Incorporating Alcohol
Pharmacotherapies
Into Medical Practice

A Treatment
Improvement
Protocol

TIP
49

5.
(2

5“\'\' p U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES
5 Substance Abuse and Mental Health Services Administration
“; ( Center for Substance Abuse Treatment

"'«,_&' www.samhsa.gov PHARMACO-
Drag THERAPIES

DOCKET
A L M

A R

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Incorporating Alcohol
Pharmacotherapies Into
Medical Practice

Treatment Improvement Protocol (TIP) Series

49

U.S. DEPARTMENT OF HEALTH AND HUMAN SERVICES
Substance Abuse and Mental Health Services Administration
Center for Substance Abuse Treatment

1 Choke Cherry Road
Rockville, MD 20857

DOCKET
A L M

A R

Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Acknowledgments

This publication was produced under

the Knowledge Application Program,
contract number 270-04-7049, a Joint
Venture of The CDM Group, Inc., and
JBS International, Inc., for the Center
for Substance Abuse Treatment (CSAT),
Substance Abuse and Mental Health
Services Administration (SAMHSA),
U.S. Department of Health and Human
Services (HHS). Christina Currier served
as the CSAT Government Project Officer.

Disclaimer

The views, opinions, and content
expressed herein are those of the expert
panel and do not necessarily reflect the
views, opinions, or policies of CSAT,
SAMHSA, or HHS. No official support of
or endorsement by CSAT, SAMHSA, or
HHS for these opinions or for particular
Instruments, software, or resources is
intended or should be inferred.

Public Domain Notice

All materials appearing in this

volume except those taken directly

from copyrighted sources are in the
public domain and may be reproduced
or copied without permission from
SAMHSA/CSAT or the authors. Citation
of the source is appreciated. However,
this publication may not be reproduced
or distributed for a fee without the

DOCKET

_ ARM

specific, written authorization of the
Office of Communications, SAMHSA,
HHS.

Electronic Access and Copies
of Publication

This publication may be downloaded

or ordered at http:/www.samhsa.gov/
shin. Or, please call SAMHSA’s Health
Information Network at 1-877-SAMHSA-7
(1-877-726-4727) (English and Espanol).

Recommended Citation

Center for Substance Abuse Treatment.
Incorporating Alcohol Pharmacotherapies
Into Medical Practice. Treatment
Improvement Protocol (TIP) Series 49.
HHS Publication No. (SMA) 09-4380.
Rockville, MD: Substance Abuse and
Mental Health Services Administration,
2009.

Originating Office

Quality Improvement and Workforce
Development Branch, Division of Services
Improvement, Center for Substance
Abuse Treatment, Substance Abuse and
Mental Health Services Administration,

1 Choke Cherry Road, Rockville, MD
20857.

HHS Publication No. (SMA) 09-4380
Printed 2009

Find authenticated court documents without watermarks at docketalarm.com.



