substances for pain management.®

A total of 297 representatives of state medi-
cal boards signed up to participate in any one
of the 11 one-day workshops; the patticipants
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represented 40 states and approximately 25%
of the total board member population.® Par-
ticipants in the workshops included hoth physi-
cian and public members, as well as some in-
vestigators, attornevs, and administrative staff.
All participants completed a pre-test, post-est,
and follow-up survev to evaluate changes in
knowledge and attitndes as a result of their in-
volvement in the workshops.

Evaluation of State Medical
Board Policy

In the next phase of the program, the qual-
ity of state medical board policies was evalu-
ated to hetter understand the potential tor
these policies to pose a threut ro physicians
who prescribe controlled substances for pain
management, Medical board policies and guide-
les express the atritude of the hoard regard-
ing controlled substances and pain manage-
ment. By 1990, few medical boards had adopted
policies relevant to controlled substances and
the reatment of pain; most of these early poli-
cies were eventually superceded by new poli-
cies® By 2000, more than half of the state
medical boards had adopted pain guidelines
(sce Fig. 1). The fidl text for the medical board
policy in each state can be tound au hup://
www.nedsch.wisc.edu/painpolicy/mawrix.htn.

A rcam analysis approachi! with three re-
searchers was 1sed to evaluate guidelines and
poelicy statements that had been adopted in 24
states between 1989 and 1997, the most recent
vear tor which policies were available when this
study was begun (sec Table 1). Each policy was
rated according to several critema, including

Nunwer of policies

j—— — - e ——

Fig. 1. The cumulative trend in the number of pain
management or controled substances policies adopted
by state medical boards in the United States from
1989 1o 2000,

AGCUNCATAL0T, TAWEST Than on (e @iy and eironicity of presenbuig. (p. 2y 7
® “All physicians should become knowledgeable ahout cffective methods of pain treatment. . . Physicians are referred to the U.S.

whether the guidelines: (1) contained a stated
purpose to address concerns ahout regulatory
scrutiny, encourage pain management, and en-
courage physiciuns 1o become knowledgeable
about pain management; (2) recognized the
nedical use of opioids for pain. including chronic
non~cancer pain; and (3) recognized rthatr cer-
tain restrictions or requirements could iuterterce
with prescribing opioids for pain management.

The raters’ evaluations of the items found in
each policy were compared to determine the
extent of discrepancy, ie., when raters had dif-
ferent responses. There was an initial agree-
ment of 86% among raters, suggesting high
“reproducibitig” (p. 17)."% For eaclh discrep-
ancy, the reasons were determined and a con-
sensus was achieved and recorded. Percentages
were caleulated ro represent the extent that
each item was present in each policy.

Stated Purvpose of the Policy

Fifty-Tour percent of the 24 policies (13 states)
recognized physicians’ concerns about regula-
tory scrudny but only 33% (8 staws) actually ad-
dressed the concerns by providing guidelines or
principles the board uses to distinguish legiti-
mate from questionable prescribing practices.
Thirtyeight percent of the guidelines (9 states)
included statements that encouraged pain man-
agement; 46% (11 states) provided physicians
with sources of informnation about pain manage-
ment, such as the Agency for Health Care Policy
and Research clinical practice guidelines or rhe
consensus statement by the APS and the Ameri-
can Academy of Pain Mcdicine (AAPM).

Recognition of Medical Uses for Opioids
Thirtyeight percent of the guidelines (9 states)
recognized the appropriateness of using opioids
for cancer pain; 46% (11 states) recognized that
opioids may be used for chronic non-cancer

Tuble 1
Twenty-Four States Represented in Content
Evaluation of Medical Board Policies

Alaskit Mussachusetis

Rbuode Tsland
Arizona Minnesoia Tennessee
Calitornia Montana [exas
Colorado New Mexico Ultah
Florida Norvth Carofina Vermont
Georgia Ohia Washington
tdaho Oklahoma West Virginia
Maryvland Oregon Wyoming

Agency tor Health Care | Policv] and Resewrch Cliniea) Practice Guidelines tor o sound approach to the manugemnent of ucute

andd cancerrelated pain. The medical management of pain should be based on current knowledge and res,
the use of both pharmacologie und non-pharmacologic modalites.” (p. 1)

arch and indludes

Source: Federarion of Staie Medieal Boards of the United States, b, Model Guadelines for the Use of Controlled Sulistascces fur the Dreatmend of Pame Tu-
Tess, TX, May 1908,
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pain, For example, 2 medical board policy state-
ment from North Carolina stated that:

the costs of treatment, and marginalize opioids
as a reaunent of last resort,
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Nine guidelines (47%) appeaved to man-
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Guidelines are available on the FSMB Web site
at hup:/ /www.ismb.org, The Model Guide-
lincs, endorsements of the Model Guidelines,
as well as all state medical board policies and
state luws governing the wse of controlled sub-
stances for pain management, are available on
the PPSG Web site at Litgp:/ /www.medsch.wisc,
edu/painpolicy/matrix.hrm.

Discussion

That phvsicians fear they will be investigated
for writing excessive opioid prescriptions has been
described as an “unwrirten doctrine” (p. 257).5
Although opioid analgesics have been regarded
as the mainstay of treatment for pain related 1o
surgery and trauma for many vears, national en-
couragement of their use for cancer pain did
not oceur until more recently.'* There is a
growing consensus supporting the use of opioids
it chrouic non-cancer pain.®¥ Thesce changes,
along with the advent of new information about
pain physiology, opioid pharmacology, and re-
vised conceprions of addiction and dependence,
represent new knowledge that nceds (o be in-
corpurated into medical education and prac-
tice.%” It is essential that state medical policies
adapt 1o these changes.

The Model Guidclines provide a carefully
considered policy framework that can be used
by state medical boards 1o accomplish this
goal. However, muny state medical boards have
ver o adopt the new guidelines, as recomn-
mended by the FSMB.?7 Since May of 1998, ten
state medical boards have adopted policies that
are substanrially the same as the Model Guide-
lines: Alabama, Florida, Kansas, Minnesota,
Nebraska, Nevada, Pennsylvania, South Caro-
lina, Sowh Dakota, and Uwah. In additon, an-
other ten state medical boards have issued pol-
icies thar use the Model Guidelines in part:
Arizona, Kentucky, Louisiana, Maine. Missouri.
New Hampshire, New York, Oklahonia, Ten-
noessee, and West Virginia. Most of the medical
boards from thesc states had at least one mem-
ber participate in rhe workshops on “Pain Man-
agement in a Regulated Environment.” Appar-
enily, the workshops provided not only a
rationale but an impetus tor medical boards to
develop policy o encourage puin management
and to allay physicians’ fears about regularory
scrutiny. ldentifying all the catalysts for policy

development by state medical boards will re-
quire further study.

Conclusions and Recommendations
Successful climination of physician fear of
regulatory scerutiny will depend in part on
achieving more balanced controlled substances
policies in each state (ie.. policies that aim not
only to prevent drug abuse but also acknowl-
edge the important medical uses of controlled
substances, in particular the opioid analge-
sics). "% The purposc is not to advocare the
use of opioids for all pain, but to encourage et-

fective pain managemeat, including the use of

opioids when appropriate,

We recommend that all state medical boards
adopt guidelines or policy statements (rather
than statutes) on the use of confrolied sub-
stances for pain management, and ensure that
investigation and  discipline of physicians is
consistentt with hoard policy and docs not in-
terfere with pain management. New state hoard
guidelines should be based on the FSMB Model
Guidelines. They should be disseminated to all
Hcensed physicians, and publicized through
the boards’ Web sites, newsletters, and press re-
leases. Tn addition, we urge that medical boards
cooperate with state boards of pharmacy and
nursing to coordinare and establish policies
that reflect a consensus of health-care profes-
stonals. as has been done in Washington, North
Carolina, West Virginia, and Kansas. Alterna-
rively, physicians could work with their medical
society 1o develop pain managemenrt policies,
which could then be endorsed by the state
medijcal board.

We encourage state medical socicties 1o or-
ganize eduycational programs for physicians that
address pain nianagement, regulatory requive-
ments, medical board policies, and concerns
about regulatorv scrutiny. Medical boards can
participate in such cfforts, conununicating di-
rectly with physicians and addressing their per-
ceptions of risk.

Despite dissemination of guidelines to licens-
ees, practitioners often remain unaware of new

policies in their state 5% Overcoming this . .

communication gap requires attention to ef-
fective communication strategies. The North
Carolina medical hoard has made great effort
to communicate its pain guidelines, and has
sponsored cducational programs about pain
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and end-ofife care for both the public and
professionals. Most medical hoards have little
in the way of educational resources and will
nced support. One strategy has been emploved
by the Alabama Board of Medical Examiners
through joint sponsorship of educational events
with the state medical society, Approximately
75% of medical boards have sponsored Web
sites and newsletters; these can be used to in-
form licensed practitioners of the board’s pol-
icy to encourage pain management.

It the collective efforts of the pain manage-
ment and regnlatory communities do not make
significant progress to climinate tears of regu-
latory scrutiny, frustration with physicians who
do not provide adequate pain management
will mount and may lead (o policies that penal-
iz¢ inadequate pain management. Such policies
have already been discussed by the Institute of
Medicine and state medical boards.*®® In-
deed, the Oregon Board of Medical Examiners
disciplined a physician for inadcquate pain
management.’® In lieu of license revocation,
the Oregon Board required the physician to
participate in an intensive educational curricu-
Ium about pain management.

We believe that education, not discipline,
should be the cornerstone of efforts to im-
prove pain management. However, it is axiom-
atic that if pain management is to be an ex-
pected part of quality medical practice, then
substandard pain management practice must
be subject 10 review and corrective action as in
any ather area of medical practice.

The trends in state medical board policies
reported here are a reflection of increasing
concern ahout inadequate pain management.
Making real improvements in pain manage-
ment will require the proactive efforts of many
organizations. The conuibution of state medi-
cal boards and other regulatory agencies is a
welcome addition.
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Clinical Note

Methadone and Fluconazole: Respiratory
Depression By Drug Interaction

Yoko Tarumi, MD, Jose Pereira, MD, and Sharon Watanabe. MD
Palliative Care Program, Grey Nuns Comnuuarily Hospital, Edmonton, Alberta, Canada

Abstract

A 60year-old man with advanced gastric cancer achieved good pain control o a slable dose
of methadone for 10 days. Howevey, he developed respiiratory depression 2 days after
intravenous fluconazole was administrated for refractory oral candidiasis. Intravenous
naloxone effectively reversed the vespiratory depression. This case illustrates a significant
interaction between methadone and fluconazole, and highlights the need for awareness of
potential interactions between drugs used in palliative care. ] Pain Symptom Manage
2002:23:148-153 © LS. Cancer Pain Relief Committee, 2002,

Key Words
Methadone, fluconazole, drug interaction

Introduction

There is growing interest in methadone for
the treatment of moderiate to severe cancer
pain. It is generally described as a second-line
opioid when patients have not responded to or
have developed intolerable adverse cffects to
firstline opioids such as morphine.l-¢ Because
of its possible N-mcthyl-D-aspartate (NMDA)
receptor antagonism, there is also interest in
using it as a firstline opioid for the manage-
ment of neuropathic pain, but this potential
role still needs to be confirmed.

Methadone is kunown to have a long and
highly variable half-life.** Although irs equian-
algesic dose ratio relative to morphine and
other opioids is unclear, there is good evi-
dence that with long-term dosing it is much
more potent than morphine and that the dose
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Care Program, Grev Nuns Community Hospital,
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ratio correlates strongly with the dose of the
opioid in use just prior o the switch to metha-
done.? An appreciation of these characteristics
has led to more prudent dosing regimens. Re-
ports of serious adverse cffects such as respira-
tory depression are therefore now infrequent.

As with any other drug, increased knowledge
of methadone’s metabolism and potential in-
teractions with other drugs enables the clini-
cian to use it more safely and effectively. A
recent review hy Bernard and Bruera has high-
lighted the importance of recognizing drug in-
teractions in palljative care and the potential
consequences of these interactions in pain
management.® The following case illustratcs a
significant drug interaction between metha-
donc and fluconazole and underscores the
nced for clinicians to be vigilant for such possi-
ble interactions in palliative care.

Case Report

A 60-vear-old man with advanced adenocarci-
noma of the stomach was admitied to our ter-
tiarv-level palliative care unit (TPCU) for man-

NRR5-3U24702 / ~see front matter
PIT S0885-3924(01) (036R-2

P-43071 _ 00256



Vol. 23 No, 3 March 2002

Journal of Pain and Symptom Management 231

Special Article

Pain Management
and Prescription Monitoring

David E. Joranson. MSSW, Grant M. Carrow, PhD, Karen M. Ryan, MA,

Linda Schaefer, BA, Aaron M. Gilson, PhD, Patricia Good, BA, John Fadie, MA,
Susan Peine, and June L. Dahl, PhD

Pain & Policy Studies Group (D.E.J., KM.R.. AM.G.), University of Wisconsin Comprehensive
Cancer Center, Madison, Wisconsin; Drug Control Program (G.M.C.), Massachusetts Department of
Public Health, Jamaica Plain, Massachusetts; Texas Department of Public Safety (L.8.), Austin, Tixas;
Office of Diversion Control (P.G.), U.S. Drug Enforcement Administration, Arlinglor, Virginia; School
of Public Health, State University of New York (J.E.), Atbany, New York; Office of Diversion Control
(8.8}, U.S. Drug Enforcement Administration. Arlington, Virginia; and Department of Pharmacology
(J.L.D.), University of Wisconsin, Madison, Wisconsin, US4

Abstract

Preventing diversion and abuse of prescription. controlled substances while ensuring their
availability for legitimate medical use is an important public health goal in the United States.
I one approach to preventing and identifying drug diversion, 17 states have implemented
prescription monitoring programs (PMPs) v monitor the prescribing of certain controlled
substances. While PMPs are not intended to interfere with legitimate preseribing, some in the
pain management community feel that they negatively affect prescribing for pain
management. This article describes a collaborative project initiated by the Pain & Policy
Studies Group that brought together regulatory and pain management vepresentatives twice in
1995 to share perspectives and reconcile differing views on the effects of PMPs. The ultimale
goals of this project ave to provide accurate information to healtheare dinicians about PMPs,
better define the balance between. preventing drug diversion and providing pain management,
and promote continued dialog and cooperation among the groups. ] Pain Symptom
Manage 2002;23:231-238. © U.S. Cancer Pain Relicf Committee, 2002.

Key Words

Prescription monitoring programs, triplicate prescriptions. single-copy serialized prescviptions,
mldtiple copy prescriptions, electronic transmission, pain management, controlled substances,
opioid analgesics, drug diversion, prescription drug abuse

Introduction
Undertreatment of pain is a major public
health issue in the United States.! There are
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many safe and effective ways to treat pain. Drug
therapy with opioid analgesics plays an impor-
tant role in pain management and should be
available when necded for the treatment of
acute pain and chronic cancer, as well as non-
cancer, pain.**'! Clinicians should be knowl-
edgeable about using opioids to treat pain, and
should not hesitate to prescribe them when
opioids are the best clinical choice of weart-
ment.' Because opioids have a potential for

0885-3924 / (02/ §~see front matter
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abuse, they are controlled substances under
federal and state law./%!" Practiioners must
know and comply with federal and state laws
and rcgulations, and exercise sound profes-
sional judgement when prescribing opioid an-
algesics to minimize diversion and abuse of
these drugs.

Prescription Controlled Substances,
Drug Abuse, and Diversion

The diversion of prescription controlled sub-
stances to illicit channels is a public health and
sufety issue. These medications are diverted in
numerous ways, including theft. forgery, and
counterfeiting of prescriptions; illegal sales of
prescriptions and drugs; fraudulent activities
that victimize physjcians, pharmacies, and pa-
tients; and by a small percentage of physicians
who write prescriptions indiscriminately be-
cause they arc dishonest, disabled, deceived, or
dated in their practices.'™2’ Misuse and abusc of
prescription controlled substances can und does
lead 10 serious health consequences, including
“drug dependence, overdose and deaths.” There
is a need [or additional studies to document the
amount of opioid analgesics that is diverted
from prescriptions, or compare this source of
diversion with other sources, such as from phar-
macy thefts.* The nature and extent of prescrip-
tion drug abuse has been reported by the Drug
Enforcement Administration (DEA),”! and the
abusc trends of opioid analgesics have been
evaluated.

The Role of Law and
Government Agencies

There is no question that it is legal under
federal and state law for duly licensed and reg-
istered physicians, pharmacists, and nurses to
prescribe, dispense, and administer controlled
substances for legitimate medical purposes and
in the usual course of professional practice. Al-
though all state laws are based on this premise,
the provisions may ditfer from state to state,
The National Conference of Commissioners
on Uniform State Laws (NCCUSL) provides a
model act to which states can refer.!”

State and federal government agencics re-
spond not only to the diversion and abuse of
opioids and other controlled substances, but

also to the trearment nceds of patients, includ-
ing those in pain. Regulatory agencics en-
deavor to cnsure that the professionals who
care for ill and injured persons are qualified to
do so. State governments examine and license
healthcare professionals and facilities. The DEA
and some states issue controlled substances
registrations to state licensed practitioners for
prescribing, dispensing, and administering con-
trolled substances. State and federal agencics en-
force security and record-keeping to protect the
manufacture and supply of opicid medications,
while the federal government ensures their
continued availability by setting production
quotas that satisfy legitimate medical needs.
Regulatory agencies also work to reduce drug
abuse through substance prevention, treatment
programs, and law enforcement. They also in-
vestigatc and take appropriate action when
there is evidence of illegal activity, practitioner
impairment, or incompetence.

Evolution of State Prescription
Monitoring Programs

It is within this broad context that a number
of states have established prescription monitor-
ing programs (PMPs). Table 1 describes the
current status of PMPs in the United States.
Typically, PMPs collect prescribing and dis-
pensing data from pharmacics, conduct review
and analysis of the data, and disseminate it to
appropriate regulatory and law enforcement
agencies. Following the lead of New York State
in the 1910s, California and Hawaii enacted
PMPs in the 1940s. By the 1980s, seven more
states had added PMPs. Thesc carly programs
required that physicians use multiple copy forms
(duplicate or triplicate) to write prescriptions
for Schedule II controlled substances, and that
pharmacists send one copv to the state after
dispensing a drug. Physicians were usually re-
quired (o obtain prescription forms from a
state agency, and some states charged a fee for
the forms. After veritying the practitioner’s cre-
dentials, the relevant state agency issued the re-
quested forms.

In the 1990s, some states initiated PMPs that
rely solely on computer technology to collect
data. In these states, a special prescription [orm
is not required. Pharmacies use electronic
transmission to enter and transmit electroni-
cally to the state the PMP information about
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States With Prescription Monitoring Program

Year of
Year of Inicial Inicial
Programn Schedules/Drugs Program Program
State Enactment Program Tvpe Covered Type Enactment
California 1996 Triplicate/electronic C-I Triplicate 1959
Hawaii 1996 Duplicate C-11 Duplicate 1943
Electronic C-L L IV
Tdaho 1997 Duplicate C-II Triplicate 1967
Llectronic CAIL L IV
1Hinois 19499 Electronic CAI Triplicate 14961
Indiana 1994 Single-copy/electranic AL ML TV, V Triplicate 1987
Kentucky 1998 Electronic CAIL I IV, W
Massachusetts 1992 Elecuronic CAI
Michigan 1993 Single-copy, serialized/electronic CI1 Triplicate 1988
Nevada 1995 Electronic CAL L IV
New Mexico 1994 Eleewronic CII
New York 1908 Single-copy, scrialized/ electronic  C-ITand benzodiazepines Triplicate 1972
Olkdahoma 1990 Fleceronic CA1
Rhode Island 1997 Flectronic -1, 11 Duplicate 1978
Texas 1997 Single-copy, serialized/ electronic CAII, Triplicate 1981
Utah 1905 Electionic CALL LI IV Y
Washington 1981 Triplicate CILILIV.V
West Virginia 1995 Electronic Cr

Note: Current as of 10 720700 prescripion monitoring programs are subject to change.
Sources: Drug Entorcement Administration, “Prescription Accountability Resowce Guide.” Seplember 1998; and updated information ubtained

from suates.

controlled substances prescriptions that have
been dispensed.

With the advent of recent technological ad-
vances, states that used multiple copy prescrip-
tion forms have modified their PMPs to in-
clude an electronic element. In additon, most
of these states replaced their multiple copy
forms with a single-copy, scrially numbered
form (IHawaii and Idaho use duplicate prescrip-
tion forms with clectronic transmission, and Cali-
fornia uscs triplicate forms concurrendy with its
electronic transmission system). Rhode Island
and Mlinois are the only states to completely
repeal the requirement to use a special pre-
scription form; both states now use electronic
transmission exclusively. A model prescription
accountability act, recommended by the Na-
tional Alliance for Model State Drug Laws and
the National Association of State Controlled
Substances Authorities (NASCSA), provides fora
system that combines electronic monitoring and
a serialized prescription form.*?

