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A comprehensive assessment of recent and imminent Rx-to-OTC

switches and the likely impact on the OTC market, focusing on key

changes, challenges, and business opportunities, and addressing

such questions as:

� Which drug classes are most likely to generate Rx-to-OTC

switches?

� Which drugs are likely to switch and why?

� What are the timing and forecast sales of these switches?

� What are the expected impacts on both OTC and Rx markets post-

switches?

� What impact will a formal BTC class have on future switches?

� What strategies can OTC marketers take to defend their brands?

This report includes a timely assessment of potentially imminent Rx-

to-OTC switches, including the status of cholesterol-lowering

medications currently under FDA review.
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Report Scope

After a recent lull, the number of Rx-to-OTC-switch brands entering the U.S. nonprescription drugs market has

slowly increased, bringing to market Plan B, Prilosec OTC, Miralax, and Zaditor. Additional switches are expected

over the next few years that are likely to have a significant impact. 

Rx-to-OTC-Switch Strategies USA presents a detailed analysis of the recent and future Rx-to-OTC switches in the

United States. The report identifies strategies for success, based on seven past switches. It also discusses the

likelihood of future switches by profiling a total of 20 specific drugs in eight therapeutic classes and addressing

switch issues common to each therapeutic class.

Key Benefits

For existing OTC brands, switches can erode sales and market positions. Accurately predicting Rx-to-OTC switches

and assessing their impact is crucial for maximizing business opportunities, minimizing threats, and successfully

constructing long-term strategic plans.

Specifically, the report provides subscribers with the following key deliverables:

� Up-to-date primary research on switches conducted with knowledgeable industry participants

� An objective perspective on future switches

� An understanding of the implications of future switches for existing OTC markets and brands 

� Forecasts of major switches, including timing, brand sales, and both Rx and OTC market sales

Forecasts in this report will be generated with Kline’s FutureView Scenario Forecasting Model. With the enhanced

forecasts, subscribers can see how adjustments in the assumptions behind the forecasts can bring about different

outcomes.
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1. IINNTTRROODDUUCCTTIIOONN

2. EEXXEECCUUTTIIVVEE  SSUUMMMMAARRYY

This section of the report provides a summary of the likeli-

hood of future switches, an examination of success factors

for recent switches, and an overall appraisal of the likely

impact on the OTC market from Rx-to-OTC switches. It rates

the likelihood of Rx-to-OTC switches for 20 candidates as

high, moderate, or low and offers forecasts for these switch-

es and trends in future Rx-to-OTC switches.

3. BBTTCC//TTHHIIRRDD  CCLLAASSSS  OOFF  DDRRUUGGSS

This section provides a brief overview of the history of this

issue and the trends that have led to the current situation.

It assesses which switch candidates may be sold in a BTC

class in the United States, reviews various stakeholders'

positions and concerns about a BTC class, and analyzes the

BTC class and recent switches from prescription to BTC sta-

tus in the United Kingdom.

4. RREECCEENNTT  RRXX--TTOO--OOTTCC  SSWWIITTCCHHEESS

4A. Alaway

4B. Alli

4C. Miralax

4D. Mucinex

4E. Plan B

4F. Prilosec OTC

4G. Zaditor

5. PPOOSSSSIIBBLLEE  FFUUTTUURREE  RRXX--TTOO--OOTTCC  SSWWIITTCCHHEESS

5A. Allergy relief products

� Allegra

� Clarinex

� Zyrtec

5B. Digestives/proton pump inhibitors

� Aciphex

� Nexium

� Prevacid

� Protonix

� Zegerid

5C. Erectile dysfunction medications

� Cialis

� Viagra

5D. Incontinence medications

� Detrol

� Ditropan

5E. Migraine medications

� Imitrex

5F. Sleeping aids

� Ambien

� Lunesta

� Rozerem

5G. Smoking cessation aids

� Zyban

5H. Statins

� Lipitor

� Mevacor

� Pravachol

Report Contents
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Methodology

Kline is unmatched in our ability to gather hard-to-get market and competitive intelligence with a high degree of

confidence. Kline's market analysis approach places the principal emphasis on primary research techniques to

ensure that the foundation of business intelligence and insight is accurate, current, and reliable. This approach has

proven to be the most effective and reliable approach to obtaining accurate market data, capturing expert insights,

and identifying business opportunities. 

During the course of field research, Kline's professional staff of industry experts conducted in-depth discussions

and personal interviews with a wide range of knowledgeable industry participants and opinion leaders, including

OTC manufacturers and marketers, regulators, key retailers, managed care organizations, industry trade groups,

and other direct stakeholders/influencers.

Primary research represents 85% of the overall research methodology for this report. The analysis is supple-

mented by secondary research drawn from a thorough review of regulatory information obtained from the FDA and

patent searches, company filings and literature, Internet sources; foreign regulatory agencies such as the United

Kingdom's Medicines and Healthcare Regulatory Agency (MHRA) and other sources.