http:http://www.samhsa.gov
https://www.docketalarm.com/

Contents

Consensus Panel........ccciiiiiiiiiiiininneiiiiiiiineeiiiiiisimmssessiissssssssssssssssssssssssssssssssssssss vii
EXpert AdvISOLY BOATd ....ccccciiiiiiiiiiiiiiiiiiiiiiiiesssesssssssssssessssssssssssssssssssssssssssssssssssssssssssssssssssssses ix
WHRhat IS @ TIP? .ccccoiiiiiiineiiinnniiinninesiessnsisssssssssssssssssssssssssssssssssssssssssssssssssnssssssssnssssssssssssssssnss xi
FOT@WOT cuuueeiiiiiiiiiiiineiiiiiniiiiineetiinncisisisnnetttissssssssssssestsssssssssssssssssssssssssssssssssssssssssssssssssssssss xiii
Chapter 1—INtrOdUCTION ....eeeeeeeeeeeeeeeeeeeereeeeeeeeeeeeeesseessseessessssssssssssssssssssssssssssssssssssssssssssssses 1
Alcohol Use Disorders in Medical Settings ..ooooeeeeeeeieeeiieiieiiiiiiieiieiinsaeasenennnnnnnnnnnnnnnes 1
AUAIENCE fOT TIP 49 ....ooiiiiiiiiieeee ettt e e e e e e e e e e e e e s s naaaaeaaaeeeeeennsaneeeeas 2
Recognition of Alcohol Dependence as a Chronic I1Iness ...........ovveeeeeiiiiiiiiiiiiiieeeeeeeeeeenn, 3
PUTPOSE OF TIP 49....cooeiieiiiieiiieeeeeeeeeeeeeeeeeeeee ettt 3
What TIP 49 DS INOE COVET ....eeiiiiiiiiieiiiiieeeeiitee ettt ettt e ettt e e et e e e st eee s sabbeeeesabeeeesans 4
Specialty Treatment Versus Screening and Brief Intervention ........ccccccoeeecciiiiiieeeiinncnnnnen. 5
Why Use Medications To Treat Alcohol Dependence? ...........coceeeeeeiiiiiiiiiiiiiieeeeeiiiieiieeeee 5
Format, Approach, and Organization of TIP 49 ..........cccccco, 7
Chapter 2—ACAMPTIOSATE ...uueeeeeeeeeeeeeeeereeeresssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssssses 9
WHhat I8 ACAMIPIOSATE? .. ..uuuuiiuriiiiiiiiiiiiiitttiiitiitiietttaetaaaaaaeraaeaaaraaastaesaaareasssesssessssssssssssrsrassrasraare 9
WHhY USE ACAMPTOSALE? ...uvvviiiviiiiiiiiiiiiiiiitiieittreereeeesereersesesresrersreerrererreereesrrerrerererrrerrrerrrerrree. 10
How Is Acamprosate Used? ... 11
Who Is Appropriate for Treatment With Acamprosate? ........cccccvvvvvviiiiiiiiiiiiiiiiiiiiiiiiiiee, 13
Treatment Duration and Discontinuing Acamprosate...........ccccoeevevveiiiiiiiiiiieiieeiieeeeeeeeeee 14
Final Clinical Thoughts.........cccco e, 14
Chapter 3—DISUILITAIN c....uueeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeesetssesssssssssssssssssssssssssssssssesssssssssssssssssssssaes 15
What Is DISUIfITam?......cccuuiiiiiiiiiieeiie et e e e et e e e et e e e eebeeeeenneaeeens 15
WHhy USE DISUIITAINT? . ...iiiiiiiiiiiiiiiiiiiiiiiieieeeeeeeeee e eeeeaeeeeeeeeeeeeeeeeeeseeeseesseeeseeereerrerarereeereeeees 18
How Is Disulfiram USEd? ......cccoiiiiiiiiiiiiiiee ettt e et e e e e e e e e e e e e e ssnnsaanaeeeeeeennnes 19
Who Is Appropriate for Treatment With Disulfiram?..........cccccoeeeiiiiiiiiiiiiiiieeeee. 25
Treatment Duration and Discontinuing Disulfiram.............cccccccoviiiiiii 25
Final Clinical Thoughts........ccccoiiiiii e, 26

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Chapter 4—0ral NAItreXOMe .....uuueeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeseeesssessessssssssssssssssssssssssssssssssssssssses 27

