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Origin of Shotwell & Carr, Inc.

¥ Regulatory Consultants

¢ Dallas, 1974 - Paul Carr and Tom Shotwell, as a
veterinary consulting firm

¥ Expanded into medical devices and human drug
products

% UK office - July 1997, for medical devices.
% International base of pharma and device clients
% Large pool of Associates
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US ©@mpaedie EU

% Very similar, some differences

=z Less time and cost to do concurrently
(Instead of sequentially)

@ Consider regulatory requirements from
the outset

& Often less time to EU market
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Highlights

< Authorities

% Regulations

“ Goal

% What you must show
% Documents

% Classes of Devices
@ Quality Systems
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