In practice, PMPs take difterent forms be-
causc cach state government determines the
goals. structure, and organization of its pro-
gram. Currently, the PMPs are administered by
professional boards, health depariments, hu-
man services agencies, or COnsuier protection
agencies in 12 of the states; and by justice de-

partments, public safety agencics, or state po-
lice in the other five states. The manner in
which a program is implemented depends on
its stated goals, the mission of the responsible
agency, and rules regarding access to the data.

Purpose of PMPs

The purpose of PMPs is to reduce the diver-
sion of prescription controlled substances. Ob-
jectives of PMPs usually inchude: 1) education
and information: 2) public health initiatives; 3)
early intervention and prevention of diversion;
and 4) investigadons and enforcement.® Pre-
scription monitoring is not intended to inter-
fere with medical practce? and attempts are
made to make it minimally intrusive (c.g., re-
ducing the paperwork burden by replacing
multiple copy forms with single-copy serialized
forms or eliminating forms altogether), PMPs do
not require physicians to obtain prior approval
to issue prescriptions, nor do they impose lim-
its on the quantity that may be prescribed. Al-
though some state laws limit quantitics that can
be prescribed in one prescription, such limits
are established hy laws other than those that es-
tablish PMPs.?* Regulatory agencies that are
charged with enforcing the laws with respect to
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drug diversion also recognize the legitimate need
for controlled substances in medical care.2®

PMPs enable law enforcement investigators to
obtain prescription information quickly and ef-
ficiently, thereby reducing time and resources
that would be otherwise expended in obrtain-
ing the information from individual practitio-
ners or pharmacies. PMPs can also provide an
efficient means of handling complaints, and
can result in speedier resolution of pending
cases, dismissal of unfounded complaints, and
avoidance of unnecessary investigations. Ag-
gregate data on prescribing trends from most
PMPs is usually available for educational and
research purposcs. In all uses of the darta, con-
fidentiality of prescribers, pharmacies, and pa-
tients is protected, thereby meeting another
goal of PMPs.

State agencies indicate that a PMP can have
a deterrent effect on potential criminal activities.
Early intervention in illegal activities is one ol
the identified goals of these programs. For ex-
ample, state authoritics report that use of spe-
cial prescription forms significantly reduces or
climinates prescription florgetv. In addition,
PMPs are especially useful for identitving “doc-
tor shopping,” scams, and illicit prescribing
and dispensing. Drug abuscrs who are identi-
fied as doctor shoppers can be directed into
drug treatment or prosccuted, depending on
the circumstances of the case. PMPs take into
account the possibility that persons who seek
pain medications may be patients with inade-
quatcly treated pain.ﬁ7

Concerns about PMPs

Prevenling drug diversion und abusc. and
ensuring the availability of drugs for medical
purposes are often perceived as potentially in-
compatible goals. For example, there has been
considerable debate between regulatory and
medical groups about the requirement for gov-
ernment-issued prescription forms. During the
1980s and 1990s, representatives of the medi-
cal community cxpressed concerns that these
special forms were an intrusion into medical
practice and the doctor-patient relationship.
They were concerned about being investigated
and about the addidonal administrative bur-
den associated with handling a special form for
this class of medication. Federal and state agen-
cics charged with administering controlled

substances laws responded that the programs
were effective in reducing drug diversion,!?
with minimal impact on legitimate medical
practice 2H-3428

A number of publications have cxamined
the effect of multiple copv forms on diversion
and medical practice.** The National Insti-
tute on Drug Abuse and the Institute of Medi-
cine have called for more definitive rescarch in
this area. "> States have worked with their medi-
cal communities to address their concerns. States,
such as New York and Texas, which are replac-
ing multiple copv prescription forms with an of-
ficial single<opy prescription form and elec-
tronic transmission, assert that prescribing on
a single-copy form rather than a multiple copy
form is intended to be closer to the use of ordi-
nary prescription forms. While single-copy
forms reduce paperwork handling, they retain
the ability to prevent prescription forgery and
counterfeiting. !

Representatives of the Alliance of States with
Prescription Monitoring Programs (“the Alli-
ance”), the states with PMPs, and the DEA
stress to physicians that prescription monitor-
ing data cannot and do not serve as prima lacie
evidence of illicit activities. PMP data can pro-
vide an indication of a possible problem that
may require further inquiry. Further, the PMP
administrators stress that it is their intention
that PMPs be used to enforce state laws in a
manner that is most supportive of. and least
disruptive to, medical and pharmacy practice.

Collaboration Between Pain
Management and Regulatory Groups

In 1998, the University of Wisconsin Pain &
Policy Studies Group (PPSG) initiated a collab-
orative project with the DEA, the Alliance, and
the Analgesic Regulatory Affairs Committee of
the American Pain Society (APS) in order to
exchange perspectives on PMPs and the pre-
scribing of opioids or pain management. The
goal of the project was to explore how the groups
could cooperate to ensure appropriate care for
patients in pain, while protecting the public
from diversion of opioids to non-medical, illicit
use. The immediate objectives were to:

¢ cnhance cooperation between the DEA,

statc PMPs, and the pain management
community
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¢ better define the balance between the pro-
vision of opioid analgesic (reatment to pa-
tients in pain and prevention of diversion
of opioids into non-medical, illicit use

¢ provide information on these issues to the
professionals who care for paticnts and ad-
minister controlled substances laws.

Meetings

The PPSG organized two meetings to bring
together individuals from these groups. The
first meeting was held at the University of Wis-
consin in Madison, Wisconsin, on 20-21 July
1998. Fifteen people were invited; thirteen were
able to attend. (The representatives at the July
1998 meeting were: For the Alliance—Grant
Carrow. Massachusetts Department of Public
Health; John Eadie, State University of New
York; David Hale, Oklahoma Bureau of Narcot-
ics: Linda Schaefer, Texas Department of Public
Safety. For the APS—June Dahl. APS Analgesic
Regulatory Affairs Committee; Aaron Gilson,
Puin & Policy Swudies Group: David Haddox,
American Academy of Pain Medicine; David
Joranson, Pain & Policy Studics Group; David
Macke_v, May() Clinic ‘]ucksonville; Karen Ryan,
Pain & Policy Studies Group. For the DEA—Pa-
tricia Good, Olfice of Diversion Control; Susan
Peine, Office of Diversion Control. Other—
Thomas D. Wyatt. Jr., National Association of
State Controlled Substances Authorities. Un-
able to attend were: William Marcus, California
Deputy Attorney General; Russell Portenoy,
Beth Israel Medical Center.) The meceting be-
gan with a discussion of the perspectives held by
each of the attendees. Following the exchange, it
was evident to participants that, although there
were misconceptions regarding some issues,
there was a shared interest in improving pain
management and preventing the diversion of
prescripion controlled substances. The partici-
pants prepared a list of the points of agree-
ment.

The initial points of agreement were refined
at a sccond meeting, held in Charleston, South
Carolina, on 29 October 1998 during the an-
nual meeting of NASCSA. (The attendees for
the October 1998 mecting were: Grant Carrow,
Massachusetts Deparnncnt of Public Hecalth;
]011n Eadie, State Univcrsity of New York; Patri-
cia Good, Drug Enforcement Administration;
David Hale, Oklahoma Bureau of Narcotics;

David Joranson, Pain & Policy Studies Group:
Susan Peine, Drug Enforcement Administra-
tion; Karen Ryan, Pain & Policy Studies Group;
Linda Schaefer, Texas Department of Public
Safety; Thomas D. Wyatt, Jr., National Associa-
tion of State Controlled Substances Authori-
ties.) The nine participants at the second meet-
ing decided to write a jointly authored article
about the collaboration. and to consider future
publications regarding PMPs.

The initial perspectives offered by the partic-
ipants provided guidance for subsequent dis-
cussions. The group reached consensus on seven
issucs for which brief descriptions follow: where
the consensus involved future action, the pro-
gress to date is noted.

Consensus

1. Publications

The participants felt that it is imperative to
provide accurate information to educate the
medical commmunity aboult the purpose and op-
eration of PMPs. A jointly authored article de-
scribing the collaboration will be prepared for
publicmion in a medical j()unlal. In addition,
information about PMPs will he preparcd by
the Alliance for dissemination to physicians,
pharmacists, nurses, and regulators. Both pub-
lications should describe the common goals of
the prescription monitoring and pain commu-
nities.

Progress.  This article is a result of the collabo-
ration hetween the PPSG, the Alliance, the APS,
and the DEA. In addidon, the Alliance has
prepared a document detailing the goals of
prescription monitoring.®® The DEA has com-
piled information from the states into two pub-
lications: “Prescription Accountability Resource
Guide™ and “Committee Report on Esrablish-
ing a State Prescription Monitoring Program,”*
The DEA and the National Alliance for Model
State Drug Laws have compiled additional in-
tormation from the states for another publica-
tion: "Diversion and Abuse of Prescription Drugs:
A Closer Look at State Prescription Monitoring
Programs.”!

2. FSMB Guidelines

Many states have adopted pain policies in re-
cent years. Twenty states have adopted the Fed-
cration of State Medical Boards (FSMB) “Model

P-43071 _ 00261



236 Joransan et al.

Val. 23 No, 3 March 2002

Guidelines for the Use of Controlled Sub-
stances for the Treatment of Pain in whole or
in part.”* In many states, controlled substance,
health, and law enforcement agencies have en-
dorsed the Guidelines.

Progress.  Representatives at the meeting sup-
ported the FSMB’s Model Guidelines. They
have also been endorsed by the DEA and
NASCSA, as well as by the APS and the Ameri-
can Academy of Pain Medicine (AAPM),

3. Resource Information

The participants recommended that state
and federal officials and the pain management
community increase their efforts to exchange
information. For example, they advised that
pain specialists be available to PMPs o consult
on interpretation of data. Regulatory agencies
receive calls from patents whose physicians
will not prescribe adequate pain medication
for them. The pain management community
could assist these patients by providing refer-
rals to physicians with appropriate training in
pain management. The Alliance can be used as
a resource for the pain management commu-
nity by providing contacts and information on
PMPs in gcncral, or on speciﬁc states.

Progress.  General information on PMPs, in-
cluding state and federal contacts, is available
from the Alliance (http:,//www.nascsa,org/moni-
toring.htm), and the DEA Diversion Control
Program (htrp:/ /www.deadiversion.usdaj. gov/
pubs/program/index.html). In addition, the
Alliance and the DEA serve as clearinghouses
for specific questions or issues concerning PMPs.

4. Reciprocal Meretings

The participants recommended that rep-
resentatives [rom the pain management and
regulatory and law enflorcement communities
present and participate in each others’ meet-
ings in order to provide information aud to ad-
dress questions and misperceptions, This kind of
exchange can increase understanding of mu-
tual goals, provide an opportunity to commu-
nicate about issues that arise, and address prac-
titioners’ concerns about regulatory oversight.

Progress. Representatives of the DEA, the Alli-
ance, and the FSMB have been invited to par-
ticipate in national and state pain meetings to

clarify issues related to prescription controlled
substances, PMPs. and medical boards’ disci-
plinary responsibilities. State agencies routincely
provide speakers for meetings of their state’s
medical associations and societies, These presen-
tations have been greatly appreciated by clini-
cians, NASCSA has invited representatives from
the pain field 1o make presentations at its an-
nual meetings. The groups should continue
these cooperative endcavors.

5. Scam Alevts

Information on the most recently identified
*scams” should be included on the DEA’s web
page and in the APS Bulletin.

Progress.  The DEA’s website contains recent
information on scams being used to procure
prescription controlled substances illegally. It
is available on the DEA web pages http://
www, deadiversion.usdoj.gov/pubs/brochures/
drugabuser.hum and http://www.dcadiversion.
usdoj.gov/pubs/pressrel /dr_scam.htm.

6. Federal Policy

Existing DEA policy recognizing the use of
opioids for chronic pain should be dissemi-
nated more widely in the medical, pharmacy,
and nursing communities.

Progress.  'The DEA regulations (or prescribing and
dispensing controlled substances are available
on the following wehsites: DEA Diversion Con-
trol Program (http://www.deadiversion.usdoj.
gov/21chr/cfr/2106cfrt.htm), Government Print-
ing Office (http://www.access.gpo.gov/nara/cfr/
waisidx_00,21cfr1306_00.hunl), and by Link from
PPSG (http:/ /www.medsch.wisc.edu/painpolicy).
A DEA statement on the use of controlled sub-
stances for pain management is being drafted.
It will be included in revisions of existing DEA
publications ahout controlled substances for
physicians,!® pharmacists,” and nurses,* and will
be included on its website: http://www.deacliversion.
usdoj.gov/pubs/manuals,/index.html PPSG pre-
sentations generally include information about
tederal policy and informational resources.

7. Data

In keeping with state regulations, data from
PMPs should be available to researchers to
evaluate current trends in prescribing and the
effectiveness of cducational programs.
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Progress, Data from prescription monitoring
programs are available in the publications
listed in item 1. Other projects that make use
of PMP data, including university-sponsored
rescarch, are underway in various states. Edu-
cational facilities, pain management groups,
and other specialty groups may find PMP data
usctul in evaluating treatment trends and the
effectiveness of educational programs on pain
MANIgement.

Conclusion

Representatives from pain management and
prescription monitoring groups have recog-
nized the importance of information exchange
and cooperation. Since the meetings began in
1998, these groups have taken several impor-
tant steps to increase cooperation and under-
standing and (o nurture a mutual respect for
the goals of each discipline. With continued ac-
tivity expected in the states to improve pain
management and address drug diversion, it is
essential o continue these cfforts to provide
accurate information and promote communi-
cation and understanding between the groups
involved.

Providing adequate pain managemcent and
preventing diversion and abuse of prescription
controlled substances are both important public
health goals. Achieving both goals requirces
exchange of information and perspectives,
identification of issucs, and concerted action.
Increased communication and cooperation be-
tween regulatory and pain groups can contrib-
ute to a good balance between drug control
and drug availability.
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U.S. Senate Hearing on Pain Management
and Improving End of Life Care

October 13, 1999

Testimony of
David E. Joranson
University of Wisconsin Pain & Policy Studies Group

http://www.medsch.wisc.edu/painpolicy

My name is David E. Joranson. I am a Senior Scientist and Director of the Pain & Policy Studies Group,
University of Wisconsin Comprehensive Cancer Center, Madison. I thank the Committee on Health,
Education, Labor and Pensions for the opportunity to address the Committee.

I applaud the Committee for taking an interest in what you can do to improve pain management and end of
life care in the United States; this is of course the ultimate matter of quality of life for us all. I encourage
the Committee to take time to develop a full perspective on the human, medical, social and policy aspects,
to become familiar with the unique barriers, assess what is already being done, and then consider the
options. I can contribute to one part of your picture; my area of knowledge is controlled substances policy
and the regulation of medical practice in relation to pain management.

The Committee has before it two pieces of legislation to improve pain management: One is S. 941, to
amend the Public Health Service Act, the other is S. 1272, to amend the Controlled Substances Act (CSA).
My comments will focus on the risks that should be considered before amending the CSA as has been
proposed.

It is important to realize that the CSA has a dual purpose relating to both drug abuse prevention and also to
recognizing and preserving the important medical uses of many controlled substances. Indeed, achieving a
‘balanced’ drug control policy is an obligation of governments which is established by the United Nations
Single Convention on Narcotic Drugs, 1961, i.e., to prevent the misuse of drugs without interfering with
their medical use, in particular for the relief of pain and suffering. The CSA was structured by the Congress
to achieve a balance between these two purposes. When controlled substances policy loses its balance, the
chances increase for there to be conflict between law enforcement and medicine, with resulting harm to
“pain management and patient care.

The CSA is a law enforcement statute aimed at preventing abuse of controlled substances, and for these
purposes it is administered by the Attorney General (AG). The CSA also recognizes that many controlled
substances (such as opioid analgesics) are necessary to maintain public health, and that they must be
available to meet legitimate medical and scientific needs.

In order to achieve this balance, the Congress spelled out several fundamental principles which recognize
that certain functions are to be carried out under jurisdictions other than federal drug law enforcement in
the Department of Justice. These three areas are: (1) the medical and scientific decisions necessary to
administer the CSA, (2) the recognition of the medical uses of drugs, and (3) the recognition of the role of
State laws, especially those regulating medical practice.

(1) Medical and scientific decisions. The Congress decided in 1970 that medical and scientific decisions,
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¢ such as the evaluation of the potential for abuse of drugs being placed in the five schedules of the CSA, are

20f5

the responsibility of the Secretary of the Department of Health and Human Services (DHHS), not the AG
(See Section 811.(b) of the CSA). The principle of "balance," was established in the course of vigorous and
extended debate over a Department of Justice bill that, as proposed, would have given the AG exclusive
power to make decisions of a medical and scientific nature. Congress appropriately rejected this approach
and assigned this authority to the DHHS. Medical and scientific organizations were actively involved to
ensure that the CSA was balanced in this respect, and this policy has endured to this day, including
amendments to the CSA which were adopted in 1984 to increase DEA’s capability to revoke practitioner
registrations in the public interest.

(2) Relation of the CSA to the Federal Fo and Cosmetic Act. The Congress determined a second
fundamental principle, that the CSA is not to "be construed as in any way affecting...the provisions of the
Federal Food, Drug and Cosmetic Act” (See Section 902). It is extremely important to recognize that it is
under authority of the FFDCA, not the CSA, that drugs are approved as safe and effective for medical use,
so that they can be marketed lawfully in interstate commerce. In addition, federal administrative law and
court decisions have made it clear that although the Food and Drug Administration (FDA) approves drugs
for marketing, it does not regulate medical practice, which is left to the States. Many opioid analgesics
have been approved for treatment of pain, and also for diarrhea, and cough. The fact that opioids (and
many other drugs approved for human use under the FFDCA) are also controlled substances under the
CSA is not intended to affect their status as drugs which are safe and effective and may be prescribed by
physicians. Indeed, the difference between legal and illegal drugs in the schedules of the CSA is defined by
whether a drug is approved under the FFDCA as having an accepted medical use.

(3) Relation of the CSA to State laws. The third principle reflects the fundamental relation between the
federal government and the States. The CSA is not intended to occupy areas of State laws which are within
the authority of the States:

"No provision of this subchapter shall be construed as indicating an intent on the
part of the Congress to occupy the field in which that provision operates,
including criminal penalties, to the exclusion of any State law on the same subject
matter which would otherwise be within the authority of the State, unless there is
a positive conflict between that provision of this subchapter and that State law so
that the two cannot consistently stand together."” (CSA, Section 903).

It would be extraordinary to invoke the federal CSA to contravene the policy of a single state, or to use the
CSA to establish medical and scientific policy with respect to drugs.

Mr. Chairman, against the context of the foregoing fundamental principles which limit the scope of the
CSA, I offer a few concluding observations: ‘

(1) Opioid analgesics are already legal, This is determined under the FFDCA. To define or comment on the
medical uses in a federal drug law enforcement statute ignores one of the fundamental principles of
balance.

(2) The DEA has already said that they understand that opioid analgesics are needed for chronic pain. A
1974 DEA regulation made it perfectly clear that nothing in the CSA precludes practitioners from

providing opioids for intractable pain. DEA reemphasized this point again in its 1990 Physicians Manual,
encouraging physicians to prescribe opioids when they are needed:

"Controlled substances and, in particular, narcotic analgesics, may be used in the
treatment of pain experienced by a patient with a terminal illness or chronic

8/28/00 3:22 PM
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< disorder. These drugs have a legitimate clinical use and the physician should not
hesitate to prescribe, dispense or administer them when they are indicated for a
legitimate medical purpose. It is the position of the Drug Enforcement
Administration that these controlled substances should be prescribed, dispensed or
administered when there is a legitimate medical need." (DEA, 1990, p. 21)

Indeed, DEA representatives are to be commended for their Willingness to clarify federal policy in relation
to medical practice; they have spoken at numerous pain conferences around the U.S. The DEA, and major
medical organizations, have endorsed a new Model Guideline on the use of controlled substances for pain.

(3) New DEA regulations? S. 1272 contemplates that the AG/DEA may promulgate "regulations to
implement this Act.” Is it appropriate to give DEA rule-making authority in this sensitive area? How will
the agency distinguish between pain management and assisted suicide? Apart from the inherent difficulty
in determining a physician’s intention, a recent review supported the notion that opioids hasten death is
more myth than fact. Given that H.R. 2260 allows for DEA regulations in connection with new language
about pain, hastening death and assisted suicide, it seems likely that the Attorney General and the DEA
would be faced with decisions which involve medicine and science, conflicting with the first fundamental
principle.

(4) The potential for a chilling effect. I will close with the following point. I assume that this Committee
fully accepts that pain is not adequately managed in this country, and that this is due, in part, to the
under-use of opioid analgesics, especially, but not only, for people at the end of life. One of the reasons is
that while many physicians still do not have sufficient knowledge about pain management, they also fear
being investigated if they prescribe ‘too much.’ The origin of these fears goes back many years, and are in
part an unintended effect of the war on drugs. The solution to this problem requires that we give greater
attention to achieving a balanced controlled substances policy which clearly recognizes that controlled
substances have important medical uses, and that we communicate it so that it is understood by regulators
and practitioners. The amendments to the CSA which have been proposed threaten to upset the balance that
the Congress has established, and which many of us have been working to achieve. When balance in
controlled substances policy is upset, the chances for conflict between law enforcement and medicine
increase, as does the likelihood that patient care will be harmed.