Kline Credentials

Kline is a worldwide consulting and research firm dedicated to

providing the kind of insight and knowledge that helps companies

find a clear path to success. The firm has served the management

consulting and market research needs of organizations in the

chemicals, materials, energy, life sciences, and consumer products

industries for nearly 50 years.

Kline's research and consulting services extend across the entire

healthcare industry value chain. Our solutions have helped clients

develop better ways to create and profit from new business

opportunities, respond to competitive and economic threats,

improve productivity, achieve sustainable growth, and optimize

performance. Kline provides clients with facts, forecasts, and

recommendations based solidly on the realities of the market.

Our market research reports and services are designed to provide subscribers with a deeper understanding of their

markets, an outlook for their business, and accurate information about their competitors. Our clients tell us they

often use Kline's market research to validate their own internal analysis, and many clients rely on Kline reports as

their most critical source of information. 

For more information about this study or Kline's other services e-mail us at sales@klinegroup.com, visit our website

at www.KlineGroup.com, or contact us at any of our regional offices listed below.

RReecceennttllyy  ppuubblliisshheedd  oorr  iinn--pprrooggrreessss  rreesseeaarrcchh  ffoorr  tthhee

HHeeaalltthhccaarree  iinndduussttrryy  iinncclluuddeess::

� U.S. Cholesterol-Lowering Drugs: Rx Market

Analysis and Switch Forecasts

� U.S. Consumers' Perceptions of OTC Drugs

� Nonprescription Drugs Canada

� OTC Competitor Cost Structures USA 

� Nonprescription Drugs USA

� U.S. Retailers' Perceptions of OTC Drug

Marketers

� International Rx-to-OTC-Switch Forecasts

� Rx-to-OTC Switch: The Next Wave

� The Global Specialty Excipient Market for Oral

Solid-Dosage-Form Pharmaceuticals

NNoorrtthh  AAmmeerriiccaa

+1-973-435-6262

EEuurrooppee  

+32-2-770-4740

JJaappaann

+81-3-3242-6277

AAssiiaa  PPaacciiffiicc

+86-21-5382-6677

MMiiddddllee  EEaasstt  aanndd  IInnddiiaa

+971-4-2115430

SSoouutthh  AAmmeerriiccaa

+55-11-3079-7843
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Prices do not include sales tax. (NJ add 7% sales tax.) Ground shipping within the contiguous U.S. is included in the subscription price. Overnight and inter-

national shipping are available for an additional fee and will be added to the total amount. This study is available by subscription only. You will be invoiced

for the full amount, payable within 15 days upon receipt of the invoice.

AAnn  aauutthhoorriizzeedd  ssiiggnnaattuurree  aaggrreeeeiinngg  ttoo  tthhee  ssuubbssccrriippttiioonn  tteerrmmss  bbeellooww  iiss  nneecceessssaarryy  ttoo  ccoonnffiirrmm  yyoouurr  oorrddeerr..

We agree that, for a period of three years after its date of issue, we will: (1) restrict its circulation to employees of our corporation, to subsidiaries and joint

ventures in which our corporation holds more than a 50 percent interest, or to any parent organization that holds more than a 50 percent interest in our

firm; (2) use all reasonable precautions to prevent the disclosure of its contents to any other persons or organizations. We may however use or disclose any

information in this report that is public knowledge, that was already in our possession before receipt of the report, or that comes to us from third parties

independently of this report. Kline & Company, Inc. similarly agrees that it will use all reasonable precautions to prevent the disclosure of the contents of

this report to any person or organizations other than subscribers for three years after its date of issue. We understand that this agreement is fully binding

on the corporation and non-cancelable.

Ordering Information & Contract
The standard subscription includes:

� Unlimited enterprise-wide online access to contents via MyKline.com

� Downloadable PDF files of contents via MyKline.com

� 1 hard copy of the report if applicable 

� Direct access to the project team 

� 1 day of consultation time to be used within six months of the

publication date 

Card #:                                                                                                 Exp. Date: Name (as it appears on credit card):

Signature (for credit card authorization):

We have completed and signed this subscription agreement.  Please indicate your acceptance of
this subscription by countersigning and returning one copy for our files. Send invoices to:

NAME

TITLE

ADDRESS

E-MAIL

ACCEPTED

SIGNATURE

NAME

TITLE

DATE

NAME

TITLE

ADDRESS

E-MAIL

PURCHASE ORDER #

COMPANY

SIGNATURE                                                                                                               DATE

NAME

TITLE

E-MAIL

PHONE

Kline use only:Shipping address (if different than billing address):

METHOD OF PAYMENT: Send invoice

Fax the signed agreement to +1-973-435-3395

or e-mail to Lisa_Carnevale@KlineGroup.com

Subscription price $22,300

Additional hard copies: ______  @ $500 each =

Subtotal

7% sales tax (NJ only)

TTOOTTAALL

NOTE: All prices in U.S. funds.
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