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ational (T'CI) was
consulting services

founded in 1979 to provide
that satisfy the technology transfer and business

research needs of industry. We specialize in tech-
nology transfer, technology assessment, and tech-
nology portfolio management. The firm is
headquartered in Falls Church, Virginia; a suburb
of Washington, D.C. Our global network includes
offices in Japan, Korea, India, China, Argentina,
the United Kingdom, Germany, and the Czech
Republic.

Our research staff is comprised of professionals with
backgrounds in a variety of technical disciplines,
with additional expertise in international market-
ing, licensing, finance and business development.
They are skilled in providing clients with strategi-
cally important competitive information world-
wide. The breadth of our experience assures clients
of high quality, actionable information, and com-
plete coverage on topics of interest.

TCI’s core consulting services are based on contin-
uous monitoring of technological product devel-
opment activities on a global basis. We provide
consulting and technology transfer services to
leading product developers and manufacturers
in North and South America, Europe, and Asia.
Our client base consists of small, medium, and
large corporations.

For more information on our services and
capabilities, please visit TCI’s website at:

wwuw.technology-catalysts.com




ort Summary

rally disintegrating and fast-dissolving (or fast melt) dosage

forms — tablets (ODT) and oral thin films (OTF) — have

continued to expand as dysphagia, patient compliance, and
consumer convenience issues are addressed by pharmaceuticals
that have been traditionally administered as oral solid dosages.
In addition, the market for rapidly dissolving formulations
maintains its strength as an innovative concept for either brand or
generic companies with access to dissolving technology.

As a result, the combined US, EU and Japanese ODT market
has doubled in size over the past four years to surpass $6.4
billion in 2009. Increased generic competition has further
expanded the ODT market volume. Consequently, the number
of commercial OTC and Rx ODT products has ballooned to
over 450. This can be attributed to the rapid genericization of
many products by a large number of Gx companies. Based on
upward global growth trends of the past decade, the ODT market
could produce revenues of $13 billion by 2015.

While there have been more than 80 oral thin film brands
launched in North America since 2003, the market remains
limited when compared to ODTs. However, the OTF sector is
well-positioned for future growth. New OTC films are being
commercialized in the US to expand into lucrative markets (e.g.
pain management and motion sickness). More importantly, pre-
scription OTFs have now been approved in all three major
regions (US, EU, and Japan). These approved Rx films, along
with several key molecules in the OTF pipelines, have potential to
cannibalize other oral dosage forms of the same drugs. If addi-
tional Rx products continue to be commercialized and truly novel
OTFs are developed, the value of the overall oral thin film market

will grow significantly.

As companies begin to develop orally disintegrating products,
they have many choices regarding the formulation technology
and tastemasking. Proprietary technologies from drug delivery
and specialty pharmaceutical companies can be utilized.
Alternatively, disintegrant excipients and readily available flavo-
rants can be purchased directly from third party manufacturers
for in-house ODT development.

The Market, Pipeline Candidates,
Opportunities

This report covers the current market for ODTs/oral thin films
and future forecasts based on active pipeline products, life cycle
management drug candidates, and licensing and business devel-
opment opportunities. There are 90 companies with ODT and
thin film technology described in detail in this report; many are
actively out-licensing molecules and platforms in early and late
stage development. DDS technology providers also interested in
co-developing and/or manufacturing new oral fast-dissolving
products are profiled.

New to the Sixth Edition:

* Details on formulation and manufacturing techniques for both
ODT and OTF products

¢ Information on oral thin film packaging and converting

¢ Overview of US ODT Suitability Petitions and Authorized
Generic products

* Generic ODT competition in Japan

* Information on the first prescription thin films in the US, EU,
and Japan

* Profiles on 20+ additional ODT and oral thin film technologies
not covered in the fifth edition

¢ US FDA Guidance for ODTs

* Appendix outlining all ODTs that have been commercialized
(branded and generic)

Key Information Presented
Market Analysis

¢ Orally Disintegrating Tablets:
- Market revenue growth from 2003-2009
- Sales for leading Rx ODTs in 2009
- Unit sales growth from 2005-2009
- Market share by therapeutic category
- Market share and growth shift by region
- Brand erosion by generics and market forecast
* Oral Thin Films:
- US OTC oral thin film sales from 2007-2009
- Sales comparison of leading OTF brand to ODT
counterpart from 2004-2009
- FDA actions and market changes that have affected
OTF growth
- Market forecast with updated product pipeline

Product Introductions
* Recent ODT products approved from 2008-10 in the US
* ODT products launched in Europe and Japan, 2008-2009
* Oral thin film OTC drugs launched in US/EU from 2003-2009
* Oral thin film nutraceuticals/vitamins launched in North
America from 2003-2009
* Prescription OTFs approved in US, EU, and Japan

Technology Licensing Opportunities

* Detailed profiles sorted by technology type:

- ODT technologies: 45 profiles

- OTF technologies: 45 profiles

- Tastemasking for ODT/OTF: 26 profiles

- Excipient platforms for ODT/OTF: 17 profiles
* Technologies from North America, Europe, and Asia
* Patent and pipeline information for each technology
* Contact information to initiate licensing agreements
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