I will mention some of the organizations that have recognized that the barriers to pain management include
physicians’ concern about regulation of controlled substances, particularly at the state level:

The American Academy of Pain Medicine

The American Medical Association

The American Pain Society

The Cancer Pain Clinical Practice Guideline Panel of the U.S. Agency for Health
Care Policy and Research

The Federation of State Medical Boards of the U.S.

The Medical Board of California

The National Academy of Sciences, Institute of Medicine

The National Conference of Commissioners on Uniform State Laws
The National Conference of State Legislatures

The State Cancer Pain Initiatives

Both pieces of legislation would establish education and training programs about pain management and
palliative care which would be valuable, especially if directed to policy makers, and law enforcement and
regulatory personnel. Indeed, our Group has conducted eleven workshops on "pain management in a
regulated environment" for state medical board members, with support from the Robert Wood Johnson
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Mr. Chairman, I thank the Committee for this opportunity to testify. In sum, I ask you to evaluate carefully
any proposed amendments to the federal CSA to determine if they support or conflict with the principles
which make the CSA a "balanced” act. I would urge the Committee to pursue other measures that could
‘more directly address the root causes of inadequate pain management, for all stages of life, without
disturbing the sensitive balance that is needed in controlled substances policy. I am happy to take questions
or provide further information.

Note: Pursuant to the Committee’s instructions to witnesses, I do not have and have not received any
federal grants, and I am not representing any other party at this hearing.
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1995 Intractable pain treatment laws and regulations

1997 State Intractable Pain Policy: Current Status

1997 The Use of Opioids for the Treatment of Chronic Pain

Controlled Substances Policy

1990 Federal and state regulation of opioids

1990 A new drug law for the states

1992 State controlled substances laws and pain control

1992 Pain and euthanasia: the need for alternatives.

1993 Guiding principles of international and federal laws pertaining
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to medical use and diversion of controlled substances

1993 Wins and losses in pain control

1994 Controlled substances, medical practice, and the law

1997 Is methadone maintenance the last resort for some chronic pain
patients?

Food and Drug Policy

1990 Federal and state regulation of opioids
1994 Controlled substances, medical practice, and the law
1995 Off-label uses of prescription drugs in pain management

Reimbursement Policy

1994 Healthcare Reimbursement Policies: Do they block acute and
cancer pain management?

1994 Are health care reimbursement policies a barrier to acute and
cancer pain management?

State Medical Board Policy

1994 Recent developments in pain management and regulation

1995 State medical board guidelines for intractable pain treatment

1996 Improving pain management through policy making and
education for medical regulators

1997 State intractable pain policy: current status

Prescription Drug Abuse, Diversion, and Monitoring Programs

1992 Single-copy serialized prescriptions: old regulation in new
clothing?

1993 Wins and losses in pain control

1993 More federal drug control initiatives: Are they warranted? Will
they consider the patient?

1994 Controlled substances, medical practice, and the law

1994 Policy issues and imperatives in the use of opioids to treat pain
in substance abusers

Concern About Regulatory Scrutiny

1991 Wisconsin physicians' knowledge and attitudes about opioid
analgesic regulations

1992 Opioids for chronic cancer and non-cancer pain: a survey of
state medical board members

1992 Legislating proper pain management
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1994 Recent developments in pain management and regulation

1994 Controlled substances, medical practice, and the law

1996 Improving pain management through policy making and
education for medical regulators

Concern About Addiction
1994 Policy issues and imperatives in the use of opioids to treat pain
in substance abusers

1994 Controlled substances, medical practice, and the law
1995 Current thoughts on opioid analgesics and addiction

Pain Commissions/Summits

1994 California sponsors pain summit; Maryland fends off new
regulations

Assisted Suicide and Pain

1992 Pain and euthanasia: the need for alternatives

Wisconsin Cancer Pain Initiative

1988 A report of the Wisconsin Cancer Pain Initiative

1990 The Wisconsin Cancer Pain Initiative

1991 Wisconsin physicians' knowledge and attitudes about opioid
analgesic regulations

7. FAQ's - Frequently Asked Questions
This page provides the answers to the following FAQs:
1. What can state legislatures do to improve pain management?

* Matrix of State Laws, Regulations, and Guidelines

Includes links to the following policies:

1. Federation of State Medical Boards: “Model Guidelines for the Use of
Controlled Substances for the Treatment of Pain”

National Association of State Controlled Substances Authorities: “Resolution
Endorsing Federation’s Model Guidelines”

Alabama Medical Board Regulation

Arizona Medical Board Guideline

Arkansas Medical Board Regulation

California Intractable Pain Treatment Act

California Pain Patient’s Bill of Rights

o]
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10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22,
23,
24.
25.
26.
27.
28.
29.
30.
31
32,
33.
34.
35.
36.
37.
38.
39.
40.
41.
42,
43.
44.
45.
46.
47.
48.
49.
50.
51
52.

California Medical Board Guideline
California Medical Board Policy Statement
Colorado Statute

Colorado Intractable Pain Treatment Act
Colorado Medical Board Guideline

Florida Statute

Florida Medical Board Regulation

Georgia Medical Board Guideline

Idaho Medical Board Guideline

Jowa Medical Board Regulation

Kansas Medical Board Guideline
Kentucky Medical Board Guideline
Louisiana Medical Board Regulation
Maine Medical Board Regulation
Maryland Medical Board Guideline
Massachusetts Medical Board Guideline
Michigan Statute

Minnesota Intractable Pain Treatment Act
Mississippi Medical Board Regulation
Mississippi Medical Board Policy Statement
Missouri Intractable Pain Treatment Act
Montana Medical Board Guideline
Nebraska Statute

Nebraska Medical Board Guideline
Nevada Statute

Nevada Medical Board Regulation

Nevada Medical Board Regulation

New Hampshire Statute

New Hampshire Medical Board Guideline
New Jersey Regulation

New Jersey Medical Board Regulation
New Mexico Statute

New Mexico Medical Board Guideline
North Carolina Medical Board Policy Statement
North Carolina Medical Board Policy Statement
North Carolina Joint Policy Staternent
North Dakota Intractable Pain Treatment Act
Ohio Intractable Pain Treatment Act

Ohio Medical Board Regulation

Ohio Medical Board Policy Statement
Oklahoma Statute

Oklahoma Medical Board Regulation
Oregon Intractable Pain Treatment Act
Oregon Medical Board Regulation

Oregon Medical Board Policy Statement
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53.  Pennsylvania Medical Board Guideline

54,  Rhode Island Intractable Pain Treatment Act
55.  Rhode Island Medical Board Guideline

56.  South Carolina Medical Board Guideline

57.  Tennessee Medical Board Regulation

58.  Tennessee Medical Board Policy Statement
59.  Texas Intractable Pain Treatment Act

60.  Texas Medical Board Regulation

61.  Texas Medical Board Policy Statement

62.  Utah Medical Board Guideline

63.  Vermont Medical Board Guideline

64. . Virginia Statute

65.  Virginia Medical Board Guideline

66.  Washington Statute

67.  Washington Medical Board Regulation

68.  Washington Medical Board Guideline

69.  West Virginia Intractable Pain Treatment Act
70.  West Virginia Medical Board Policy Statement
71.  Wisconsin Statute

72.  Wyoming Medical Board Policy Statement

» Testimony - link to David Joranson’s Testimony
David Joranson’s U.S. Senate Hearing Testimony - October 13, 1999
David Joranson’s Testimony on HR2260 - June 24, 1999

» International

Includes links to the following sections relating to international pain policy:

1. World Health Organization Publications

2. Latin America: Opioid Analgesics for Cancer Pain Relief: A Review of Consumption
Trends and the Literature

3. Asia: Opioid Analgesics for Cancer Pain Relief: A review of Consumption Trends and the
Literature

4. Europe: Opioid Availability: Diagnosis and Treatment of Regulatory Barriers

5. General: To what extent has the WHO Analgesic Ladder influenced morphine consumption
in the world?

» WHO Newsletter “Cancer Pain Release”

¢ Glossary
Includes definitions for the following terms:

. Addiction

. Guideline
. Law (Statutes and Regulations)
. Narcotic
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. Opiate

. Opioid
o Schedules of controlled substance
. Tolerance

. Physical dependence
. Psychological dependence

« Bibliography
Includes links to the following articles:

United States

. Controlled Substances and Pain Management: A New Focus for State Medical Boards

. 1998 Resource Guide - Information about Regulatory Issues in Pain Management

. Is methadone maintenance the last resort for some chronic pain patients?

. State intractable pain policy: current status ]

. The Use of Opioids for the Treatment of Chronic Pain

. Improving pain management through policy making and education for medical regulators

. State pain commissions: new vehicles for progress?

. State medical board guidelines for intractable pain treatment

. Intractable pain treatment laws and regulations

10. Off-label uses of prescription drugs in pain management

11. Policy issues and imperatives in the use of opioids to treat pain in substance abusers

12. Are health care reimbursement policies a barrier to acute and cancer pain management?

13. Controlled substances, medical practice and the law

14. Healthcare reimbursement policies: Do they block acute and cancer pain management?

15. California sponsors pain summit; Maryland fends off new regulations

16. Recent developments in pain management and regulation

17. Guiding principles of international and federal laws pertaining to medical use and
diversion of controlled substances

18. Availability of opioids for cancer pain: recent trends, assessment of system barriers, new
WHO guidelines, and the risk of diversion

19. Wins and losses in pain control

20. More federal drug control initiatives: Are they warranted? Will they consider the patient?

21. Regulatory influence on pain management: real or imagined?

22. Cancer pain: the U.S. responds

23. Opioids for chronic cancer and non-cancer pain: a survey of state medical board members

24. Single-copy serialized prescriptions: old regulation in new clothing?

25. State controlled substances laws and pain control

26. Pain and euthanasia: the need for alternatives

27. Legislating proper pain management

28. Cancer pain and regulation of opioids: balancing drug control and availability

29. Wisconsin physicians' knowledge and attitudes about opioid analgesic regulations

30. Federal and state regulation of opioids

31. A new drug law for the states: an opportunity to affirm the role of opioids in cancer pain
relief
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32. Oral morphine for the treatment of cancer pain

33. Why is a balanced policy important, and do we have it now?

34. The Wisconsin Cancer Pain Initiative

35. Achieving balance in drug policy: the Wisconsin model

36. The Wisconsin Cancer Pain Initiative: a progress report

37. Responding to prescription drug abuse

38. A report on the Wisconsin Cancer Pain Initiative

39. Wisconsin initiative for improving cancer pain management: progress reports

40, Delta 9 Tetrahydrocannabinol and therapeutic research legislation for cancer patients

* Feedback
* Links
Includes links to U.S. organizations that study pain policy:

American Academy of Pain Medicine

American Pain Foundation

American Pain Society

American Society of Addiction Medicine
American Society of Law, Medicine & Ethics
Cancer Detection & Prevention '
End of Life Physician Education Resource Center
Federation of Medicine

The Joint Commission on Accreditation of Healthcare Organizations
Last Acts

National Association of Boards of Pharmacy
National Conference of State Legislatures

Pain Research Group

Project on Death In America

Robert Wood Johnson Foundation

University of Wisconsin

UW Comprehensive Cancer Center

Wisconsin Cancer Pain Initiative

» Search: Enables visitors to search our site by keyword or concept
* Quick Reference

1. Evaluation Guide of 17 States - “Achieving Balance in State Pain Policy,” July 1999,
which is a document that presents a framework for understanding the potential of existing
policies to enhance or impede pain management. This page provides links to the Evaluation
Guide in three different formats: (1) on-line interactive version, (2) text version, and (3) PDF
version. The Evaluation Guide of 17 States will be replaced by the complete Guide to all 50
states and federal policy during the next year of the grant.
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2. Federal Pain Regulations - Presents the section from the Code of Federal Regulations that
relates to the prescribing of controlled substances.

3. Model Guidelines - Presents the full text of the Federation of State Medical Boards of the
U.S.’s “Model Guidelines for the Use of Controlled Substances for the Treatment of Pain.”
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Wood, Merry E 0 (,
From: David Joranson 6‘4
Sent:  Sunday, March 18, 2001 11:27 AM L’{

To:  MWOOD@wif.org | { b(/étz COXLLA
Cc: rgibson@rwif.org; vdw@rwif.org i 4 é{ ”

Subject: status report
Dear Merry,

Here is the status report that you asked for..sorry it took so long but it took some time to organize
the information and write it. Please note that it is not exhaustive. I hope it is what you were looking for.
Please let me know your reactions and if you have questions. I'll copy Rosemary and Vicki on this too.

You-all might be interested in three other items, which I have not included in the report because of
their sensitivity.

1. DEA is concemned about the sensational media coverage of oxycontin abuse and contacted my
recently to discuss the possibility that we could organize a meeting of key pain organizations to meet
with them to discuss the situation, explore various responses including a statement to the public and to
medicine about the need for a balanced that takes into account the abuse potential of these drugs and
also their important medical uses. I checked with key reps and everyone was very positive, so [ am in
the process of organizing a meeting of about 16 people including DEA (Pat Good), PPSG, APS
(Underwood, Portenoy), AAPM (Jeff Engle), AACPI (June Dahl), C-SP (Myra) and Last Acts (Vicki,
Karen).

2. We received a request from a lawyer to sign on to an amicus brief being submitted to the NM medical
board which is in the process of disciplining a physician for inappropriate prescribing. We decided
against it. But the interesting part was that the lawyer was making her case based on the NM Pain Relief
Act (immunity if you follow accepted guidelines), and was dismayed that the board's attorney implied
that the board basically ignored that law and any doc that counted on that law providing a shield or a
'safe harbor’ was making a big mistake. My response to her was that the law essentially was a law school
student project, and that the board had not supported the legislation, making the point that this is one
reason why we avoid legislation to clarify policy and address physicians' fears of regulatory scrutiny,
because if the board disagrees with the law they can undermine it. The metaphor was that there is a
hostile warship in the 'safe harbor.’ So here is a concrete example (with as much as we know about the
situation) where safe harbor laws fail to achieve their goals. The hard work remains to change the
attitude (or membership) of the board, and this was the same task that should have been addressed
instead of introducing legislation.

3. I'rec'd a call recently from a ID physician who lost his license for two years, from what I could make
out, he was probably doing ok in taking care of 300 patients chronic non cancer and some cancer pts,
except he admitted that his documentation was poor, but this was not the issue, the ID board policy
statement says that use of opioids chronically requires consultation, he did not do that, and so the board
nailed him for not obtaining cons. for pts with more than three months of opioids. (That requirement was

3/27/2001
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identified as an impediment in our eval guide) Now he has only a few days left to finish meeting with all
his pts and helping them to find other docs, no small task in that rural area, and I expect some/most will
have to cut down or eliminate their opioids, which will result in some big tragedies. I have been to Boise
and have observed the board in action in a legislative hearing, and this is a board that definitely needs to
be brought up to date.

Ideas welcome...

Best regards,

David

3/27/2001
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Status Report

“Building Capacity to Promote Pain Policy Through Evaluation,
Research and Communication”

In response to a request for a status report from the Robert Wood Johnson Foundation
staff, PPSG staff have prepared the following report about its activities in 2000 and 2001 to date.
Please note that the information is not exhaustive.

I. PoLICY

The PPSG has completed all of the policy projects of the first year of the grant.
These include publication of the Achieving Balance in Federal and State Pain Policies: A
Guide to Evaluation (the Evaluation Guide) and the Annual Review of State Pain Policies,
2000 (the Annual Review).

The Evaluation Guide is a 500-page document that presents the results of a
systematic content evaluation of federal and state pain policies relating to controlled
substances, medical and pharmacy practice. The document also contains recommendations
for changing state policy, a discussion of the regulatory systems that affect pain
management, and steps that legislatures and state agencies can take to improve pain
management without interfering with medical practice. The purpose of the document is to
promote a more “balanced” and consistent pain policy by improving knowledge about
existing federal and state policy, resulting in a more positive policy environment for pain
relief and end-of-life care.

The Annual Review is a 47-page document that summarizes and comments on each
new or amended state statute, regulation and medical board policy affecting pain
management that was adopted in the year 2000. It includes the full text of all the new
policies and an appendix containing the Federation of State Medical Boards’ “Model
Guidelines for the Use of Controlled Substances for the Treatment of Pain.” The policy
activity in 2000 shows that while some boards are adopting balanced policies, others have
not yet addressed this matter. There remains a large opportunity for state medical boards
to adopt and communicate to licensees policies that encourage improved pain management.

PPSG has contacted all the state medical boards twice and pharmacy boards once to
obtain all recently adopted and amended policies; these have been proofed and added to
the electronic database of state pain policies on the PPSG website.

Several articles have been published and four more articles are in various stages of
publication in major national peer-reviewed journals or books. These are listed in the
sections on recent and pending publications.
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In response to a question from Rosemary Gibson, PPSG provided a review of the
North Carolina chronology of policy development and communication. Since 1994, the
North Carolina Medical Board has adopted several policies, some in cooperation with the
nursing board and pharmacy beard, to recognize the use of controlled substances for pain
management and end of life care. The Board has repeatedly communicated these activities
to physicians through its newsletter, Forum and has sponsored educational programs
aimed at health-care professionals and the public. The Board’s efforts can serve as a model
for medical boards in other states. PPSG plans to submit a brief report to the Federation
Bulletin in an effort to spotlight this exemplary effort by the North Carolina boards.

II. COMMUNICATIONS

The following activities were aimed at getting the PPSG messages and products to the
right audiences.

1. Journal of the American Medical Association article “Trends in Use and Abuse of Opioid
Analgesics.”

JAMA developed and mailed a news release to 1500 reporters nationally. The news
release was accessible to over 2,000 domestic and international journalists through
"EurekAlert!" (a Web site for journalists maintained by the American Association for the
Advancement of Science).

PPSG developed and distributed a news release to 413 state medical societies, state
medical boards, state boards of pharmacy, attomey generals, grant advisors, academic
leaders and pain management advocates.

PPSG sent an email notification with a link to the article to 166 academic leaders, pain
management advocates, newsletters, professional societies and listserves.

JAMA published our Letter to the Editor: In reply to “Reporting drug abuse in the
Emergency Department” JAMA 284(5) in which PPSG praises the federal government for
agreeing to make a number of improvements to the DAWN system that were
recommended by PPSG in the article.

2. Achieving Balance in Federal and State Pain Policy: A Guide to Evaluation

PPSG mailed 449 printed copies to state medical and pharmacy boards, state medical
societies, grant advisors, academic leaders, pain management advocates and
organizations, drug regulatory leaders, State Pain Initiatives, Community-State
Partnerships, legislative librarians in all the states, as well as to select Members of
Congress.
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PPSG sent an email notification with a link to the document on our website to a national
list of 123 academic leaders, pain management advocates, newsletters, professional
societies, list serves and to Wisconsin legislators.

Requests continue to arrive; 85 additional Evaluation Guides have been distributed since
the initial mailing,

3. Annual Review of State Pain Policies 2000

PPSG sent 215 printed copies to the Cancer Pain Initiatives in the 5 states represented in
the report, legislative librarians in all states, each state medical board and society, the
National Advisory Committee for the Community-State Partnerships, and leaders in the
pain field.

PPSG sent an email notification with a link to the document on our website to a national
list of 150 academic leaders, pain management advocates, newsletters, professional
societies, Wisconsin legislators, and list serves.

4. Journal of the American Pharmaceutical Association, “Pharmacists’ knowledge and attitudes
about opioid pain medications in relation to federal and state policy.” (In process)

PPSG is sending an email notification to a national list of academic leaders, pain
management advocates, pharmacy boards, leaders in Wisconsin pharmacy practice, and
listserves. There will be a link to the abstract.

PPSG organized a meeting with Wisconsin pharmacy leaders to give them a ‘heads up’
and to generate discussion about actions to address the deficiencies reported in the article.

The Pharmacy Society of Wisconsin (PSW) plans to reprint the JAPhA article in their
Journal which will be distrubuted to 3,000 practicing Wisconsin pharmacists. PSW is
also considering a special mailing of the article and other pain management materials to
all pharmacists. PSW has invited PPSG to present the results and recommendations to
the PSW semi-annual and annual meetings. PSW is planning other related activities, such
as a clinical commentary on the issues raised by the article, as well as an analysis of what
pharmacists can do within the law, compared to what they usually hear about what they
can’t do.

5. Other communications activities have spotlighted PPSG work.
The American Pain Foundation requested PPSG to write an article for their new

newsletter, the Pain Connection. The article summarizes recent PPSG activities in the
United States and abroad. It will be published in the spring of 2001.
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The National Council of State Legislatures requested PPSG to prepare a piece about its
recent products that could be published November 6, 2000.

6. PPSG Brochure
A brochure for publicizing the PPSG message and resources and introducing the PPSG to
the media has been developed, although final design and printing have been delayed by
uncertainty about our move to a new location.

