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IN BRIEF
Stopping Long-Acting Beta-2 Agonists

A little more than a year ago, The Medical Letter
reported the results of an FDA meta-analysis which
found that use of a long-acting beta-2 agonist (LABA)
such as salmeterol (Severent) or formoterol (Foradil) in
patients with asthma was associated with an increased
risk of a composite endpoint of asthma-related death,
intubation or hospitalization; the highest risk was in chil-
dren 4-11 years old. There was no significant increase in
risk when a long-acting beta-2 agonist was used with an
inhaled corticosteroid. The Medical Letter recommended
that long-acting beta-2 agonists should not be used as
monotherapy for asthma, especially in children, and that
long-acting beta-2 agonists should be used for asthma
only in combination with an inhaled corticosteroid,
preferably in a fixed-dose combination in the same
inhaler.’

www.medicalletter.org

Now the FDA has issued new Safe Use Requirements?
and labeling requirements for long-acting beta-2 ago-
nists that include the following: “Stop use of the LABA,
if possible, once asthma control is achieved and main-
tain the use of an asthma-controller medication such
as an inhaled corticosteroid.”®

It has not been determined that patients taking a long-
acting beta-2 agonist in a fixed-dose combination with
an inhaled corticosteroid have an increased risk of
death or that stopping long-acting beta-2 agonists in
such patients will improve long-term outcomes. A con-
trolled clinical trial of these new requirements would be
welcome. O
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Table 1. Some Drugs for Asthma
Drug Formulations Adult Dosage Pediatric Dosage Cost!
Inhaled Corticosteroid/Long-Acting Beta-2 Agonist Combinations
Budesonide/formoterol
Symbicort HFA (AstraZeneca) MDI (120 inh/unit) 2 inh bid > 12 yrs: 2 inh bid $185.10
80, 160 mcg/4.5 mcg/inh
Fluticasone/salmeterol
Advair Diskus (GSK) DPI (60 inh/unit) 1 inh bid 4-11 yrs: 1 inh 175.99
100, 250, 500 mcg/ (100/50 mcg) bid
50 mcg/blister
Advair HFA (GSK) MDI (120 inh/unit) 2 inh bid > 12 yrs: 2 inh bid 187.95
45, 115, 230 mcg/
21 mcg/inh
Some Inhaled Corticosteroids
Budesonide
Pulmicort Flexhaler DPI (60, 120 inh/unit) 360-720 mcg bid 6-17 yrs: 151.75
(AstraZeneca) 90, 180 mcg/inh 180-360 mcg bid
Fluticasone propionate
Flovent Diskus (GSK) DPI (60 inh/unit) 100-500 mcg bid 4-11 yrs: 209.48
50 mcg/blister 50-100 mcg bid
Flovent HFA (GSK) HFA MDI (120 inh/unit) 88-440 mcg bid 4-11 yrs: 109.19
44, 110 or 220 mcg/inh 88 mcg bid
DPI = Dry powder inhaler; inh = inhalation; MDI = Metered-dose inhaler
1. Cost based on 30 days’ treatment with the lowest recommended adult dosage based on prices at drugstore.com accessed March 15, 2010.

FORWARDING OR COPYING IS A VIOLATION OF U.S. AND INTERNATIONAL COPYRIGHT LAWS 21


http://medicalletter.org/restricted/articles/w1303a.html
http://www.fda.gov/safety/medwatch/default.htm
http://www.ncbi.nlm.nih.gov/pubmed/20181964

The Medical Letter®

On Drugs and Therapeutics

EDITOR IN CHIEF: Mark Abramowicz, M.D.

EXECUTIVE EDITOR: Gianna Zuccotti, M.D., M.P.H., FA.C.P, Harvard Medical
School

EDITOR: Jean-Marie Pflomm, Pharm.D.

ASSISTANT EDITORS, DRUG INFORMATION: Susan M. Daron, Pharm.D.,
Blaine M. Houst, Pharm.D., Corinne E. Zanone, Pharm.D.

CONSULTING EDITOR: Brinda M. Shah, Pharm.D.

ADVISORY BOARD:

Jules Hirsch, M.D., Rockefeller University

Gerald L. Mandell, M.D., University of Virginia School of Medicine
Dan M. Roden, M.D., Vanderbilt University School of Medicine

CONTRIBUTING EDITORS:

Carl W. Bazil, M.D., Ph.D., Columbia University College of Physicians and Surgeons
Vanessa K. Dalton, M.D., M.PH., University of Michigan Medical School
Eric J. Epstein, M.D., Albert Einstein College of Medicine

David N. Juurlink, BPhm, M.D., Ph.D., Sunnybrook Health Sciences Centre
Richard B. Kim, M.D., University of Western Ontario

Hans Meinertz, M.D., University Hospital, Copenhagen

Sandip K. Mukherjee, M.D., FA.C.C., Yale School of Medicine

F. Estelle R. Simons, M.D., University of Manitoba

Jordan W. Smoller, M.D,, Sc.D., Harvard Medical School

Neal H. Steigbigel, M.D., New York University School of Medicine

SENIOR ASSOCIATE EDITORS: Donna Goodstein, Amy Faucard

ASSOCIATE EDITOR: Cynthia Macapagal Covey
EDITORIAL FELLOW: Vincent Teo, B.Sc. Phm, Sunnybrook Health Sciences Centre

MANAGING EDITOR: Susie Wong
ASSISTANT MANAGING EDITOR: Liz Donohue
PRODUCTION COORDINATOR: Cheryl Brown

EXECUTIVE DIRECTOR OF SALES: Gene Carbona
FULFILLMENT & SYSTEMS MANAGER: Cristine Romatowski
DIRECTOR OF MARKETING COMMUNICATIONS: Joanne F. Valentino
VICE PRESIDENT AND PUBLISHER: Yosef Wissner-Levy
Founded in 1959 by
Arthur Kallet and Harold Aaron, M.D.

Copyright and Disclaimer: The Medical Letter is an independent nonprofit
organization that provides health care professionals with unbiased drug prescrib-
ing recommendations. The editorial process used for its publications relies on a
review of published and unpublished literature, with an emphasis on controlled
clinical trials, and on the opinions of its consultants. The Medical Letter is sup-
ported solely by subscription fees and accepts no advertising, grants or dona-
tions.

No part of the material may be reproduced or transmitted by any process in whole
or in part without prior permission in writing. The editors do not warrant that all the
material in this publication is accurate and complete in every respect. The editors
shall not be held responsible for any damage resulting from any error, inaccuracy
or omission.

Subscription Services

Mailing Address:

The Medical Letter, Inc.

1000 Main Street

New Rochelle, NY 10801-7537

Customer Service:

Call: 800-211-2769 or 914-235-0500
Fax: 914-632-1733

Web Site: www.medicalletter.org
E-mail: custserv@medicalletter.org

Permissions:

To reproduce any portion of this issue,

please e-mail your request to:
permissions@medicalletter.org

Subscriptions (US):

1 year - $98; 2 years - $167;

3 years - $235. $49.00 per year for
students, interns, residents and
fellows in the US and Canada.
CME: $70 for 26 credits

E-mail site license inquiries to:
info@medicalletter.org or call
800-211-2769 x315.

Special fees for bulk subscriptions.
Special classroom rates are avail-
able. Back issues are $12 each.
Major credit cards accepted.

Copyright 2010. ISSN 1523-2859




