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Rx-to-OTC Switch: A Hot Topic Report

With Switch being one of the crucial growth drivers for the consumer healthcare industry, this hot topic report
provides an essential how-to guide to Switch, exploring the key questions you need to answer when planning
your own Switch strategy.

Evaluating the core components of what makes a successful Switch, with case studies of successfully Switched
brands, make sure you have read this report before you implement your Switch strategy.
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A global licence will be required if you wish to put this report on your company’s intranet. The report will be
sent in PDF format to the purchaser via a secure link. If a print copy is required, please request this upon purchase.
All prices are quoted in British Pound Sterling.

Future of switch to enable OTC access to treat

Switch plpehne overview | and / or prevent chronic conditions

Future switch activity will centre around reversing undertreatment of chronic disease. It will also see markets like US and Japan (where
local legislation has Rx-bound widely-switched molecules) play catch-up with the global environment (e.g. switch of topical NSAIDs and.
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No formal process; safety essential in face of

USA switch mechanism I Rx-to-mass market switch
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+ No formal switch criteria, but significant historical precedent - FDA assesses and offers significant guidance on case-by-case basis
* New categories usually require an Advisory Committee

= FDA open to new conditions of OTC safe use

FDA consideration points

Consumers’ safe & effective use of use of medicine in an

NDA" Rx Previous unsupervised OTC setting guided only by Drug Facts Label
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~10 months after application for decision T

NDA switch has potential for 3 years marketing. Clinical studies (consumer studies) most fikely
exclusivity if FDA determines clinical studies required required for a “first-in-class” switch
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Revenue from the Top 20 switches (by sales) combined accounts for ~5.5% of global CHC sales in 2020

‘Global CHC sales with 5% of Top 20 switch sales (ISP, $5n)
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Top 20 switches sales
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Top 3 historical global switches by sales took place over 30 years ago while majority of Top se2170 Ry
20 occurred over 10 years ago, and have long been subject to generic competition —
D Mall D Emall however, many remain leading global brands in the CHC market
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Nicholas Hall Group of Companies offers the world’s most complete

consumer healthcare marketing & business solutions

Dedicated to benchmarking consumer healthcare markets and providing business solutions, we are specialists in
consumer healthcare, with an international network of contacts, offering data & analysis, strategic advice
and competitive intelligence on a global, regional or local basis.
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