7. Website

The website is periodically checked and updated to ensure the links are working.

Three major new products have been added: (1) “Trends in Use and Abuse of Opioid
Analgesics,” (2) Achieving Balance in Federal and State Pain Policy: A Guide to
Fvaluation, and (3) Annual Review of State Pain Policies, 2000 .

The comprehensive database of the full text of all state pain policies is updated as new
policies are adopted.

The PPSG website receives an average of 3,000 users/10,000 hits/month.

8. Participation in list serves

PPSG staff monitor and participate in several national listserves about pain management,
end-of-life care and controlled substances regulation. We frequently provide comments,
accurate information in response to questions, and links to key resources that respond to

topics being discussed.

9. OTHER

PPSG posted a question on the Last Acts website in order to present a case of
physician being disciplined in Canada—-precipitating an outpouring of cries that this was an
attack on pain management. We presented facts of the case, and asked Dr., David
Weissman to respond, which he did, making it perfectly clear that the physician’s practice
was substandard.

PPSG has assisted several of the Last Acts communications firms to develop various

products, including reports on our work, policy briefs and audio-tapes.

II1. TECHNICAL ASSISTANCE
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PPSG has provided technical assistance to a variety of individuals and groups
including the American Bar Association, the California State Board of Pharmacy, and the
Hawaii Cancer Pain Initiative, and pain management and end of life care organizations in
Hawaii, Kansas, Maine, New Mexico, Texas, Wisconsin and Michigan,

For example, PPSG responded to a request from the Commission on End of Life
Care Committee on Prescription Drugs and the Michigan Hospice and Palliative Care
Organization by providing a written critique of their recommendations to change state
regulatory requirements relating to the use of controlled substances for pain management
and end of life care. Members of the PPSG participated in a conference call with the
Michigan committee to discuss their future steps.

PPSG helped to organize and moderate a summit meeting of health care
professionals, drug law enforcement and medical regulation from Maryland, West Virginia
and Virginia. The objective was to address health care professionals’ concerns about being
‘squeezed’ between new pain accreditation standards and their fears of being investigated
for prescribing ‘too much.’

Staff members have contributed to many national conferences and meetings,
including those of Last Acts; Midwest Bioethics; the Community-State Partnerships; the
American Alliance of Cancer Pain Initiatives; the American Pain Society; the American
Pharmaceutical Association; the American Society of Law, Medicine & Ethics; the National
Association of Boards of Pharmacy; the National Association of State Controlled
Substances Authorities; and Pain Management & Chemical Dependency. The National
Council of State Legislatures has indicated its desire for ongoing collaboration with the
PPSG.

Presently, PPSG is organizing an exploratory meeting to provide an opportunity for
the US Drug Enforcement Administration and key pain and end of life organizations to
review the situation with regard to the outbreak of abuse of oxycodone and discuss
responses.

IV. FEEDBACK/HONORS

PPSG products were recognized by the administrator of the New York Board of
Professional Medical Conduct. She told us that our work had played a major role in
development of the Board’s recent policy statement about the use of controlled substances
for pain management (enclosed), which includes many positive statements and none that
are negative according to PPSG policy evaluation criteria.

The immediate past president of the Missouri Medical Board stated that he wished
he could rewrite our state pain law after reading the PPSG Evaluation Guide.
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The PPSG website received StudyWeb’s® Academic Excellence Award as a premier
site for educational resources relating to Social Studies and Law.

The PPSG website was complimented by the President of Liquid Streaming®, a
website consulting firm in New York, who stated during a meeting of pain management
experts that the PPSG website was “one of the easiest medically-related websites to
navigate to find important policy and legal information.”

Mr. Joranson accepted the invitation of Dr. Russell Portenoy to become a member
of the Editorial Advisory Board of the Journal of Pain and Symptom Management.

V. NEXT STEPS

In the next few months we will start the year-two content evaluation of medical
board policies. We will compare medical board policies developed before the Federation of
State Medical Board’s Model Guidelines with those adopted afterwards to determine
whether later policies are more balanced, whether they are more direct in addressing
physicians’ concerns about regulatory scrutiny, and whether they are more likely to use
accurate terminology related to pain and addiction.

Further improvements will be made to the website, and our activities to provide
information and technical assistance will continue.

In the near future we will submit to RWJF a concept paper for discussion in regard
to possible projects.

VI. RECENT PUBLICATIONS

Gilson AM, Joranson DE, Ryan KM. Medical use and abuse of opioids. Journal of
Pharmaceutical Care in Pain & Symptom Control. 2000,8(4):1-4.

Gilson AM, Ryan KM. Midwest program feature: The University of Wisconsin Pain and Policy
Studies Group. Midwest Pain Society Update. 2000;Spring/Summer:6.

Gilson AM, Ryan KM, Maurer MA. A bibliography of recent pharmaceutical care articles on
pain management and end-of-life care issues. Journal of Pharmaceutical Care in Pain &
Symptom Control. 2000;8(4):49-56.

Joranson DE, Gilson AM. Pharmacists’ knowledge and attitudes about opioid pain
medications in relation to federal and state policy. Journal of The American
Pharmaceutical Association, 2001:41(2):213-200.
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Joranson DE, Gilson AM, Ryan KM, Maurer MA, Nischik JN, Nelson JM. Achieving Balance
in Federal and State Pain Policy: A Guide to Evaluation. The Pain & Policy Studies Group,
University of Wisconsin Comprehensive Care Center. 2000,

Joranson DE, Maurer MA, Gilson AM, Ryan KM, Nischik JN. Annual Review of State Pain
Policies, 2000. The Pain & Policy Studies Group, University of Wisconsin Comprehensive Care
Center. 2001.

Joranson DE, Ryan KM, Gilson AM, Dahl JL. Trends in medical use and abuse of opioid
analgesics. Journal of the American Medical Association. 2000;283(13):1710-1714.

Joranson, DE. Regulatory Issues in Pain Management Journal of the American Pharmaceutical
Association 2000; 40 (5): S60-S61.

VII. PENDING PUBLICATIONS

Gilson AM, Joranson DE. Controlled substances and pain management: Changes in
knowledge and attitudes of state medical regulators. Journal of Pain & Symptom
Management. In press. Received final galleys on 1-8-01, which were returned on 1-10-01;
awaiting publication of the article.

Joranson DE, Carrow GM, Ryan KM, Schaefer L, Gilson AM, Good P, Eadie J, Peine S,
Dahl JL. Pain management and prescription monitoring. Journal of Pain and Symptom
Management. In review. Manuseript submitted 1-19-01.

Joranson DE, Gilson AM. Federal and state policy issues in the use of opiocids for
treatment of pain in patients who abuse controlled substances. Principles of Addiction
Medicine (Third Edition). Manuscript submitted 11-20-01; awaiting reviewers’ comments.

Joranson DE, Gilson AM, Dahl JL, Haddox JD. Pain management, controlled substances,
and state medical board policy: A decade of change. Journal of Pain & Symptom
Management. Manuscript submitted 2-28-01.
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It is well recognized that pafn is prevalent in cancer and in other diseases and conditions,
especially near the end of life (Bernabei et al., 1998; Cleeland et al., 1997; Ferrell, Juarez, &
Borneman, 1999; Nowels & Lee, 1999; SUPPORT, 1995). Often, pain is not treated adequately.
Unrelieved pain can impair all aspects of ordinary life activities and can lead to a patient’s wish
for death (Institute of Medicine, 1997). Relief of pain improves quality of living and can
decrease suffering in the advanced stages of disease (WHO, 1986).

There are many pharmacologic and non-pharmacologic treatments that may be used to
relieve pain. Opioid analgesics such as morphine are safe and effective for the medical
management of pain, especially moderate to severe pain due to cancer (Jacox et al., March 1994;
Portenoy, 1989; 1996, WHO, 1996). Opioids must be available when and where patients need
them, especially when pain is severe (Institute of Medicine, 1997, WHO, 1990). Physicians,
pharmacists and nurses must be able to prescribe, administer and dispense opioids according to
individual patient needs (WHO, 1996). Historically, the use of opioids has been marginalized
due to concerns about side-effects and abuse liability. The use of opioids to manage chronic
non-cancer pain is becoming increasingly recognized. Even so, some patients find it difficult to
obtain this essential medication; this is especially true for patients in pain who have a history of
drug abuse or are using drugs for non-therapeutic purposes (Portenoy, 1996; Savage, 1999).

This article reviews the laws, regulations, and medical board policies that govemn the use
of apioids, including some that impede access to appropriat(e pain management for patients who

currently abuse, or have abused, controlled substances.

Policies Governing Drug Availability

\
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Before presenting specific policy language, brief definitions will be provided about the

types of policies that will be discussed.

“Law” is a broad term that refers to rules of conduct with binding legal force
adopted by a legislative or other government bodies at the international, federal,
state or local levels. Laws also can be found in treaties, constitutional provisions,

decisions of a court, statutes and regulations.

A “regulation” is an official rule issued by agencies of the executive branch of

. government. They are usually found in a state’s administrative code or code of
regulation. Regulations have the force of law, and are intended to implement or
interpret laws that grant regulatory authority to an agency, often to establish what
conduct is or is not acceptable for those regulated by the agency (such as
physicians, pharmacists, and nurses). Regulations of state agencies should not

exceed the scope of the agency’s statutory authority.

“Guideline,” as used here, means an official policy statement that is issued by a
government agency, such as a state medical board, to express it’s attitude or
position on a particular matter. While guidelines themselves do not have binding
legal force, they may outline parameters or standards of conduct for those who are
regulated by the agency. For example, a number of state medical boards have
issued guidelines regarding the medical use of opioids that define the conduct the

board considers to be within, as well as outside of, the professional practice of
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medicine. Some pharmacy and nursing boards have issued similar guidelines.
Guidelines also include policy statements that may appear in a position paper,

report, article, or agency newsletter.

Intemational Policy: The Principle of “Balance”

The prescribing and dispensing of opioids' is governed by international treaties, U.S.
federal law and regulations, and state laws and regulations. Although the singular purpose of
these policies typically is perceived to be the control of diversion and the prevention of illicit
drug use, drug control policy intends for there to be a second and equally important purpose —
that of ensuring drug availability. Opioids are necessary for relief of pain and must be
adequately available for medical purposes (United Nations, 1977a). Recognizing the presence of
both control and availability in public policy is referred to as a “balanced” approach (Joranson &
Dahl, 1989; Joranson, 1990a; Joranson & Gilson, 1994a). In achieving a proper balance between
availability and control, the United Nations drug control authorities assert that efforts to prevent
drug abuse and diversion shéuld nof interfere with the availability and medical use of controiled

drugs (United Nations, 1977a; 1977b).

1.S. Federal Policy

Many prescription drugs, including opioid analgesics, are approved as both safe and

effective for human use under medical supervision by the U.S. Food and Drug Administration

' Opioids, often referred to by regulatory agencies as “narcotic drugs,” is a legal term that includes opiates
and opioids, as well as cocaine and marihuana.
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(FDA), according to authority under the Federal Food, Drug and Cosmetic Act of 1962
(FFDCA). Prescribing decisions are medical decisions; physicians generally are allowed to
prescribe for a medical purpose and in the interest of the patient according to their best
judgement (Federal Register, 1975). Prescription drugs may be prescribed for other than their
specifically labeled indications or recommended doses if there is a medical rationale (Federal
Register, 1983). FDA does not regulate medical practice (United States vs. Evers, 1981). The
states, not the federal government, govern the practice of medicine (Joranson & Gilson, 1994a).

In addition, opioid analgesics are subject to controlled substances policies because of
their abuse liability. The Controlled Substances Act (CSA, 1970) is a federal law that establishes
the U.S. system of drug control and is intended to accomplish both goals of control and
availability, paralleling the international treaties. Availability is accomplished through a
regulated distribution system that governs import, manufacture, distribution, prescribing,
dispensing, and possession. Licensed professionals may prescribe, dispense, and administer
controlled drugs for legitimate medical purposes and in the course of professional practice if they
have a state license to practice their profession and a valid controlled substances registration
from the Drug Enforcement Administration (DEA) (DEA, 1990). To prevent diversion, the CSA
establishes a system of requirements, penalties, security, record-keeping and monitoring. The
Code of Federal Regulations (CFR) (Title 21, Chapter 2) is the regulation that implements
federal law. The CFR is administered by the DEA

The CSA recognizes that controlled substances are necessary for public health and that
availability of prescription controlled substances must be ensured. The CSA states that “many of
the drugs included within this title have a useful and legitimate medical purpose and are
necessary to maintain the health and general welfare of the American people” (p. 834).

5

P-43071 _ 00294



CSA Drug Schedules

The CSA classifies controlled substances into five schedules; each carries different
penalties for unlawful uses; requirements for prescriptions also vary depending on the schedule.
Schedule 1 lists the drugs that have no accepted medical use and are available only for scientific
research, such as marijuana, methaqualone, and the opioids such as heroin, Schedules II-V
contain drugs that have been approved by the FDA for medical use and have an abuse potential,
including the opioids. Opioids with the highest potential for abuse (and which also are
indispensable for relief of pain) are placed in Schedule II. Schedule II drugs include morphine,
hydromorphone, oxycodone, meperidine, fentanyl. Schedule III contains drugs with lower abuse
potentials (as well as important medical uses) than either Schedules I or I, and include opioids
such as hydrocodone and codeine combinations. Schedule IV includes opioids with important
medical uses, such as dextropropoxyphene and codeine compounded in smaller dosages.
Schedule V drugs have the lowest abuse potential and includes opioids primarily for medical use

as antitussives or antidiartheals.

Federal Laws Related to Opioid Prescribing

'All persons or business entities must be registered with the DEA in order to manufacture,
order, prescribe, or dispense controlled substances. All registrants’ purchases must be made
using a special triplicate order form (not to be confised witi1 the triplicate prescription form that
used to be required in several states) to monitor all transfers of controlled substances within a
“closed distribution system.” Prescriptions for Schedule II drugs must be in written form and
may not be refilled, while five refills are permitted for drugs in Schedules ITT and IV. Federal
law allows oral prescriptions of controlled substances in Schedule II in medical emergencies and
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under specific circumstances (21 CFR §1306.11(d)). Federal law also allows for the partial
dispensing (21 CFR §1306.13) and faxing (21 CFR §1306.11(a)) of Schedule II prescriptions
under certain circumstances. Federal laws and regulations do not limit the amount of the
prescription, the duration of prescribing, nor the period for which a prescription is valid. There
are penalties, both criminal and civil, for violation of federal requirements.

Under the CSA, 1t is not considered to be a legitimate medical purpose, and is therefore
unlawful, to prescribe narcotic drugs for the purpose of maintenance or detoxification treatment
of narcotic addiction; this activity requires federal registration as a Narcotic Treatment Program
(NTP). NTPs may dispense but not prescribe only those narcotic drugs approved for this
purpose, such as methadone, and must comply with federal and state methadone program
regulations. It is important to note that methadone may be prescribed and dispensed as an
analgesic by physicians and pharmacists with controlled substances registrations, just as one

would prescribe another Schedule II opioid analgesic.

State Policies

The regulation of medical practice occurs at the state, not the federal, level. Therefore,
numerous state laws, regulations, and other governmental policies may further limit medical
pfactice with controlled substances. State legislatures have adopted statutes to protect the public;
these provide authority for a state agency to license and discipline members of the medical
professions. The law creates a board, such as a Board of Medical Licensure or Boards of
Pharmacy or Nursing, that is responsible for licensing the members of the profession, as well as
disciplining licensees for violation of standards of professional conduct found in state statutes or

regulations.
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Boards may adopt regulations to implement the law governing medical practice; a board’s
rule-making procedures are a matter for public input and public record. Typically, thereis a
fixed number of board members also are appointed by the Governor for staggered terms.
Sometimes this is done in consultation with the profession’s state society. Board investigation of
a licensee may be initiated by a complaint or by referral from another agency.

Boards differ greatly as to the procedures used for initial inquiry and investigation into
complaints; some boards, by law, are required to investigate each complaint received; others can
exercise discretion. In some states, the mere filing of a complaint against a physician is a matter
of public record. Investigations may be prompt, and may be dropped due to insufficient
evidence, or may proceed to disciplinary action. Sometimes these proceedings take several years
before they are concluded. If the board finds there has been one or more violations, a range of
actions may be considered depending on the nature of the violation, and may include a warning,
education, limitation or removal of prescribing privileges, or suspension or revocation of the
professional’s license. Board disciplinary actions are reviewable by the state courts. Boards also
manage programs to assist in the identification, treatment and recovery of impaired licensees.

The licensing boards for each health-care profession have a national organization; for
medical boards, it is the Federation of State Medical Boards of the United States (FSMB); for
pha.tmacy boards, it is the National Association of Boards of Pharmacy; for nursing boards, it is
the National Council of State Boards of Nursing. These or-gz;nizations sponsor a number of
activities, such as: (1) annual meetings, (2) task forces to study specific issues relevant to the

regulation of that profession, and (3) technical assistance, training, policy development and

. preparation of model laws and regulations, and dissemination of information, including

newsletters, statistics about licensees and discipline.
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In addition to professional practice policy, the states have adopted versions of the CSA in
order to apply state laws to the control of controlled substances. Typically, these laws are
patterned after the model Uniform Controlled Substances Act (UCSA) prepared by the National
Conference of Commissioners on Uniform State Laws (NCCUSL) (August, 1970; July, 1990).
These state laws permit prescribing, dispensing, or administering of controlled substances for
legitimate medical purposes, although most do not specifically recognize the essential medical
value of controlled substances when they were adopted, as did the CSA. A revised model UCSA
has been prepared to correct this and other deficiencies (NCCUSL, July, 1994), but only a few
states have adopted the changes, including Washington, Colorado, and Wisconsin. The criminal
provisions of the state controlled substances laws are enforced by state and local police agencies,
while departments of regulation and licensing and pharmacy examining boards manage the
administrative aspects, such as drug scheduling. Some state agencies have issued regulations
that govern the prescription and dispensing of controlled substances more strictly than under
federal law (National Association of Boards of Pharmacy, 1998; Joranson & Gilson, 1994a).
Penalties for violation of prescribing requirements vary widely.

In addition, a number of states have laws that establish Prescription Monitoring
Programs. At this writing, there are seven states with laws requiring use of a special prescription
form and Electronic Data Transfer (EDT) to monitor prescriptions of controlled substances.
Typically, these programs apply to any medication in Schedule TI, including the opioids such as
fentanyl, hydromorphone, oxycodone, meperidine, and morphine. In these states, physicians are
required to obtain a special prescription form, often from the state agency that monitors the
prescriptions. Nine states use EDT alone to monitor such prescriptions. These programs do not

require physicians to use special prescription forms. The patient simply takes the regular
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prescription form to the pharmacy, and the pharmacist is responsible for relaying the prescription
information electronically to the relevant state agency. States wishing to adopt a prescription
monitoring program for the first time opt for EDT systems alone. States that have required

special prescription forms in the past have added EDT.
What is “Addiction”?

The use and definition of terms associated with drug abuse phenomena, such as
“addiction,” remains a point of confusion. Such confusion originates in part from official
definitions and expert opinions that have traditionally characterized addiction as primarily
physical dependence, as indicated by the withdrawal syndrome. In 1969, the World Health
Organization (WHO) replaced “addiction” and “habituation” with the term “drug dependence.”
The use of drug dependence was a major change; it was defined primarily as the use of a drug for
its psychic effects, and characterized by compulsive use. Physical dependence (as evidenced by
withdrawal syndrome) nor tolerance, by themselves or together, were no longer sufficient to
define drug dependence. The distinction between physiological adaptation to a drug (evidenced
by the development of withdrawal syndrom and tolerance) and compulsive use despite harm is
reﬂected in the two primary diagnostic classification systerqs_used by health-care and mental-
health professional: the WHO’s International Classification of Mental and Behavioural
Disorders (10" Edition) (ICD-10) and the American Psychiatric Association’s Diagnostic and
Statistical Manual (4" Edition) (DSM-IV). The criteria to diagnose “dependence syndrome” and
“‘substance dependence” from the ICD-10 and DSM-IV, respectively, include both withdrawal

and tolerance. However, compulsive use that contributes to personal impairment or distress must
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also be present for the diagnosis to be possible. As a result, a maladaptive pattern of behavior (as
represented by a compulsive desire to take the drug) is the essential characteristic of
“dependence.”

In 1993, the WHO Expert Committee on Drug Dependence further clarified that cancer
patients who use opioids should not be considered dependent solely on the basis of the
development of a withdrawal syndrome that would occur if the opioid medication were to be

stopped. The WHO has further reinforced this notion by stating that:

...dependence should not be a factor in deciding whether to use opioids to treat the

cancer patient with pain. (WHO, 1996, p. 41)

The accurate use of terminology is central to shaping a “balanced” policy on drug control
especially in the United States, where prescribing of opioids to maintain addiction is illegal. Itis
neither appropriate nor necessary to use terms to refer to persons as “addict” or “habitué” in
contrclled substance or professional practice policy. If these terms are used, they should be
defined so there is no possibility of confusion with pain patients who may be tolerant and/or
physically dependent (Joranson, 1990b; NCCUSL, 1990, 1994). It is now recognized that
tolerance and physical dependence denote normal physiological adaptation of the body to the
presence of an opioid; thus, a patient being treated with opioid analgesics may develop physical
dependence and/or tolerance. Confusion of addiction or drug dependence with physical
dependence or tolerance can result in labeling a pain patient as an “addict” or “drug dependent,”
and increase the risk of inadequate pain treatment.