What Is Oral NaltreXOme? ......uuiueeieiiiiiiiiiiiiieiieeiieeeieereeeeeeeeeeeeeeeeeeeeeeeeeeseersseerrerererrrerreerrrereeeee, 27
Why Use Oral NaltreXOMe?........uuuiiiiiiiiiiiiiiiiiiieiiieeieeeeeeeeeeeeeeeeeeeeeeeeeereeeeererrrrrerererrrerrrerrrerereee 28
How Is Oral Naltrexone USed? ...........oooiiiiiiiiiiiiiiiiie ettt e e araae e e e e e e 29
Who Is Appropriate for Treatment With Oral Naltrexone?..........ccccceevvvviiiiiiiieiiiiiiiieeeeeen. 34
Treatment Duration and Discontinuing Oral Naltrexone .........ccccccvvvvveeeeiiiniiciiiieeeee e, 35
Final Clinical Thoughts ..., 35
Chapter 5—Extended-Release Injectable NaltreXomne .......eeeeeeeeeeeeeeeeeeeeneeeeeeeeeeeeeeeeeeees 37
What Is Extended-Release Injectable NaltreXone? .........ccccccvvvvvvvviiiiiiiiiiiiiiiiiiiieiieeeeeeeeeee 37
Why Use Extended-Release Injectable Naltrexone?.......ccccccevvveveeeeiieiiiiiiieiiiieiieeieeeeeeeeeeeee 38
How Is Extended-Release Injectable Naltrexone Used? .........ccoooeeiieeiiiiiiiiiieeiieeicecceecceeenn, 39
Who Is Appropriate for Treatment With Extended-Release Injectable Naltrexone?......... 42
Treatment Duration and Discontinuing Extended-Release Injectable Naltrexone............ 43
Final Clinical Thoughts........cccoooiiiii e, 43
Chapter 6—Patient ManagemeEnt .......eeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeessssssssssssssssssssssssssssssssees 45
Integrating Medication for Alcohol Dependence Into Clinical Practice Settings............... 45
TNit1al ASSESSINENT ..eiiiiiiiiiiiiieee e e e e et e e e e e e e et a e e e e e e e e e e ntaaaaeaeeeaaaanns 46
Choosing a MedICation...........cooooiiiiiiiiiiii e, 51
(0763001 030 0P Nn o) o T N s o1 =1 o ) OSSP PUPPRURR 51
Choosing a Psychosocial INntervention ..........ccccoeeeeeeiiiee e 54
Developing a Treatment PIan ......cccoooooiiiiiiiiiiiiii et 56
Patient AWATENESS ..ociiiieeiiiiiiieee ettt e e ettt e e e e e e e ab e e e e e e e e e e aaaaaaeaeaeeeesanabaaaaeaeeaaaannes 57
Monitoring Patient PrOgreSs ... ittt 57
Modifying the Treatment Strategy ........ceuviiiiiiiiiiiiiiiiiiiiiieeeeeeee e 60
Discontinuing Pharmacotherapy ...cccccooooevviiiiiieiieieiieeiieee et 61
Final Clinical ThouGhtS . ......ocoviiiiiiiiiiiieeeeeeeeeeeeeeeeeeeee e 61
Appendix A—Bibliography ......ccccccccccercceeeeeeenseesseessessessssssssssssssssssssssssssssssssssssssssssssssssssssssses 63
Appendix B—NIAAA’s A Pocket Guide for Alcohol Screening and
Brief INEETUCTILION .....eeeeeeeeenneeeeeeereeeenenenssseseeeeeeesssssssssssessessssssssssssssssssssssssssssssssssssessssssansssnes 71
Appendix C—Excerpts From Quick Guide for Clinicians Based on TIP 45................ 77
Appendix D—Excerpts From Quick Guide for Clinicians Based on TIP 24............... 87
Appendix E—ReSOUrcCe Panel...... . eeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeeseessssssssssssssssssssssssssssssssssssssssssssses 97
ApPpendix F—Field ReVIEWETIS.....uuuuueeeeeeeeeereeereeeeeeeeeeeseessssssssssssssssssssssssssssssssssssssssssssssssssssssses 99
Asvannas Ao, A nlrannverla A cnas nan b 1iNn1

DOCKET

A R M Find authenticated court documents without watermarks at docketalarm.com.



https://www.docketalarm.com/

Nsights

Real-Time Litigation Alerts

g Keep your litigation team up-to-date with real-time
alerts and advanced team management tools built for
the enterprise, all while greatly reducing PACER spend.

Our comprehensive service means we can handle Federal,
State, and Administrative courts across the country.

Advanced Docket Research

With over 230 million records, Docket Alarm’s cloud-native
O docket research platform finds what other services can't.
‘ Coverage includes Federal, State, plus PTAB, TTAB, ITC
and NLRB decisions, all in one place.

Identify arguments that have been successful in the past
with full text, pinpoint searching. Link to case law cited
within any court document via Fastcase.

Analytics At Your Fingertips

° Learn what happened the last time a particular judge,

/ . o
Py ,0‘ opposing counsel or company faced cases similar to yours.

o ®
Advanced out-of-the-box PTAB and TTAB analytics are
always at your fingertips.

-xplore Litigation

Docket Alarm provides insights to develop a more
informed litigation strategy and the peace of mind of

knowing you're on top of things.

API

Docket Alarm offers a powerful API
(application programming inter-
face) to developers that want to
integrate case filings into their apps.

LAW FIRMS

Build custom dashboards for your
attorneys and clients with live data
direct from the court.

Automate many repetitive legal
tasks like conflict checks, document
management, and marketing.

FINANCIAL INSTITUTIONS
Litigation and bankruptcy checks
for companies and debtors.

E-DISCOVERY AND

LEGAL VENDORS

Sync your system to PACER to
automate legal marketing.

WHAT WILL YOU BUILD? @ sales@docketalarm.com 1-866-77-FASTCASE




