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This is the third practice guideline to be approved by the American Psychiatric Association (APA). The term practice 

guideline refers to a set of patient care strategies developed to assist physicians in clinical decision making. We antici-
pate that several guidelines will be published each year as they are completed and approved by the APA. Although 
the APA has been publishing specific recommendations about the practice of psychiatry since 1851, the current level 
of effort devoted to the practice guideline process represents a qualitative change in the APA’s role in establishing 
guidelines.

For nearly 150 years, the APA’s fundamental aim in developing practice recommendations has been to assist psy-
chiatrists in their clinical decision making, with the ultimate goal of improving the care of patients. The explosion of 
knowledge in our field over the last several decades amplifies the value of guidelines. Furthermore, the current 
health care climate is characterized by rising concerns about quality of care, access to care, and cost. Efforts to re-
spond to these problems by exerting external control over the types and amount of care that can be provided have 
led to new concerns about the quality of the data on which such efforts are based and the process by which those data 
are used to determine “appropriate” or “reimbursable” care. The realization that both treatment and reimburse-
ment decisions are occurring without systematic scientific and clinical input has led the APA, along with many other 
medical specialty societies, to accelerate the process of documenting clearly and concisely what is known and what is 
not known about the treatment of patients. Although there are a number of other entities, including the federal gov-
ernment (through the Agency for Health Care Policy and Research), who are also developing practice guidelines, 
the APA has decided that the psychiatric profession should take the lead in describing the best treatments and the 
range of appropriate treatments available to patients with mental illnesses.

The APA established a Steering Committee for Practice Guidelines, chaired by John S. McIntyre, M.D. The 
Steering Committee chooses guideline topics based on the following criteria: 1) degree of public importance, 2) rele-
vance to psychiatric practice, 3) availability of information and relevant data, 4) availability of work already done 
that would be useful in the development of a practice guideline, and 5) degree to which increased psychiatric atten-
tion to and involvement in the area would be helpful for the field. Once a topic is chosen, a work group is formed to 
draft the guideline. By design, the work group consists of psychiatrists in active clinical practice with diverse exper-
tise and practice experience relevant to the topic. Policies established by the Steering Committee guide the work of 
systematically reviewing data in the literature and forging consensus on the implications of those data, as well as de-
scribing a clinical consensus. These policies, in turn, stem from criteria formulated by the American Medical Asso-
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For Continuing Medical Education credit for APA Practice Guidelines, 
visit www.psych.org/cme

To order the 2004 Compendium of Quick Reference Guides to the 
APA Practice Guidelines,

visit www.appi.org or call 800-368-5777.

The American Board of Psychiatry and Neurology (ABPN) 
has reviewed the APA Practice Guidelines CME Program 

and has approved this product as part of a comprehensive 
lifelong learning program, which is mandated by the 
American Board of Medical Specialties as a necessary 

component of maintenance of certification.

ABPN approval is time limited to 3 years for each 
individual Practice Guideline CME course. 

Refer to APA’s CME web site for ABPN approval status of each course.

4 of 56 Alkermes, Ex. 1009
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Table of Contents

Statement of Intent ....................................................................................................................................iv
Guide to Using This Practice Guideline .................................................................................................... 1
Introduction................................................................................................................................................ 2
Overview of the Guideline Development Process................................................................................... 3

PART A: Treatment Recommendations for Patients With Bipolar Disorder ................ 4

I. Executive Summary of Recommendations .................................................................................... 4
A. Psychiatric Management ........................................................................................................ 4
B. Acute Treatment...................................................................................................................... 4
C. Maintenance Treatment ......................................................................................................... 5

II. Formulation and Implementation of a Treatment Plan ........................................................... 5
A. Psychiatric Management ........................................................................................................ 6
B. Acute Treatment...................................................................................................................... 9
C. Maintenance Treatment ....................................................................................................... 10

III. Special Clinical Features Influencing the Treatment Plan ..................................................... 11
A. Psychiatric Features............................................................................................................... 11
B. Demographic and Psychosocial Factors.............................................................................. 12
C. Concurrent General Medical Conditions.............................................................................. 15

PART B: Background Information and Review of Available Evidence ......................... 16

IV. Disease Definition, Natural History and Course, and Epidemiology ................................... 16
A. Definition of Bipolar Disorder.............................................................................................. 16
B. Natural History and Course .................................................................................................. 16
C. Epidemiology ......................................................................................................................... 17

V. Review and Synthesis of Available Evidence.............................................................................. 18
A. Somatic Treatments of Acute Manic and Mixed Episodes................................................. 18
B. Somatic Treatments of Acute Depressive Episodes ........................................................... 26
C. Rapid Cycling.......................................................................................................................... 29
D. Maintenance Treatment....................................................................................................... 30
E. Psychosocial Interventions.................................................................................................... 32
F. Somatic Therapies for Children and Adolescents ............................................................... 35

PART C: Future Research Needs ................................................................................................... 36

VI. General Principles............................................................................................................................ 36

VII. Acute Treatment ............................................................................................................................. 36
A. Manic and Mixed Episodes ................................................................................................... 36
B. Depressive Episodes .............................................................................................................. 37
C. Rapid Cycling.......................................................................................................................... 37

VIII. Maintenance Treatment .............................................................................................................. 37

IX. Psychosocial Interventions ............................................................................................................ 37

Appendix I: Educational Sources for Depression and Bipolar Disorder ............................................. 37

Individuals and Organizations That Submitted Comments ................................................................. 38

References................................................................................................................................................. 39

5 of 56 Alkermes, Ex. 1009
f 

 

Find authenticated court documents without watermarks at docketalarm.com. 

https://www.docketalarm.com/


Real-Time Litigation Alerts
	� 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 

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,  

opposing counsel or company faced cases similar to yours.

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

Docket Alarm provides insights to develop a more  

informed litigation strategy and the peace of mind of 

knowing you’re on top of things.

Explore Litigation 
Insights

®

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

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.