Indeed, Weissman and Haddox (1989) have defined the term “pseudoaddiction.” This
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term characterizes a situation in which the pattern of pain relief-seeking behavior by a pain
patient who is receiving inadequate pain management is mistaken by health-care providers for
drug-seeking behavior characteristic of addiction or dependence. The inappropriate perception of
pain patients as drug-seekers or addicts may result in denial of the opioid prescriptions they may
need pain management. There has been at least one documented case where an inadequately
treated pain patient illegally called in controlled substances prescriptions only to obtain pain
relief. Prosecutors viewed the patient as a drug abuser, even though evaluation for pain was

positive and was negative for addictive disease (State of Wisconsin vs. Holly, 1997).

Policies That Can Affect Prescribing to Pain Patients who Abuse Controlled Substances

Federal Policy

Federal policy has several provisions that will be examined.
Definition of “addict.” The CSA defines a class of persons called “addict” as an

individual who:
habitually uses any narcotic drug so as to endanger the public morals, health,
safety, or who is so far addicted to the use of narcotic drugs as to have lost power

of self-control with reference to his addiction. (p. 836)

The definition is circular and uses archaic terminology. However, since the main component of
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the definition is loss of control and harm, the potential for this term to confuse an addict with a
pain patient is low. It is possible, however, that this old definition assumes that addiction means
physical dependence/withdrawal, since this term appeared in law long before the more recent
distinction was made between physical dependence and compulsive behaviors that characterize
addiction.

This latter possibility is supported by the federal regulation that governs dispensing of
methadone for maintenance or detoxification treatment of narcotic addiction in an NTP.
Eligibility for admission to an NTP requires that the person be “narcotic dependent,” defined as
“an individual who physiologically needs...a heroin or morphine-like drug to prevent the onset of
signs of withdrawal” (CFR 291.505(a)(5)). Anecdotal reports suggest that some chronic pain
patients are indeed being admitted to NTPs only to obtain methadone for pain relief (Joranson,
1997). A California NTP director has estimated that approximately 200 patients had been
admitted to NTPs duﬁné the mid-1990s for the treatment of chronic pain conditions, and that
these were individuals who had demonstrated no behavioral characteristics of addiction
(Tennant, 1996). Thus, federal regulations contain language that confuses physical dependence

with addiction and allows pain patients to be admitted to addiction treatment programs.

State Policies

Studies have demonstrated that state policies are not as balanced as international and
federal policy (Joranson, 1990a; Joranson & Gilson, 1994a). Many state laws do not recognize
the value of controlled drugs to public health as does federal law. States have laws, regulations,
or other governmental policies that restrict prescribing and dispensing of opioids more than
federal policy; such policies have the potential to interfere with patient care decisions that should
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be made by health-care professionals, rather than by government officials.

Studies of regulatory impediments to pain in state policies began in Wisconsin in the
mid-1980s (Hill, 1989; Joranson & Dahl, 1989; Joranson & Gilson, 1996; 1997). Subsequently,
a succession of reports on inadequate pain management by national expert groups identified
regulatory impediments in state policies (Federation of State Medical Boards of the U.S., May
1998; Institute of Medicine, 1997; Jacox et al., March 1994; Merritt, Fox-Grage, & Rothouse,
1998; National Conference of Commissioners on Uniform State Laws, July 1990; July 1994).
Many of the restrictive provisions that have been identified in state policies date back as far as 25
years, and appear to have been based on now-outdated conceptions about addiction and side-
effects of opioid analgesics.

A comprehensive criteria-based evaluation of strengths and weaknesses of policies in 17
states has been accomplished (Joranson, Gilson, Ryan, Maurer, & Nelson, July 1999).
Evaluation of the remaining states and federal policy will be completed in 2000. This evaluation
has identified a number of provisions that have the potential to impede pain management, as well
as a number which have the potential to enhance pain management. Some states restrict the
quantity of controlled substances that can be prescribed at one time, or limit the validity of a
prescription to a few days. A number of states have imprecise terminology that could confuse
pérsons with addictive disease or drug dependence with pain patients. One example of such
language can be found in Oklahoma (Oklahoma Uniform Controlled Dangerous Substances Act,
§2-101(15)), which uses a definition of “drug-dependent person” that is fairly common in state

laws:

a person who is using a controlled dangerous substance and who is in a state of
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psychic or physical dependence, or both, arising from administration of that

controlled substance on a continuous basis,

Several states also require physicians to report to a government agency patients to whom they
prescribe controlled substances for more than several months. Such a policy can create an
additional administrative burden for the physician. In addition, such a policy can cast a shadow
over the treatment of pain in patients with a substance abuse history and in those pain patients
who currently use drugs for non-therapeutic purposes. For example, these clinical situations
occur with patients who have AIDS. Some states, including New York and Texas, have revised
their definitions to permit the treatment of substance abusers with controlled substances. The full
text of state pain policies can be found on the PPSG website at www.medsch.educ/painpolicy.
Intractable Pain Treatment Acts. Since 1989, a number of state legislatures have adopted
Intractable Pain Treatment Acts (IPTAs). A review of IPTAs suggests that, although the intent
of these policies is to address physician fear of regulatory scrutiny, they also have provisions that
if strictly implemented would restrict physician prescribing and patient access to opioid
analgesics (Joranson, 1995; Joranson & Gilson, 1997). Potentially restrictive language can be
found in most IPTAs’ definition of intractable pain. The Texas IPTA (Texas Intractable Pain
Treatment Act, Article 4495c) was the first intractable pain-related policy and has served as a

model for five of the other nine states (56%) with IPTAs. It defines “intractable pain” as:

...a pain state in which the cause of the pain cannot be removed or otherwise
treated and which in the generally accepted course of medical practice no relief or

cure of the cause of the pain is possible or none has been found after reasonable
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efforts. (emphasis added)

Taken in the context of a law relating to the use of opioid analgesics, such a definition
implies that a physician’s prescribing of controlled substances for chronic pain is outside of
generally-accepted medical practice unless done within the parameters of the IPTA. Further,
limiting the use of opioids only to those patients were other efforts have failed implied that use of
opioids is a treatment of last resort. Thus, despite the intent of IPTAs to encourage pain
management, these laws appear to position the use of opioids nearer to the edges of medical
practice rather than at the center.

A balanced approach to drug policy will recognize that physicians should make medical
decisions based on the treatment needs of individual patients. However, before prescribing
opioids, some IPTAs require the physician to obtain a consultation or an evaluation of every pain
patient by a specialist in the organ system believed to be the cause of the pain, in order for the
physician to be immune from discipline. Such a governmental requirement appears to further
marginalize pain management and does not take into account the expertise of the physician or the
patient’s needs, which in some cases could be relatively straightforward or of an immediate
nature. Such policies may discourage pain management because of the increased time and
administrative burden for the physician as well the possibility of increased cost to the patient.

Further, immunity from discipline under some IPTAS excludes a physician’s prescribing
to the entire class of patients who use dmgs; non-therapeutically and, therefore, may have the
unintended effect of excluding substance abusers from pain management (Joranson & Gilson,
1994b). Such provisions appear to conflict with federal policy which only prohibits physicians
from prescribing narcotic drugs for the purpose of maintaining narcotic addiction, but does not
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prohibit prescribing of opioids to persons who have pain and also addictive disease. Such state
policies have the clear potential to interfere with the treatment of pain in persons who have
addictive disease and who have cancer or AIDS.

State Medical Board Policies. A recent content evaluation of state medical board
guidelines found that almost 80% of these policies established recommendations or specific
requirements regarding prescribing of opioids for patients with a history of drug abuse

(Monterroso, Gilson, Williams, Nelson, Joranson, October 1997):

® to evaluate each patient for a history of addiction or for current addiction;
@ to consult another physician about the diagnosis;
® to provide extra care and special attention,;

® to establish treatment according to the possibility of drug misuse; and

® to be “vigilant” with regard to drug-seeking behaviors.

Several policies also stated that it would be inappropriate medical practice to prescribe controlled
substances to a person who used drugs non-therapeutically. In sharp contrast, one state’s policy

stated that:

“Addicts can be the legitimate victims of pain, independent of their
addiction...although it is appropriate to prescribe for pain control, extra diligence
must be exercised with such patients.” (New Mexico Board of Medical

Examiners, July 1997, p. 1).
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It is evident that some state medical board policies that are intended to improve access to pain
management do not contain language that would include patients who use (or have used) drugs

for non-therapeutic purposes.

Perceived Risk of Regulatory Scrutiny

A number of studies and articles report that physicians are reluctant to prescribe opioid
analgesics because they are concermed about being investigated by a regulatory agency (Institute
of Medicine, 1997; Hill, 1993; Joranson & Gilson, 1994b; Haddox & Aronoff, 1998; Martino,
1998). A pilot survey of Wisconsin physicians conducted in 1991 found that more than one-half
reported that they would reduce the dose or quantity, reduce the number of refills, or choose a
drug in a lower schedule because of concern about regulatory scrutiny (Weissman, Joranson, &
Hopwood, 1991). In addition, 40% of the physician-members of the American Pain Society
(APS) agreed in 1991 that their prescribing of opioids for chronic nonmalignant pain was
influenced by legal concerns (Turk, Brody, & Okifuji, 1994). Although these studies suggest
that physicians fear discipline from a regulatory agency, is this fear warranted?

In 1991, all state medical board members in the U.S. were surveyed to learn more about
whether regulators’ knowledge and attitudes about the medical use of opioids for chronic cancer
and non-cancer pain could pose a risk to the physician who prescribe opioid analgesics
(Joranson, Cleeland, Weissman, & Gilson, 1992). Board mémbers were asked to give their
opinion about the legality and medical acceptability of prescribing opioids for more than several
months in four patient scenarios involving malignant and non-malignant pain, with and without a
history of drug abuse of the opioid type. There were five possible responses: (1) lawful and
generally acceptable medical practice, (2) lawful but generally not accepted medical practice and
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should be discouraged, (3) probably a violation of medical practice laws or regulations apd
should be investigated, (4) probably a violation of federal or state controlled substances laws and
should be investigated, and (5) don’t know.

Only 75% of medical board members were confident that prescribing opioids for chronic
cancer pain was both legal and acceptable medical practice; 14% felt it was legal but would
discourage it; 5% believed that the practice was illegal and should be investigated. If the cancer
patient with chronic pain had a history of opioid abuse, less than half of the respondents (46%)
were confident in prescribing opioids and 22% would discourage the practice. Fourteen percent
considered the practice to be a violation of medical practice law and 12% viewed it as a violation
of controlled substances laws. When the patient’s chronic pain was of non-malignant origin,
only 12% of respondents were confident that prescribing opioids was both legal and medically
acceptable; 47% would discourage it; and nearly a third recommended investigating the practice
as a violation of law. Finally, only 1% of respondents viewed the prescribing of opioids for more
than several months to a patient with chronic non-malignant pain and a history of opioid abuse as
legal and acceptable medical practice.

Overall, it appears that many medical board members lacked knowledge about the use of
opioids and other controlled substances to manage pain. To varying degrees they would
discourage or investigate the prescribing of opioid analgesics for chronic pain, particularly if the
patient does not have cancer but especially if the patient had a history of drug abuse. It is
important to recognize that the presenting problem in each scenario was pain, not addiction.

Results from this survey also suggested that there was confusion about the meaning of
addiction. Respondents were asked to define “addiction” by selecting one or more appropriate

terms from the following list: physical dependence, tolerance, psychological dependence, other,
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and don’t know. Eighty-five percerit of board members included physical dependence as a
characteristic of addiction. Only 10% of respondents defined addiction solely by psychological
dependence, whereas 21% and 1% viewed it to be only physical dependence or tolerance,
respectively. These responses were given even though addiction is not established by the
presence of physical dependence or tolerance, but rather by a maladaptive pattem of use
including loss of control, adverse consequences of use, and unwarranted preoccupation
(American Academy of Pain Medicine/American Pain Society, 1997; American Pain Society,
1999; American Society of Addiction Medicine, 1998). It was evident that medical board
members needed updated information about the use of opioid analgesics and law governing
controlled substances. Therefore, we offered to provide workshops on pain management to any
interested state medical board.

From 1994 to 1998, state medical boards have participated in 11 pairll management
workshops sponsored by the PPSG and the FSMB. During the same period, boards began to
adopt guidelines (and in a few cases, regulations) to encourage improved pain management and
to dispel physicians’ fear of discipline (Joranson & Gilson, 1996; Joranson, Gilson, Dahl, &

Haddox, in review).

Model Guideline

In 1998, the FSMB adopted a document entitled “Model-Guidelines for the Use of
Controlled Substances for the Treatment of Pain.” The purpose was to promote positive state
medical board pain policy and greater policy consistency between the states, The Model
Guidelines were developed as a cooperative effort between the FSMB and representatives of
state medical boards, the PPSG, the APS, the American Academy of Pain Medicine, and the
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American Society of Law, Medicine and Ethics. The FSMB disseminated the Model Guidelines
to each state medical board with a request that they be considered and adopted as policy.

The Model Guidelines state that opioid analgesics may be necessary for the treatment of
pain, including pain associated with acute, cancer, and non-cancer conditions. If adopted by state
medical boards, the positive language would communicate to medical professionals that their
licensing board recognizes there are health benefits to using controlled substances as part of
legitimate medical practice.

The Model Guidelines address directly the limitations inherent in current board policies,
as identified by the content evaluation. Although many existing medical board policies do not
have a clear statement of purpose, the model guidelines encourage pain management, and clarify
that effective pain management is expected in good medical practice. In addition, the policy
recognizes that physicians are concemed about regulatory scrutiny and provides them with
information about how the board distinguishes legitimate medical practice from unprofessional
conduct. The Model Guidelines make it clear that judgements about the legitimacy of a medical
practice will be based on the treatment outcomes for patients, rather than on the amount or
duration of prescribing,.

The Model Guidelines also contain a set of recommended treatment parameters for using
controlled substances for pain management, which are based on principles of good medical
practice. Seven outlined treatment steps are included: (1) medical history and physical
examination, (2) treatment plan with identified objectives, (3) informed consent to treatment, (4)
periodic review of treatment, (5) consultation as necessary, (6) accurate and complete medical
records, and (7) compliance with both federal and state controlied substances policy. The Model

Guidelines recognize the need for flexibility, stating that a physician may deviate from the

21

P-43071 _ 00310



guidelines for good cause shown (F SMB, May, 1998).

Another important improvement of the Model Guidelines is the definition of addiction-
related terms, which are sometimes used inconsistently or inappropriately in existing board
policies. Definitions that conform to currently accepted medical standards are provided for

49§46

“addiction,” “physical dependence,” “psychological dependence,” “tolerance,” and “pseudo-
addiction.” These definitions clarify that physical dependence or tolerance do not characterize
addiction. The knowledge and appropriate use of correct terms decreases the likelihood that pain
patients will be viewed as “addicts” by health-care professionals (Joranson & Gilson, 1998).

The Model Guidelines do not exclude patients with addictive disease from treatment of
pain with opioid analgesics. The FSMB recognized that the decision to prescribe controlled
substances to a patient should be based on clinical findings in the individual patient; however,

physicians are urged to “be diligent in preventing the diversion of drugs for illegitimate

purposes” (FSMB, May, 1998, p. 1).

Conclusion

In recent years, pain management has become a higher priority in the U.S. health-care
system. The use of opioids for the treatment of acute and chronic pain, both cancer and non-
cancer related pain, in patients with histories of addictive disprders or drug abuse is lawful under
Federal law. However, from this review of controlled substances and professional practice
policy it is evident that some state policies and the views of some state medical board members
may discourage the prescribing of opioid analgesics when needed by pain patients who have
addictive disorders. It is necessary to identify and change such policies. Health-care

professionals should be educated about treating pain in substance abusers, which remains a
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complex and intensive task. Trained and experienced practitioners who also are knowledgeable
about the policy in their state will be in a much better position to evaluate the medical needs of

such patients.
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Abstract

Physicians report that concern about regulatory scrutiny and the possibility of unwarranted
investigation and discipline from regulatory agencies affects negatively their prescribing opioid
analgesics to treat pain. This article describes a 10-year program of research, education, and
policy evaluation with state medical boards to increase understanding that the appropriate use of
opioid analgesics for pain management is a legitimate medical practice. A survey of state
medical board members conducted in the early 1990s led to a series of educational workshops for
board members about pain management and controlled substances policy. During this period, a
number of state medical boards ad;)pted new pain-related policies. An evaluation of these
policies was used to inform the development of model guidelines that medical boards can adopt
to clarify state policy regarding thg use of controlled substances for pain management.
Recommendations are provided for further actions that state medical boards can take to address

inadequate pain management and concerns about regulatory scrutiny.
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Introduction

There are many safe and effective treatments for pain, both pharmacologic and non-
pharmacologic. Opioid analgesics are essential for the treatment of moderate to severe pain,
especially acute pain '? and cancer pain,™ as well as for certain patients with chronic non-cancer
pain.*® Despite the availability of such treatments, the inadequate-management of pain has been

well documented in patients with a variety of diagnoses and conditions ™! and in a variety of

health-care settings.'>"® i

A number of factors contribute to the undertreatment of pain, including physicians’ fears
of being investigated for excessive prescribing of opioids.'®™ This article summarizes a program
of research, education and policy evaluation to address this problem The program was

undertaken by the University of Wisconsin Pain & Policy Studies Group (PPSG), in cooperation

with state medical boards and national pain associations. The program was developed in several

stages, and included a national survey of state medical board members, educational workshops
for board members, evaluation of medical board policies, and technical assistance to develop )

model state medical-regulatory guidelines for the use of controlled substances in pain

management.

-

Physician Concern About Regulatory Scrutiny

A 1990 survey of oncologists that studied the reasons for inadequate cancer pain

management found that 18% rated excessive regulation of analgesics as one of the top four
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barriers.”* Indeed, oncologists in several states have been investigated and prosecuted for
prescribing opioids to cancer patients (who were by then deceased). Eventually the charges were
dropped, but these events reached the news media, including cancer journals.”’

A 1991 survey of Wisconsin physicians found that more than half would at least
occasionally reduce dose, quantity or refills, or prescribe a drug in a lower schedule due to fear of
regulatory scrutiny.® Concerns about investigation were least when opioids were prescribed for
acute pain, but increased if prescribing was for chronic cancer pain; concern was greatest if
prescribing was for chronic pain not related to cancer, or for patients with a history of drug abuse.

In that same year, a survey of physician-members of the American Pain Society (APS),
40% said that concerns about reguiatory scrutiny rather than medical reasons led them to avoid
prescribing opioids for chronic non-cancer pain patients.??” In a national survey of physicians,
respondents tended to agree that regulatory pressure restricted their use of opioids for patients
with chronic non-cancer pain.” Indeed, the use of opioid analgesics for chronic non-cancer pain
has been controversial and discouraged by some in both the pain and regulatory
communities.>?*? More recently, clinicians, researchers, and regulators have re-examined the
use of opioids for chronic non-cancer pain, concluding that there is a role for opioids in carefully-

selected patient populations.**
Research and Education with State Medical Boards

In 1991, following our survey of Wisconsin physicians, we surveyed all state medical

board members.” The purpose was to assess whether board members’ knowledge and attitudes
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posed a threat to physicians who prescribe opioids for management of chronic cancer and non-
cancer pain. With the cooperation of the Federation of State Medical Boards of the United States
(FSMB), a confidential pre-tested questionnaire was mailed to all 627 state medical board
members. A 50% response rate was achieved. Respondents represented 49 states, with a mean
of six respondents per state. We summarize that portion c3f the results relating to board
members’ views about the legality of extended opioid prescribing.”

" Board members were asked their opinions about the legality and medical acceptability of
prescribing opioids for more than several months to patients with different diagnoses, including a
p?atient with chronic cancer pain and a patient with chronic non-cancer pain. The respondent
could choose from five response options, that the prescribing practice was: (1) lawful and
generally acceptable medical practice, (2) lawful but generally not acceptable and should be
discouraged, (3) probably a violation of state medical laws or regulations and should be
investigated, (4) probably a violation of federal or state cb_ntrolled substances laws and should be

investigated, and (5) don’t know. It should be noted that federal policy recognizes that the use of
opioids for pain, including for patients with chronic disorders, is a legitimate medical practice )
and therefore lawful >3 -

Only 75% of the respbndents agreed that the prescribing of opioids for the cancer patient
was legal and generally acceptable medical practice. Confidence in the legality of prescribing for
the patient with chronic non-cancer pain was 12%; the majority of respondents would discourage
this practice, or even investigate it as a violation of law. It is of interest that the respondents’

median year of graduation from medical school was 1961. Most of these physician-board

members received their medical training well before pain became a clinical science, before pain
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relief had become a public health priority, and well before the growing recognition that opioids
could be used for patients with chronic non-cancer pain.

The survey results suggested a need to update medical board members’ knowledge about
pain management and public policy. We published the results in the FSMB journal, the
Federation Bulletin, in order to communicate directly with the medical boards. We offered to
organize seminars about pain management for board members, believing that they would want to
know about recent developments in pain management, and that they would respond to other
physicians’ concerns about being investigated for prescribing to treat chronic pain.

The PPSG and the FSMB cosponsored a series of 11 workshops on “Pain Management in
a Regulated Environment” betweer; 1994 and 1998. The faculty for all workshops were David E.
Joranson, MSSW (representing the PPSG), June L. Dahl, Ph.D. (representing the APS), and J.
David Haddox, DDS, MD (representing the American Academy of Pain Medicine [AAPM]).
The faculty was knowledgeable in public policy, pharmacology, pain medicine and addiction
medicine. The content of each workshop included the extent of the pain problem; the reasons for
inadequate management of pain including exaggerated fear of addiction and concerns about
regulatory scrutiny; methods for the assessment and treatment of pain; a review of recent
advances in the understanding of pain physiology and opioid pharmacology; and the status of
controlled substances and professional practice law, regulations, and medical board guidelines
about the use of controlled substances for pain management.*

Overall, 297 representatives of state medical boards participated in the one-day
workshops, representing 40 states and approximately 25% of the total board member population.

Participants in the workshops included both physician and public members, as well as
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investigators, attorneys and administrative staff.

The Evaluation of State Medical Board Policy

In the next phase of the program, we evaluated state medical board policies to better
understand the potential for these policies to pose a threat to physicians who prescribe controlled
substances for pain management. Medical board policies, or “guidelines,” express the attitude of
the board regarding controlled substances and pain management. We found that, 10 years ago,
f;.w medical boards had adopted policies relevant to controlled substances and the treatment of
pain. By 1999, more than half of the state-medical boards had adopted pain guidelines (see
Figure 1). However, our evaluation found that only some of these encourage better pain
management, address physicians’ concerns about regulatory scrutiny, or clarify the board’s view
of role of opididsin pain management.** The full text for the medical board policy in each state
can be found on the PPSG website, at www.medsch,wis¢.edu/painpolicy. —

Three researchers used a team analysis approach® to evaluate guidelines and policy
statements that had been adopted in 24 states between 1989 and 1997, the most recent year for
which policies were available when this study was begun (see Table 1). Each policy was rated by
the three researchers according to several criteria. A determination was made by each rater as to
whether the guidelines contained the following items: (1) stated purposes to address concerns
about regulatory scrutiny, encourage pain management, and encourage physicians to become

knowledgeable about pain management; (2) recognition of the medical use of opioids for pain,

including chronic non-cancer pain; and (3) restrictions or requirements that could interfere with
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prescribing opioids for pain manageﬁxent.

The raters’ evaluations of the items found in each policy were compared to determine the
extent of discrepancy, i.e., when raters had different responses. There was an initial agreement of
86% among raters, suggesting high “reproducibility” (p. 17).”” For each discrepancy, the reasons
were determined and a consensus was achieved and recorded on the extent that the items were
present in each policy.

Stated Purpose of the Policy. Fifty-four percent of the 24 guidelines (13 states)
recognized physicians’ concerns about regulatory scrutiny but only 33% (8 states) addressed the
concerns by providing guidelines or principles the board uses to distinguish legitimate from
questionable prescribing practices.“ Thirty-eight percent of the guidelines (9 states) actually
encouraged pain management, altl_mugh 45% (11 states) provided physicians with sources of
information about pain management, such as the Agency for Health Care Policy and Research
clinical practice guidelines or the AAPM/APS consensus statement.

Recognition of Medical Uses for Opioids. Thirty-eight percent of the guidelines (9 states)
recognized the use of opioids for cancer pain specifically; 46% (11 states) recognized that
opioids may be used for chronic non-cancer pain. Twenty-one percent of the guidelines (5 states)
stated the principle that pain management, including the use of opioid analgesics, should be
considered a part of quality medical practice.

Additional Requirements and Restrictions. Several board policies placed additional
requirements and restrictions on physicians’ use of controlled substances for pain. Two states
required that other treatments be attempted before opioids are used for chronic non-cancer pain.

Twao state boards asserted that the physician is responsible for knowing if the patient is a drug

P-43071 _ 00327



abuser; two guidelines appeared to completely restrict physicians from prescribing for patients
who use drugs “non-therapeutically” or who have a history of drug abuse.

The evaluation showed a lack of clear and consistent purpose, as well as considerable
variation among states.’”® We presented the content analysis results to the FSMB, which had
already started looking into ways of improving the content and consistency of state medical board

pain policies.

The Development of Model Guidelines for State Medical Boards

In 1997, the FSMB convened a task force of pain, policy and regulatory experts to
develop “Model Guidelines for the Use of Controlled Substances for the Treatment of Pain,”*
which could be given to all state medical boards for their consideration. A draft was prepared,
taking advantage of language from sever;al state medical boards’ policies that were considered to
be models.** The FSMB sponsored a public forum to take comments on the draft h—/lodel
Guidelines from a variety of medical and pain organizations, state medical boards, and patient )

advocacy groups.”’ A representative of the U.S. Drug Enforcement Administration (DEA)

presented a written statement which said in part:

The guidelines will help physicians comply with acceptable pain management
standards and will help DEA and other regulators determine whether such
treatment is appropriate under the circumstances. Perhaps most importantly, the

guidelines will help ensure patient access to needed controlled substances for pain
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management. (p. 4)"'

The Model Guidelines contain language that clearly recognizes the medical uses of
controlled substances for pain, encourages physicians to provide adequate pain management for
all patients, recognizes and addresses fear of regulatory scrutiny, and encourages physicians to
update their knowledge about pain management (see Table 2).

In addition, the Model Guidelines present clear guidelines for prescribing controlled
substances are that based on the general principles of good medical practice. These include a
bonafide physician-patient relationship, physical examination, diagnosis, treatment plan,
informed consent, periodic monitox;ing, documentation, consultation as needed, and adherence to
federal and state laws concerning controlled substances. The Model Guidelines recognize that
opioids may be appropriate for pain control even when a person has a history of substance abuse.
Up-to-date definitions are provided for key terms that are commonly misused, including
addiction, tolerance and physical dependence. A relatively new concept, “pseudoaddiction,”™ is
also presented in order to draw attention to the need to distinguish between patients who request
more pain medications because their pain is inadequately managed, and persons who seek drugs
for other than legitimate purposes.

The Model Guidelines do not contain unwarranted additional requirements or restrictions.

Indeed, they are intended to be flexible:

Each case of prescribing for pain will be evaluated on an individual basis. The

board will not take disciplinary action against a physician for failing to adhere

10
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strictly to the provisions of these guidelines, if good cause is shown for such
deviation. The physician’s conduct will be evaluated to a great extent by the
treatment outcome, taking into account whether the drug used is medically and/or
pharmacologically recognized to be appropriate for the diagnosis, the patient’s
individual needs — including any improvement in functioning — and recognizing

that some types of pain cannot be completely relieved. (p. 4 »

The Model Guidelines were unanimously adopted by the Federation’s House of Delegates
0;1 May 2, 1998. Subsequently, they were endorsed by the APS and the AAPM.* The Model
Guidelines represent an emerging consensus among groups representing the perspectives of pain
management, regulation, and drug law enforcement about the medical use of controlled -
substances for the treatment of pain. The intention of the FSMB is that the Model Guidelines be

considered and acted upon by all state medical boards.* The Model Guidelines can be obtained

directly from the FSMB website: www.fsmb.org. -
Discussion

That physicians fear they will be investigated for writing excessive opioid prescriptions
has been described as an “unwritten doctrine” (p. 257).* Although opioid analgesics are
regarded as the mainstay of treatment for pain related to surgery and trauma for many years,
national encouragem.ent of their use for acute and cancer pain did not occur until the

mid-1980s."* Consensus about the use of opioids in chronic non-cancer pain has been lacking,

11
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bur has begun to appear.®* With these changes, the advent of new information about pain
physiology, opioid pharmacology, and revised conceptions of addiction and dependence, a new
body of knowledge is being incorporated into medical education and practice.” It is extremely
important to ensure that state medical policies adapt to these changes. The Model Guidelines
provide a carefully-drafted policy framework that can be considered by state medical boards to
accomplish this goal. However, many state medical boards have yet to adopt the new guidelines,
as recommended by the FSMB.** Since May of 1998, six state medical boards have developed
policies that are substantially the same as the Model Guidelines: Alabama, Florida, Kansas,

Nebraska, Pennsylvania, and Utah.
Conclusions and Recommendations

Successful elimination of physician fear of regulatory scrutiny will depend in part on
achieving more balanced controlled substances policies in each state, policies that aim not only to
prevent drug abuse but also acknowledge the important medical uses of controlled substances, in
particular the opioid analgesics.*® It is recognized that it would be an impossible task for medical
boards to issue new policies to keep pace with developments in the management of diseases and
conditions. However, the Model Guidelines are not clinical practice guidelines; rather, they
encourage improved pain management and address physicians fe_ar of regulatory scrutiny, which
has been identified as a major barrier to the adequate treatment of pain.

We recommend that all state medical boards consider the reasons for inadequate pain

management in the state, adopt guidelines on the use of controlled substances for pain

12
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management, and take other actions to ensure that investigations and discipline are consistent
with board policy. New guidelines should be based on the FSMB Model Guidelines and they

should be disseminated to physicians, as well as publicized. Medical boards are encouraged to

sponsor educational efforts to communicate with physicians and address their perceptions of risk.

We urge that medical boards cooperate with state boards of pharmacy and nursing to coordinate
and establish policies that reflect a consensus of hffalth-care professionals, as has been done in
California, Washington, and North Carolina.

Even though medical boards disseminate guidelines to their license_es, practitioners often
re-main unaware of new policies in their state.*®*’ The North Carolina medical board has made
great effort to disseminate its guidelines, and to sponsor educational programs for both the public
and professionals, which is an example of what medical boards can do after they adopt policies.
Most medical boards do not have educational resources to do this and will need support. One
strategy that has been employed in Alabama is joint spons;c_Jrship of educational offerings by the
Medical Board and the state medical society. In addition, approximately 75% of medical boards
sponsor a website and a newsletter; these are cost-effective and direct ways for boards to —
communicate with licensed practitioners to inform them of the board’s policy to encourage pain

-

management,

If the collective efforts of the pain management and regulatory communities do not make
significant progress to eliminate fears of regulatory scrutiny, frustration with physicians who do
not provide adequate pain management will mount and may lead to policies that penalize
inadequate pain management. Such policies have already been discussed by the Institute of

Medicine and state medical boards.”** Indeed, a recent action by the Oregon Board of Medical

13
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Examiners resulted in a physician being disciplined because of inadequate pain management.*®
In lieu of license revocation, the Oregon Board required the physician to participate in an
intensive educational curriculum about pain management. Education, not discipline, should be
the cornerstone of efforts to improve pain management. However, it is axiomatic that, if pain
management is an expected part of quality medical practice, then substandard pain management
practice must be subject to review and corrective action, as in any other area of medical practice.
The trends in state medical board policies reported here are a reflection of increasing
concern about inadequate pain management. Making real improvements in pain management
will require the proactive efforts of many organizations. The contribution of state medical boards

and other regulatory agencies is a welcome addition.

14
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Figure 1 — Legend
The cumulative trend in the number of pain management or controlled substances policies

adopted by state medical boards in the United States, 1989-1999.
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Table 1. ~ Twenty-four states Repreécnted in Content Evaluation of Medical Board Policies

Alaska Massachusetts Rhode Island
Arizona Minnesota Tennessee
California Montana Texas
Colorado New Mexico Utah
Florida North Carolina Vermont
Georgia Ohio Washington
Idaho Oklahoma West Virginia
Maryland Oregon Wyoming
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Abstract
Objective: To assess the knowledge and attitudes of Wisconsin pharmacists about the use of
opioids in the management of chronic cancer and non-cancer pain, and to explore the potential
for these beliefs to interfere with pharmacist dispensing: the last link of the distribution chain of

controlled substances to patients.

Design: Mail distribution of self-administered questionnaires. Study period: 1998.

Setting: Urban and rural pharmacies, long-term care facilities, hospitals, and outpatient clinics in

Wisconsin.

Patients or Other Participants: Representative sample of Wisconsin pharmacists.

e

Intervention: None. - —

Main Qutcome Measures: Responses to self-administered questionnaire.

Results: Although most respondents were knowledgeable about the issues addressed in this
study, there were important exceptions. Pharmacists did not always know what constitutes
legitimate dispensing practices under federal or state policy for situations involving emergencies
or for patients with terminal illness, and many were unaware of the important distinction between
addiction and physical dependence or tolerance. Many respondents did not view the chronic

prescribing/dispensing of opioids for more than several months to patients with chronic pain of
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malignant or non-malignant origin as a lawful and acceptable medical practice; this was

especially true if the patient had a history of drug abuse.

Conclusion: Pharmacists play a pivotal role in patient access to medications. When viewed in
the context of federal and state controlled substances policy, this study suggests that the incorrect
knowledge and inappropriate attitudes of some Wisconsin pharmacists could contribute to a

failure to dispense opioid analgesics to a patient in pain.

Abstract word count: 243
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Introduction

In the United States, inadequate pain relief is prevalent despite the availability of

effective pharmacologic and non-pharmacologic treatments.' Opioid analgesics in the class of

morphine are considered safe, effective, and indeed essential for the medical management of
acute pain and pain due to cancer.** In addition, opioids can be effective for other types of pain
including sickle cell and for carefully-selected patients with chronic non-cancer pain.”” When

appropriate, opioids should be prescribed according to the individual needs of the patient, and

1,10

must be available when and where they are needed.” Opioid analgesics are classified as

controlled substances due to their potential for abuse. Consequently, they must be prescribed,

dispensed, or administered according to federal and state controlled substances laws and

regulations.''"?

A number of factors contribute to the under-utilization of opioids and to inadequate

treatment of pain. These influences include practitioners™lack of knowledge about opioid

analgesic pharmacology and effectiveness,*"” fear of their effects on respiration,”* fear of their

23-26 27.32

abuse and diversion,”™® concern about their addiction liability,*”** and concern about regulatory
scrutiny from an enforcement or regulatory agency.'>***® The purpose of this article is to
examine the potential for pharmacists to be barriers to patient access to opioids for pain
management.

The pharmacist is a critical link in the chain of drug distribution to the patient, dispensing
drugs such as opioids that are available by prescription only. To dispense opioids, pharmacists
must comply with the requirements of federal and state drug, pharmacy, and controlled

substances law. Pharmacists are “personal health care advisers” (p. 18) ** to their patients, but

4

P-43071 _ 00348



they are also “gatekeepers” who mﬁst determine whether a prescription order is for a legitimate
medical purpose and in the usual course of professional practice.’'* Pharmacists who lack
knowledge about pain management and controlled substances policy could be a weak link if they
make decisions that break the chain of legitimate distribution of opioid analgesics to the patient.

A few empirical studies have evaluated pharmacists’ beliefs and practices relating to pain
management and the regulation of opioids. Early surveys examining attitudes about specific
dispensing practices used pharmacies as the sample groups. In 1986, Kanner and Portenoy *
reported that 29% of pharmacies randomly sampled in New York City did not stock Schedule II
opioid analgesics because of a fear of being robbed; only 3% stocked oral morphine. In 1989,
Kanner and Coope;' “! surveyed a national sample of pharmacies. Thirty-eight percent of
responding pharmacies stocked oral morphine. Those that did not stock oral morphine indicated
that the ;'cason was a lack of prescription demand and fear of robbery. The results from these
two studies generally mirror those obtained from surveys of pharmacies conducted in other
states, sucil as in New Mexico “ and South Carolina,” and from a recent survey of New York
City pharmacies.*

Several surveys have evaluated stocking issues, factors that influence dispensing
practices, as well as pharmacist knowledge and attitudes about opioid analgesics and the legality
of chronic opioid prescribing.>*** A 1994 survey of North Carolina pharmacists conducted by
Krick, Lindley, and Bennett ** showed that availability of opioid analgesics varied as a function
of practice site; pharmacists in community chain or community independent pharmacies
generally reported significantly lower availability of opioids than those in hospital pharmacies.
While respondents viewed “‘conservative” physician prescribing (51%) and nurse administration
(44%) to be substantial impediments to cancer pain management, 28% considered that both the
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risk of addiction and concemn about ‘being investigated were important barriers.
| A survey of Utah pharmacists *° revealed deficiencies in pharmacists’ knowledge about
5 cancer pain management that could adversely influence a pharmacist’s perception of the
| legitimacy of a prescription order and, therefore, the dispensing of opioids for the treatment of

pain. For example, 51% of the respondents believed that the risk of addiction to opioids is high.
" One study in New Hampshire is unique because it—compare_s the responses of pharmacists,
physicians, and nurses regarding knowledge and attitudes about cancer pain management.*
- Most (88%) of all respon&ing health-care providers viewed the underutilization of opioid
i analgesics as the primary reason for unrelieved pain. Pharmacists reported that they managed
cancer pain more frequently than physicians and nurses. However, pharmacists said that they .
had inadequate training in cancer pain max-lagement and were lc;s comfortable with this role than
were physicians and nurses. ﬂThere was no statistically significant difference between the three
professions regarding their perception of addiction risk in cancer patients being treated_with
opioids. Althoug;x the vast majority of physicians (91%), nurses (85%), and pharmacists (86%)
beli‘eved that addiction was not a clinically relevant phenomenon with cancer patients, it was
reported that there were some health-care professionals who thought this was a legitimate

-

concern. -
A recent study by Greenwald and Narcessian ¢’ is the first published survey to assess
pharmacists’ attitudes about the legality of prescribing of opioids in differing clinical situations.
From this small sample of New Jersey pharmacists (n=36), the authors found that only 75%
considered the prolonged prescribing for cancer pé.in to be a lawful and acceptable medical
practice. When the cancer pain patient had a history of opioid abuse, only 36% of respondents

viewed the prescribing as lawful and acceptable. Pharmacists’ confidence in the legal and

6

P-43071 _ 00350



medical acceptability of prescribingﬂ decreased further when the patient had chronic non-
malignant pain (17%) and chronic non-malignant pain with a history of opioid abuse (3%). A
majority of responding pharmacists believed that prescribing for these latter two scenarios either
should be discouraged or investigated, even though neither of these practices are necessarily

illegal or inappropriate.
Survey of Wisconsin Pharmacists

Building on previous research, the purpose of this survey was to assess the knowledge
and attitudes of Wisconsin pharmacists about the use of opioids in the management of chronic
cancer and non-cancer pain, and to explore the potential for these beliefs to interfere with

pharmacist dispensing;: the last link of the distribution chain of controlled substances to patients.
Methods

A 51-item questionnaire was developed by the Pain & Policy Studies Group (PPSG),
using several questions from previous surveys.” The instrument contained questions about
démographics, views on dispensing Schedule II opioids, the nature and extent of addiction,
abuse, and diversion, judging the validity of prescrfptions, perceived effects of legal
requirements, knowledge of controlled substances requirements, and the legality of certain
prescribing scenarios. The questionnaire was revised after pilot-testing with several practicing
pharmacists. The “Wisconsin Pharmacists Survey” was mailed in April, 1998 to a random
sample of 1,000 licensed Wisconsin pharmacists obtained from the Wisconsin Department of
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Licensing and Regulation. A cover letter stated the subject of the survey, but did not mention
specific issues to be examined. The letter also assured respondent confidentiality. Reminder
postcards were mailed twice to pharmacists who did not respond to the initial mailing.

Responses were tabulated and frequencies and descriptive statistics were calculated for each

item. Means are reported as meantstandard deviation.

Results
Sample
One hundred and one surveys were returmed either as undeliverable or because the

pharmacist was no longer practicing, reducing the overall sample size to 899, A total of 557

questionnaires (62%) were returned, of which 547 were evaluable, for an overall response rate of

61%.

The mean age of the respondent was 45.10+12.01 years (range, 24 to 76 years). Sixty-
foﬁr percent of the sample were males. Most practicing pharmacists (92%) held a Bachelors of
Science degree, while 8% had a graduate degree. Respondents received their pharmacist degrees
between 1943 and 1997, with the median year being 1978. The respondents’ principle practice
settings were chain pharmacies (30%), independent pharmacies (24%), hospitals (22%), and
“other” settings (25%). “Other” settings included nursing home or long-term care facilities,
outpatient clinics, and outpatient managed-care facilities. Location of the pharmacy practice was
city (64%), suburban (19%), and rural (18%). Slightly more than half of the pharmacists (58%)
practiced in communities of a population size under 100,000. Approximately two-thirds of

pharmacists (62%) were either rarely or not at all involved with hospice care services. Thirty-
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three percent of pharmacists were aware that Wisconsin had a Cancer Pain Initiative.
Respondents were asked to rate the adequacy of their undergraduate education about

controlled substances requirements and the use of opioids for pain management. Two-thirds

rated their education about controlled substances requirements as either Good or Excellent, while

49% viewed their education about opioids and pain management as Good or Excellent.

Views on Addiction, Abuse, and Diversion

Respondents were asked the meaning of “addiction” and were given several
characteristics from which to select: Physical dependence, psychological c_lependence, tolerance,
other, and don’t lmé»w; more than one answer could be chosgn. More than three-quarters (79%)
viewed “addiction” as some combination of physical dependence, psychological dependence, and
tolerance_. Eighty-eight percent of pharmacists said that “addiction” means physical dependence,
84% indicated psychological dependence, and 36% chose tolerance. Twelve percent of this
sample cox;sidered physical dependence alone sufficient to indicate “addiction,” and 10% chose
psychological dependence only. Less than 1% of pharmacists reported that they did not know
what characterized “addiction.”

The survey contained an item asking respondents to estimate the approximate incidence
of psychological dependence (defined in the questionnaire as f‘compulsive use for psychic
effects”) that results from the treatment of pain using opioids. Only 9% viewed its occurrence as
an extremely rare event and chose less than one in 1,000; 13% thought the incidence was one in
1,000; 25% chose one in 100; 16% chose one in 10; and nearly 40% did not know.

Almost half of the respondents (46%) said that diversion and abuse of prescription opioid

analgesics was a problem in their community, while 33% did not see it as a problem. Of those
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respondents who believed that diversion was a problem, 10% (4% pf the total sample) said it was
serious, 55% (24% of the total sample) thought it was of moderate concern, and 35% (15% of the
total sample) indicated it was a minor problem.

Most pharmacists (87%) were confident in their ability to recognize situations where a
person attet;pts to obtain controlled substances from a pharmacy for other than legitimate
medical purposes. Thirty-nine percent said this situation ;vas rare and 55% indicated that it
happened occasionally. In contrast, two-thirds of pharmacists (68%) were aware of situations
where patients with inadéquately-treated pain have been suspected by pharmacists to be “drug-
seekers” due to their requests for additional pain medications.

Views on Stocking Schedule II Opioids )

Half of the responder;ts (51%) indicated that (in the last two years) they rarely had been
unable to disp?ense a Schedule II opioid analgesic to a patient due to the medication not being in
stock. Thirty-five percent stated that this happened occasionally and only 1% reperted it as
hap;:)enjng often. This situation never happened for 14% of the respondents. The pharmacists
were asked to choose from a list the factors those they believed limit the stocking of Schedule IT
opioid analgesics at their prir_nary pracﬁce site. Respondents could choose more than one factor.
The most frequently-indicated factor was lack of prescription orders (78%), followed by
medication cost (38%), fear of theft or robbery (12%), inadequate reimbursement (8%), fear of
pilfering (5%), concern about investigation by a regulatory agency (5%), and potential for drug
addiction (2%). In addition, 48% reported that they would not be willing to provide a Schedule

II opioid to another pharmacy that temporarily ran out of stock.
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Views on Dispensing Schedule II Opioids

Eighty-two percent of pharmacists indicated that they would be willing to dispense a
limited quantity of Schedule II opioid medication for a bona fide patient emergency without a
written prescription order, on the basis of a prescription order received from a practitioner by
telephone. However, 18% said that they would not dispense in this situation. Respondents
reported that they would never (4%), occasionally (33%), often (23%), and always (40%) decline
to dispense a Schedule II opioid if the original prescription order lacked complete information.
When considering the appropriate dosage of an opioid analgesic, 38% of pharmacists somewhat
agreed and 9% strongly agreed that a dosage greater than that recommended in the Physicians
Desk Reference (I;DR) or Product Package Insert is probably excessive and is cause for concem

about the appropriateness of a prescription order.

Experience with Controlled Substances Investigations

Fo;lneen percent of respondents reported having been investigated or audited by a
regulatory agency in regard to controlled substances matters. When all respondents were asked
to estimate the percent likelihood that they would be audited or investigated by a drug regulatory
agency sometime during their career, the mean response was 35+28% (range, 0% to 100%).
Seventeen percent agreed to some extent that their records for controlled would not pass scrutiny

by a regulatory agency. ;

Knowledge of Controlled Substances Requirements
These pharmacists were asked if their knowledge of relevant controlled substance
regulations was adequate: 53% somewhat agreed and 29% strongly agreed, while 16% somewhat
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disagreed and 2% strongly disagreed. Sixty-four percent of respondents knew correctly that
federal regulations allow pharmacists to partially dispense a Schedule II opioid analgesic for a
terminally il] patient living at home; an equal percentage was aware that this is allowed by state
regulations, while 4% somewhat diségreed, 15% strongly disagreed, and 16% did not know. In
addition, on—c-third of respondents (35%) considered that the requirements for prescribing,
dispensing, and managing controlled substances had a neg;ltive effect on their appropriate

medical use.

Perceived Legality of Prescribing/Dispensing Opioids for Chronic Pain

Pharmacists were asked to give their opinion about the legality and medicsIl acceptability

of prescribing or dispensing opioids for more than several months in four patient scenarios
involving chronic malignant and non-malignant pain, with and without a history of opioid abuse.
There were three possible levels of legality for each scenario: (1) lawful and generally acceptable

medical practice, (2) lawful but generally not accepted medical practice and should-be

~ discouraged, and (3) probably a violation of federal or state controlled substances or medical _

practice laws and should be investigated. Respondents also were given a “don’t know” option.
Only one response could be chosen for each scenario. Table 1 contains the frequencies of
responses for each chronic pain scenario.

Cancer pain scenarios. Ninety-three percent of the respondents were confident in the
legality and medical acceptability of prescribing/dispensing opioids for more than several months
for pain patients with a malignancy. If the cancer patient with chronic pain had a history of
opioid abuse, confidence decreased to less than two-thirds of the respondents (61%). Seventeen

percent would discourage the practice, and 6% would consider the practice as a probable
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violation of law. Respondents chose “don’t know” most often (16%) for this scenario.

Non-malignant pain scenarios. If the patient’s chronic pain is of non-malignant origin,
55% of respondents were confident that prescribing/dispensing opioids for an extended period
for such an individual is legal and accepted medical practice. Twenty-nine percent perceived the
practice to be legal, but would discourage it. Six percent believed that the practice probably was
illegal and should be investigated.

Only 8% of the pharmacists viewed the prescribing/dispensing of opioids for more than
several months to a patient with chronic non-malignant pain and a history of opioid abuse as
legal and acceptable medical practice. Almost half (46%) of the respondents thought the practice
was legal but woul& discourage it; 34% believed the practice to be in probable violation of

controlled substances laws and should be investigated.

Other issues

Respondents were asked their opinion about the effectiveness of marijuana in the
treatment of pain. The responses were: Strongly agree (4%), somewhat agree (16%), somewhat

disagree (18%), strongly disagree (22%), and don’t know (42%).
Discussion -

The results of this study should be viewed in the context of federal food and drug and
state pharmacy policy, which establishes that going to a pharmacist is the only lawful way for a

patient to obtain a prescription-only drug. Controlled substances policies further establish that
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the pharmacist has a legal duty not to dispense a controlled substance for other than legitimate
medical purposes, which include prescriptions for narcotic drugs for detoxification or
maintenance treatment of narcotic addiction, and prescriptions outside the parameters for
emergency dispensing and partial filling. However, if a pharmacist does not dispense a valid
prescriptim; based on incorrect knowledge or inappropriate attitudes, the last link in the
medication distribution chain is broken. Responses to this survey suggest that, while most
pharmacists would dispense appropriately, there is a large minority who might not dispense

prescriptions due to incorrect knowledge or misconceptions about what is-legitimate practice

under federal or state policy:

(1) Almost 20% of responding pharmacists would, to some extent, decline to dispense an opioid
analgesic during a bona ﬁdevpatient emergency if the prescription order was received from a
practitioner by telephone, although such dispensing is lawful under federal and state policy;*

(2) Almost 50% ;f respondents would consider a dosage of an opioid that is greater than that
rec;)mmended in the PDR or Product Package Insert to ;)e excessive and cause for concern about
its appropriateness. However, federal policy does not restrict a physician’s prescribing either to
labeled indications or to recommended doses. A physician can prescribe a drug, once it has been
approved under the Federal Food, Drug, and Cosmetic (FD&C) Act, in doses and for uses not
mentioned in the approved labeling.” Indeed, the ability of physicians to prescribe a drug

according to their best knowledge and medical judgment is stated in the PDR itself:
The [Food and Drug Administration] has also recognized that the FD&C Act does not,

however, limit the manner in which a physician may use an approved drug...The [Food
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and Drug Administration] also observes that accepted medical practice includes drug use

that is not reflected in approved drug labeling (p. ii).”'

(3) Approximately 35% of pharmacists did not know that federal or state regulations allowed
them to partially dispense Schedule II opioids for a terminally ill patient living at home, although
this practice is authorized in federal policy * and in Wisconsin regulations;*

(4) Compared to Greenwald and Narcessian’s *’ study, Wisconsin pharmacists reported a higher
level of confidence in the legality and medical acceptability of prescribing or dispensing opioids
from more than several months for all four patient scenarios. Nevertheless, a large minority of
Wisconsin phannac-ists reported low confidence in the medical and legal acceptability of opioid
use in these patient scenarios, even though such prescribing could be within the practice of
medicine‘and, therefore, lawful urider federal and state policy to dispense opioid analgesics so
long as the purpose remains the treatment of pain.'***** Beliefs that certain patient

characteristics affect the legality of prescriptions for pain have the clear potential to result in

decisions to not dispense valid prescriptions.

Diversion of controlled substances

Diversion from pharmacies by criminal acts including robbery is a significant source of
prescription controlled substances in the illicit market and a_souree of drugs that are abused.”
Twenty-eight percent of the sample believed that diversion of prescription opioid analgesics was
a moderate or serious problem in their community. More than half of the respondents reported
that attempts to obtain controlled substances from a pharmacy for illicit purposes were at least an
occasional occurrence. Finally, one-fourth of this sample reported a theft or robbery in the last
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five years. These results suggest thét state and federal law enforcement and licensing agencies
should review diversion from pharmacies to determine its actual extent. This can be
accomplished by a systematic review of data from Drug Enforcement Administration (DEA)
Form 106, which pharmacists must complete for all losses of controlled substances. The results

of such a review could inform the development of a strategy to apprehend perpetrators of

pharmacy crime, and assist pharmacists and pharmacies to prevent diversion.

Pseudoaddiction - -

These pharmacists also are aware of inadequate pain management, reporting that they

were frequently aware of occasions in which patient requests for additional medications due to -

inadequately-treated pain were misinterpreted by other pharmacists as drug-seeking behaviors
related to addiction. Such sifuations can occur when health-care personnel inappropriately
perceive a patient’s pain-relief seeking behavior as maladaptive drug-seeking behavior. This is
an jatrogenic phenomenon termed “pseudoaddiction.” *’ At the same time, these respondents
also. were confident in their ability to identify attempts to obtain controlled substances for other
than legitimate medical purposes. Suspicion that patients are obtaining prescriptions for abuse
could lead to a correct decision to not dispense, according to the legal responsibility of the
pharmacist not to dispense for other than legitimate medical purposes.® It is encouraging that
many of these pharmacists do not assume that a patient’s efforts to obtain more pain medications
invariably are a sign of drug dependence/addiction. The pharmacist can and should play an

important role on the health care team by identifying cases of inadequate pain relief and

communicating with the patient and care-givers about the need to improve pain management.
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Definitions and risk of addiction

Most of these pharmacists’ definitions of addiction included both physical and
psychological dependence, and, to a lesser extent, tolerance. Some pharmacists defined
addiction solely on the basis of the manifestation of withdrawal symptoms (i.e., physical
dependence), which by itself is insufficient to define addiction/drug dependence (i.e.,
characterized by a behavioral syndrome).”*® Physical dependence is common when opioids are
used to manage chronic pain. Consequently, confusion about addiction/drug dependence and
physical dependence can lead to an exaggeration of the degree of risk of addiction among
patients who are being treated with opioids for chronic pain. Since it is unlawful to dispense
opioids for maintex;ance of narcotic addiction, this confusion could precipitate inappropriate
concem about the legitimacy of prescribing and potentially lead to an incorrect decision to not
dispense:

When asked to approximate the incidence of psychological dependence resulting from the
treatment (;f pain with opioids, two-thirds of pharmacists (who chose a response other than
“don’t know”) believed that the incidence of psychological dependence occurred in 1% to 10%
of all pain patients treated with opioids. This apparent overestimation of the incidence of
iatrogenic psychological dependence is a common misperception among health-care practitioners
and has been demonstrated in previous studies.”****’ Greater effort is needed to provide
pharmacists (and other health-care practitioners) with an up;t(;-daxe understanding about the
characteristics and risk of addiction when opioids are used to treat pain in patients without a

history of substance abuse.

Previous surveys have found that concerns about theft or regulatory investigation were a
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primary cause for apprehension about stocking and dispensing Schedule II controlled substances.
This sample of Wisconsin pharmacists did not identify these as important considerations when
deciding to stock such drugs. When a Schedule II opioid analgesics was not stocked, it was
reported to be due primarily to a lack of prescription orders and medication cost. In addition,

many respondents were reluctant to provide Schedule II opioids to other pharmacies that ran out
of stock. ) R

These pharmacists reported a low incidence of being investigated or audited by a state
regulatory agency and ml:nimal concern that their pharmacy records would not pass scrutiny if
audited. Studies in other states have shown that greater concerns about regulatory investigation

and higher fears of theft are associated with the decision not to stock Schedule II controlied -

substances.”*!**% This difference may be because Wisconsin discontinued routine pharmacy
inspections in favor of a self:inspection program and targeted investigations as needed.

Itis ipteresting to note that although 62% of respondents were not currently involved in
hospice care, nearly one-third said that they were aware of the Wisconsin Cancer Pain Initiative.
This finding likely reflects the involvement of pharmacists and the state association in the
Initiative and publicity about the Initiative in the state pharmacy journal.

Finally, a majority of_phalmaciAsts rated their education about controlled substances
requirements as either good or excellent, while less than half gave the same rating to their
education about pain management. This result is similar to that of Furstenberg et al.,* who

found that pharmacists were significantly less likely than either physicians or nurses to consider

their training in cancer pain management to be adequate or better.

Conclusion
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This survey shows that theré is a need to further improve Wisconsin pharmacists’
understanding about pain management and controlled substances requirements. Most
respondents were knowledgeable about the issues addressed in this study. However, there were
some major exceptions. This is not surprising, since our knowledge about opioids, pain, and
addiction has increased and some policies have changed. Most surveys of health-care
professionals about pain and controlled substances policy have similar findings.

Pharmacists did not always know what constitutes legitimate dispensing practices in
certain situations (e.g., for emergencies or for patients with terminal illness) according to federal
or state policy. Many appeared not to be aware of the important distinction between addiction
and physical depen-dence or tolerance. Many respondents did not view the chronic
prescribing/dispensing of opioids for more than several months to patients with chronic pain of
malignaJ;t or non-malignant origin as a lawful and acceptable medical practice; this was
especially true if the patient had a history of drug abuse. If the knowledge and attitudes
expressed i)y these results were translated into practice, there could be a significant risk that
some patients would have difficulty getting their prescriptions for opioid analgesics filled.

With the development of new knowledge about pain physiology, opiocid pharmacology,
and revised definitions of addiction,'®® these topics are being incorporated into both medical and
nﬁrsing education.' It would be desirable to review whether pharmacy texts and curriculum have
been updated recently regarding these topics. In addition to basic professional education, it is
necessary to address the needs of today’s pharmacists through continuing education about pain,
opioids, the characteristics and risks of addiction, as well as federal and state controlled
substances and pharmacy policies, including the more recent changes relating to partial
dispensing. Pharmacists, like physicians, should know enough about both pain management and
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addiction to be able to distinguish between acceptable and unacceptable practices by today’s

standards. It may help to develop criteria that would assist pharmacists to evaluate and respond
to various dispensing situations that are at risk for incorrect decisions. Such an approach would
emphasize a pharmacist’s professional responsibility to not dispense invalid prescriptions while

dispensing those that are valid. We concur with the standard of decision-making suggested by

Brushwood and Carlson to achieve a balance between these two obligations:

.-regulatory policy should not insist that the uncertainty of a suspicious prescription

always be resolved in the most conservative way, by a pharmacist refusing to fill the

prescription (p. 483).% _

In this respect, it is important to note that the DEA has stated that:

[Controlled substances] have a legitimate clinical use and a practitioner should not
hesitate to prescribe, dispense or administer them when they are medically indicated (p.

29).%¢

To further the objective of improving pain management while preventing diversion, we
recommend that state pharmacy boards consider adopting guidelines or policy statements that
encourage pharmacists to (1) become more involved in pain management, (2) encourage
updating knowledge about pain, opioids, addiction, and controlled substances policy, (3) explain
the boards’ criteria for judging the validity of a particular dispensing practice, and (4) define
correctly pain and addiction-related terms such as tolerance, physical dependence, addiction, and
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pseudoaddiction. State medical board are at the forefront of issuing new policies to encourage

effective pain management,***

with medical boards in 28 states having adopted such policies
(see the PPSG website at www.medsch.wisc.edu/painpolicy). To date, only the Pharmacy boards
in California and Washington have developed such guidance for pharmacists. We encourage
pharmacy boards to undertake this effort in cooperation with the boards of medicine and nursing
in their state. This cooperative approach has been undertaken recently in North Carolina, where
the boards of medicine, pharmacy, and nursing developed a joint policy statement on pain
management and end-of-life care.* New guidelines by themselves will have little impact unless
they are disseminated to pharmacists and publicized. Finally, we urge pharmacy boards and
pharmacy associatit-)ns to sponsor educational programs about pain management.

Implementation of these recommendations could benefit the public health by reducing diversion

and its consequences and costs, afid by improving the pharmacist’s role as the last link in the

distribution chain of pain medications to pain patients.
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Table 1. — Legality and Medical Aéccptability of Extended Opioid Prescribing/Dispensing

Level of Perceived Legality

Lawful and Lawful and Violation of Violations of
generally generally not medical practice | controlled
acceptable acceptable laws and substances laws
medical practice, | medical practice | regulations which should
withno needto | which should l;e which should be | be investigated
investigate discouraged investigated

Cancer pain 93% 1% 2% 7%

Cancer pain with 61% 17% 6% 16%

history of opioid )

abuse

Chronic non- 55% 29% 6% 6%

cancer pain

Chronic non- 8% 46% 34% 9%

cancer pain with |

history of opioid

Z-I.bUSC

Note: Rows do not sum to 100% due to rounding error.
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Abstract

Physicians report that concern about regulatory investigation influences negatively their
prescribing of opioid analgesics. The views of medical regulators about the legality of
prescribing controlled substances for pain management were studied in 1991. However, little is
known about whether these views have changed in light of increased emphasis on pain
management and educational programs for state medical boards. Two studies are described that
examined this issue. In Study 1, a 1997 survey of state medical board members was compared to
results obtained in 1991 to evaluate differences in knowledge and perceptions about opioid
analgesics. Important changes were observed over time, particularly regarding characteristics of
“addiction” and the legality of prolonged opioid prescribing. For Study 2, a longitudinal survey
was conducted of medical board members who participated in five workshops about pain
management and regulatory policy. Results revealed significant and sustained changes in
attitudes about the incidence of iatrogenic addiction when using opioids to treat pain, the
analgesic and side-effect properties of opioids, and the perceived legality of opioid prescribing.
Recommendations for decreasing concerns about regulatory scrutiny are presented, including the
need for a more intensive education program, increasing the rate of adoption of new state medical

board policies, and increasing communication between regulators and clinicians.

Key Words
Medical boards, pain policy, chronic pain, cancer pain, opioids
Runniﬁg Title

Knowledge and Attitudes of Medical Regulators
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Introduction

In the U.S., inadequate relief of pain is prevalent."” Although there are many effective
pharmacological and non-pharmacologic pain treatments available, opioids are essential for the
medical management of moderate to severe acute pain' and pain due to cancer."*® There is also a
consensus of pain medicine and regulatory experts that opioids are appropriate for selected
patients with chronic non cancer pain.”"

Opioids are controlled substances and are subject to additional requirements for
prescribing.!! Their status as controlled substances, however, is not intended to affect their
legitimate medical use.”? Prescribing of opioid analgesics for pain is a legitimate medical
practice if done in the course of professional practice, and has been recognized as such by
regulatory and legislative groups.'"” Prescribing opioids for pain patients with a history of or
current substance abuse is also a legitimate medical practice, as long as the purpose of
prescribing is for pain, and not for the treatment of narcotic addiction. The prescribing of opioids
(narcotic drugs) for the treatment of addiction is not a legitimate medical practice, unless the
practitioner is registered as a Narcotic Treatment Program to dispense (but not prescribe)
approved drugs such as methadone according to strict federal and state regulations.’® The long
history of the regulation of opioids as controlled substances, the further regulation of their use for
the treatment of “narcotic addiction,” and misunderstanding of addiction has contributed to
confusion about the legality of prescribing under various circumstances. >

Physicians’ concern about being investigated by controlled substances agencies or state
medical boards for prescribing “excessive” amounts or for the wrong patients can negatively

affect prescribing practices.'*'"?" Although there is little evidence to support a high risk of
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2428 physician fears of

regulatory sanction for prescribing opioid analgesics legitimately for pain,
disciplinary action and criminal prosecution are reinforced by national media coverage of a small
number of investigations of doctors for excessive prescribing.**' Concern about prescribing
opioids exists among physicians in general practice, but also among oncologists™ and pain
specialists.”

A study in 1991 examined the question of whether physicians are justified in their
concern about regulatory oversight.** A survey was used to evaluate state medical board
members’ knowledge and attitudes about the medical use of opioids for chronic cancer and non-
cancer pain. The results showed that medical board members often defined “addiction” to
include “physical dependence” or “tolerance,” which are common in chronic pain patients treated
with opioids. Neither physical dependence nor tolerance are sufficient to define addiction.'’
Confusion of physical dependence or tolerance with addiction raises the possibility that a
physician’s opioid prescriptions for a chronic pain patient could be viewed as questionable
medical practice, if not illegal. Indeed, the 1991 survey showed that many board members did
not accept the extended prescribing of opioid analgesics to treat chronic pain, especially chronic
non-cancer pain; many would discourage or even investigate this practice as a violation of law.
If the pain patient had a history of substance abuse, nearly all medical board members would
discourage or investigate opioid prescribing, even though such prqscribing -- if for pain -- would
be legal. These results suggested there could indeed be a risk of regulatory investigation or
discipline to physicians who prescribe opioids even when for the legitimate medical purpose of
treating pain.

Results of the survey of board members were presented to the Federation of State Medical
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Boards of the U.S. (FSMB). Discussions led to the development of a series of educational
workshops about the use of controlled substances for pain management, entitled “Pain
Management in a Regulated Environment.” A total of 11 workshops were held between 1994
and 1998 and were designed in cooperation with the FSMB. Faculty members for the workshops
represented the American Pain Society (APS), the American Academy of Pain Medicine, the
American Society of Addiction Medicine, and the University of Wisconsin Pain & Policy Studies
Group (PPSG). The workshop curriculum addressed opioid pharmacology, pain management,
addiction, as well as trends and issues in federal and state policies relating to the use of
controlled substances for pain. Both the curriculum and faculty were substantially the same for
all 11 workshops. The format of the workshop also allowed discussion of regulatory and clinical
practice topics of interest to the participants. Overall, 25% of the total U.S. board member
population participated in the workshops, representing 40 state medical boards.

Between 1994 and 1998 there was an increase in the number of pain policies adopted by
state medical boards. Some of these policies encouraged better treatment of pain for patients
with chronic cancer and non cancer pain, and addressed physicians’ concern about regulatory
scrutiny.’® During this period, there also were national consensus statements about the use of
opioids in chronic pain,'? state pain study commissions and task forces,”® as well as new
intractable pain treatment statutes and regulations.”’

In light of this educational and policy activity, two studies were designed to determine
whether the views of state medical regulators about the long-term use of opioid analgesics had
changed. In Study 1, we re-surveyed all state medical board members in 1997 to evaluate any

changes in knowledge and attitudes since 1991. In Study 2, we evaluated whether changes
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occurred in a different group of medical board members who participated in the five educational
workshops about pain management that were held in 1998. Pre-test, post-test, and follow-up
surveys were given to all participants to assess changes in their knowledge and attitudes about

opioid analgesics and the legitimacy of prescribing such drugs for pain.

STUDY 1: RE-SURVEY OF STATE MEDICAL BOARD MEMBERS

Two specific aims guided analyses of the 1997 re-survey of medical board members.
First, responses from the 1997 sample of medical board members were compared to those from
the 1991 sample. Second, respondents from the 1997 sample who had participated in the six
pain management workshops held between 1994 and 1996 were compared to those who had not
participated. The purpose of this analysis was to determine any changes in knowledge and

attitudes that might be due to participation in the workshops.

Methods
Instrumentation

The 1997 study used a sclf-report questionnaire consisting of 34 pre-tested items about
clinical and policy issues related to pain. The items included those from the 1991 survey,” as
well as six items to evaluate new topics of interest. The results presented in this article address
respondents’ perceptions in four major areas: (1) cancer pain and its treatment, (2) nature and
extent of opioid analgesic addiction, abuse, and diversion, (3) medical board policies and legal
impediments to pain management, and (4) legality of prolonged opioid prescribing in several

different patient scenarios.
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Results

Specific Aim I: Comparison of Respondents from the 1991 and 1997 Surveys

Sample

Due to the national turmn-over rate of board members, only 6% of the 1997 respondents
(n=20) had participated in the 1991 survey. The results presented here, therefore, reflect changes
in the knowledge and perceptions of two different groups of board members.

Demographic characteristics of the 1997 board members, as well as for those surveyed in
1991, are shown in Table 1. The two samples are quite similar. Mean age of the respondents in
1997 was 56 years (range, 34-81 years). Length of service on a state board ranged from one year
to 25 years and represented a mean of 5 years. The vast majority of board members were
physicians. Sixteen percent of the respondents were public members and 4% were other health
professionals. Thirteen percent of the sample were members of a state osteopathic board.
Physician respondents received their medical degrees between 1943 and 1991; their median year
of graduation was 1966. This was the only demographic variable that was statistically significant
between the 1991 and 1997 samples (MW(535) = -5.276, p<.0001), and is merely a reflection of

the six-year difference between survey time-frames.

Cancer pain and its treatment

Board members surveyed in the 1997 sample were more likely than those in 1991 to

understand the extent to which cancer pain relief is possible. Board members in 1997 believed
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that significantly more cancer-related pain could be relieved using available therapies, including
opioid analgesics (MW(650) = -3.396, p<.001). More respondents in 1997 viewed the majority
of cancer pain patients in their state as “undermedicated” (*(2) = 11.146, p<.005). Thus,
medical regulators were more likely in 1997 than in 1991 to recognize that opioids are

underutilized as analgesics for cancer pain.

Addiction, abuse, and diversion

There were no differences in responses between 1997 and 1991 regarding the
approximate incidence of psychological dependence (“addiction”) or about the extent that
diversion and abuse of prescription opioids was a problem in their community. Most
respondents in both surveys overestimated the incidence of addiction and considered diversion to
be a minor to moderate problem. The only statistically significant difference between samples
involved board members’ knowledge about the meaning of “addiction.” Board members were
asked to define addiction using a brief list of several common terms, such as “physical

7% 66,

dependence,” “psychological dependence,” “tolerance,” or a combination of terms. In 1997,
fewer respondents associated addiction solely with physical dependence (32(1) = 9.558, p<.005).
Conversely, there was a much greater likelihood in 1997 for board members to define addiction

as psychological dependence alone (’(1) = 28.669, p<.001).

Policy awareness
Respondents surveyed in 1997 reported more often that their state medical board has a

policy or guideline for the appropriate prescribing of opioid analgesics for pain management
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(x(1) = 25.003, p<.001). This resuit reflects the increase in the number of pain policies that were

adopted by state medical boards between 1991 and 1997.%

Legality of opioid prescribing

Board members were asked to judge the legality of prescribing opioids for more than
several months in four different patient scenarios: (1) chronic cancer pain, (2) chronic cancer
pain with a history of opioid abuse, (3) chronic non-cancer pain, and (4) chronic non-cancer pain
with a history of opioid abuse. The response options were that the practice was: (1) Lawful and
generally acceptable medical practice, (2) Lawful but generally not acceptable and should be
discouraged, (3) Probably a violation of state medical laws or regulations and should be
investigated, and (4) Probably a violation of federal or state controlled substances laws and
should be investigated. More than one response could be chosen by individuals who believed
that both categories of illegality were applicable. Table 2 contains the frequencies of responses

within each chronic pain scenario for 1991 and 1997.

Cancer pain scenarios. Compared to respondents in 1991, those in 1997 viewed the
prescribing of opioids for more than several months for cancer pain as both lawful and acceptable
medical practice (*(2) = 17.060, p<.001). Likewise, when the cancer patient also had a history
of opioid abuse, medical board members surveyed in 1997 were more likely than those in 1991 to
view opioid prescribing as lawful and generally acceptable (¥*(2) = 15.225, p<.001).

Non-cancer pain scenarios. Compared to the two cancer-related scenarios, medical board

members were generally much more skeptical about prescribing opioids for non-cancer pain.

10
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Respondents in 1997 were more likely than in 1991 to consider prescribing to patients with
chronic non-cancer pain for more than several months as acceptable medical practice ()%(2) =
61.978, p<.001). These regulators viewed the prolonged prescribing of opioids to a patient with
chronic non-cancer pain and a history of drug abuse as least acceptable. However, medical board
members in 1997 were more likely to view such prescribing as a lawful and acceptable medical
practice (¥%(2) = 36.211, p<.001). Although statistically significant, it should be noted that only

6% of the 1997 sample gave this response.

Specific Aim II: Analysis of Workshop Participants

Twelve percent (n=41) of the 1997 board members reported that they had participated in
one of the six workshops on pain management held between 1994 and 1996. This subsample
was large enough to compare the responses of participants and non-participants on a limited set
of survey items. To preserve the statistical power of the analyses, only those items were analyzed.
that relate to the legality of prescribing opioids for pain.

There were no statistically significant differences in responses to the cancer pain
scenarios between 1991 and 1997. Indeed, a majority of board members were confident in the
legal and medical acceptability of this practice. However, board members who attended
workshops were more likely than those who didn’t to view opioid prescribing for non-cancer
paini as lawful and generally accepted medical practice ()*(2) = 7.362, p<.05). This was also true
for the scenario involving non-cancer pain and a history of opioid abuse (x}¢(2) = 11.503, p<.005).
Since there is generally a greater reluctance to view prescribing for patients with non-cancer pain

or a history of drug abuse as legitimate, it is encouraging that participation in the education

11
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program was associated with increased acceptance of this practice.

STUDY 2: PROSPECTIVE SURVEY OF WORKSHOP PARTICIPANTS
Study 2 was a longitudinal assessment of the effects of workshop attendance on
knowledge and attitudes among medical board regulators who participated in any of the five

workshops held in 1998.

Methods
Instrumentation

The evaluation was conducted using a 31 item self-report questionnaire. Most of the
items addressed the workshop content and a few were adapted from the 1991 and 1997 surveys
of medical board members.** The survey addressed: (1) cancer pain and its treatment, (2)
addiction issues, (3) analgesic and side-effects of opioids, and (4) perceived legality of prolonged
opioid prescribing in several different patient scenarios. Each participant completed the survey
three times: Before the workshop (pre-test), immediately after its completion (post-test), and after

approximately six months (follow-up).

Sample

The sample for this study was all participants in five regional medical board workshops
co-sponsored by the PPSG and the FSMB in 1998, Curriculum and the faculty were similar for
each workshop, and addressed the nature and extent of pain, the barriers to adequate relief, both

pharmacologic and non-pharmacologic treatments for pain, the appropriate medical use of
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opioids, definition and prevalence of addiction, and the current status of pain management and

controlled substances policies.

Statistical Analysis

All data were analyzed using non-parametric methods at a .05 significance level. Chi-
Square tests were used to evaluate whether workshop participation was significantly associated
with the categorical survey items. The effect of the time of assessment (i.e., pre-test, post-test,
and follow-up) on any continuous dependent variable was calculated using the Wilcoxon
matched-pair signed-rank test. This method of statistical analysis typically identifies changes

that are significant using the pre-test as the point for comparison,

Results
Sample

Seventy workshop participants were surveyed at pre-test. Age of the participants ranged
from 28 to 83, with a mean age of 54 years (SD=10.32). Males represented slightly more than
half (57%) of the sample. The workshop audience consisted of physician members (49%),
investigators (10%), executive directors or secretaries (9%), attorneys (9%), public members
(7%), and “other” board members (16%). Length of service on the board ranged from one year
to 21 years, with a mean of § years. Physician members reported that they had received their
medical degrees between 1952 and 1984, with a median of 1964. A large majority of physician
respondents (87%) were currently practicing medicine.

As expected with any longitudinal study design, sample attrition occurred at follow-up
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assessment, decreasing 36% from pfe-test to follow-up, with 45 respondents submitting a
compieted survey after six months. Loss of participants can lead to sample bias if the final
sample varies considerably from the initial group of respondents. Demographic characteristics of
the pre-test and follow-up samples were, therefore, compared to determine the extent of
dissimilarity. If sample differences are found at the time of the follow-up survey, changes in
responses across time can result from such differences rather than from workshop participation.
There were no statistically significant differences between the pre-test and follow-up samples on

any demographic characteristic.

Cancer pain and its treatment

Warkshop participants were more likely both at post-test (Wilcoxon(61) = 2.895, p<.005)
and follow-up (Wilcoxon(36) = 3.737, p<.001) to believe that available therapies, including
opioid analgesics, can relieve cancer pain effectively. In addition, board members were less
familiar at pre-test about the degree to which patients under-report pain ()*(8) = 17.461, p<.05).*
It appears that the workshops increased participant awareness of the potential for patients to

under-report pain.

Addiction

At pre-test, medical regulators viewed addiction as a frequent occurrence when opioids

* A significant chi-square result indicated variability in responses given by the same individual at pre-test, post-test, and
follow-up. Adjusted standardized residuals were then used to identify the patterns in the data that contributed to the
statistical significance. In all instances of statistical significance, the largest residual was found at pre-test (i.e, pre-test
was the reference category). As a result, significant chi-square associations are interpreted in terms of different
responses being given at pre-test, as compared to post-test and follow-up.
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are used for a prolonged period of time ((8) = 31.548, p<.001), and defined addiction as
physical dependence (x*(8) = 29.144, p<.001). Since these beliefs were significantly less
prevalent after participating in the workshop, the survey results suggest that the workshop was

successful in clarifying the definition of addiction.

Analgesic and side-éffect properties of opioids

Medical regulators were less likely to understand the pharmacodynamics of opioid
analgesics prior to the workshop. Respondents were less likely to know at pre-test whether
prolonged opioid use leads to a deterioration of organ functioning (1?(6) = 29.493, p<.001) orto a
decrease in cognitive function ((8) = 26.612, p<.001). Before the workshop, participants also
were more likely to believe that there is a ceiling to the analgesic effect of morphine (*(8) =
51.309, p<.001), and that tolerance diminished the analgesic efficacy of opioids (x*(8) = 42.673,
p<.001). In general, there was a greater likelihood of inaccurate knowledge about the effects of

opioids prior to the workshop.

Legality of prolonged prescribing

Cancer pain scenarios. Compared to responses given at both post-test and follow-up,
respondents at pre-test were less likely to view the prolonged prescribing of opioids for cancer
pain as a lawful and accepted medical practice (x*(6) = 18.701, p<.005). Likewise, when the
cancer patient also had a history of opioid abuse, a lower proportion of regulators surveyed at
pre-test viewed opioid prescribing as lawful and generally accepted (x(6) = 16.732, p<.01).

Non-cancer pain scenarios. The findings for both the non-cancer pain scenarios were
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similar to those obtained for the two cancer pain scenarios. Prior to workshop participation,
respondents were less likely to consider as legal and acceptable medical practice the long-term
prescribing of opioids to patients with chronic pain not due to cancer (x*(6) = 25.467, p<.001), as

well as chronic non-cancer pain with a history of substance abuse (x*(6) = 20.577, p<.005).

Discussion

Study 1, the second survey of state medical board members, revealed that there had been
important, although not profound, improvements in knowledge, attitudes, and beliefs since 1991,
In 1997, board members were more likely to recognize the efficacy of opioid analgesics for
cancer pain, but that cancer pain patients are not adequately treated for pain. In addition, board
members in 1997 had greater confidence in all four scenarios that prescribing opioids of chronic
pain was legal and accepted medical practice. Although still representing a small percentage of
the total sample, more board members in 1997 viewed the prescribing of opioids to be lawful and
medically acceptable for the treatment of chronic non-cancer pain, as well as for those with
chronic pain and a history of opioid abuse. This difference between the two samples represents
encouraging movement toward recognizing the legitimacy of prescribing that, by today’s
standards, would be considered acceptable medical practice. '

The data also suggest a positive shift in medical board members’ understanding of what
addiction is and is not. Fewer participants in 1997 defined it solel;/ on the basis of the
manifestation of a withdrawal syndrome. This represents encouraging movement toward the use
of behavioral, rather than physiological, measures of addiction. Nevertheless, physiological

interpretations of addiction remain common. A much more concerted effort is needed to bring
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significant changes in knowledge and attitudes were observed over time and as a result of
involvement in an educational workshop, most medical board members continued to view the
prolonged prescribing of opioid analgesics for chronic pain as inappropriate medical practice to
be'discouraged or even investigated. In addition, there continues to be confusion about the
characteristics of addiction and about the approximate incidence of iatrogenic addiction. If there
is confusion among regulators about addiction, there is the potential for investigating physicians
for prescribing practices that may conform to present standards.

Improving pain management in America will depend, in part, on a three-part program that
includes: (1) more intensive educational programs for state medical board members and staff, (2)
accelerated policy development by state medical boards to encourage pain management and
address concerns about regulatory scrutiny, and (3) increased communication between clinicians
and their regulators.

(1) Education. State medical boards should sponsor educational efforts for their
members, staff, investigators, and attorneys to update their knowledge and views about pain
management and regulatory policy. An excellent example is provided by the medical boards in
Alabama and North Carolina; they held educational workshops to inform their members and
staff.*® After the workshops, these boards adopted guidelines to recognize the use of controlled
substances for the treatment of chronic pain. '’

(2) Policy. State medical boards should adopt or amend® their existing guidelines

according to the national standard established by the FSMB, “Model Guidelines for the Use of

® It is recognized that many state medical boards have already adopted guidelines; however, some of these policies fail
{0 encourage pain management or address directly licenses concerns about regulatory scrutiny.
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Controlled Substances for the Treatment of Pain.”'® The Model Guidelines offer significant
advantages over current state medical board policies.'”'® The Model Guidelines address directly

physician concern about investigation or discipline:

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. (p. 2)"

Indeed, the Model Guidelines are an unprecedented consensus among groups that represent pain
management, regulatory, and drug law enforcement about the medical use of controlled
substances for the treatment of pain."”

(3) Communication. Once a state medical board has updated its views about pain
management and has adopted or adapted® the Model Guideline, it should disseminate and
publicize the policy widely and repeatedly to encourage positive practice change and reduce
concerns about regulatory scrutiny.'®?! Despite initial dissemination efforts by medical boards,
practitioners may be unaware of the board’s policy.'”* The North Carolina Medical Board
(NCMB) provides an example of what state boards can do: In addition to systematic
dissemination of its guidelines, the NCMB sponsored educational programs and media events for
health-care professionals and for the public.®®

We should not be surprised that knowledge and attitudes are slow to change. However,

© It is recognized that state policies may differ and that boards may adapt and improve on the Model Guidelines.
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these studies show that change is indeed occurring. We can accelerate the rate of change with
more concentrated efforts. Increasingly, state medical boards and their members and staff are
coming to recognize that pain control is a significant health-care problem, and that they have an
important ,mle to play in eliminating fears of regulatory scrutiny. Making this a reality will
require additional efforts and further cooperation between medical boards and the pain

management community.
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Table 1. Demographic Characteristics of Survey Respondents

Characteristics Year of Survey
No. of No. of
1991 1997
Full sample surveys % surveys %
(N=304) (N=368)
Age in years
Mean 55.22 55.67
Standard Deviation 10.93 10.62
Board type
Medical 269 88.5 322 86.8
Osteopathic 35 11.5 46 13.2
Status of board member
Current member 300 98.7 360 97.8
Past member 4 1.3 8 22
Capacity of board member
Physician member 241 79.3 284 77.2
Public member 46 15.1 57 15.5
Other health professional 10 33 16 4.3
member
“Other” member 7 2.3 6 1.6
missing 0 0 5 1.4
Time served on board in
years
Mean 451 4,54
Standard Deviation 4.01 3.68
Physician members only
Year of medical degree
Median 1961 1966
Currently practicing
medicine
Yes 229 93.5 260 89.3
No 16 6.5 31 10.7
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Table 2. ~ Legality and Medical Acceptability of Extended Opioid Prescribing, 1991 Compared

to 1997
Level of Perceived Legality
Lawful and Lawful and Violation of Violations of
generally generally not medical practice | controlled
acceptable acceptable laws and substances
medical practice, | medical practice | regulations which | laws which
with no need to | which should be | should be should be
investigate discouraged investigated investigated
Year 1991 1997 1991 1997 1991 1997 1991 | 1997
Cancer pain 75% 82% 14% 5% 5% 2% 5% 2%
Cancer pain 46% 57% 22% 17% 14% 6% 12% 4%
with history of
opioid abuse
Chronic non- 12% 33% 47% 40% 32% 11% 27% | 6%
cancer pain
Chronic non- 1% 6% 25% 36% 58% 34% 50% | 20%
cancer pain
with history of
opioid abuse

Note: Rows do not sum to 100% because respondents could give more than one response.
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