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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 EU 

Very similar, some differences

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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US EU 

Food and Drug 
Administration (FDA)

Competent Authority

Notified Body (NB)
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Competent Authority

Appointed by each EC member

Government department 

Audits Notified Bodies (NBôs) 

Ensures the requirements of the MDD are 
adhered to

Investigates all alleged breaches of the 
regulations including adverse incidents
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Notified Body
Product assessment and regulatory compliance 
assessments

Commercial ïnot government organization

Need to satisfy certain criteria in MDD

Quality Management System assessment, 
certification and surveillance

Professional partnership not adversarial  
enforcement 

Accredited by the Competent Authority
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US EU 

Title 21 of the Code 
of Federal 
Regulations, Parts 
800-1299

(21 CFR 800ôs)

Directives

Medical Devices Dir 
(MDD)

Invitro Diagnostic 
Medical Devices Dir 
(IVDMD)

Active Implantable 
Med Dev Dir 
(AIMDD)
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Medical Device Directives

Harmonization of individual country 
regulation requirements covering 
product safety, efficacy, testing, 
labeling, and certification.

Applicable to any company 
manufacturing medical devices for sale 
in Europe
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US EU 

Substantial 
Equivalence to a 
product that has 
been cleared to 
market (or PMA 
approved)

Compliance with the 
Essential 
Requirements of 
the relevant 
directive
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Substantial Equivalence

= the device is similar to and/or 
different from other products of 
comparable type in commercial 
distribution, including supporting data 
[21 CFR 807.87(f)]
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Essential Requirements

= health and safety requirements of 
both the patient and the user
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US EU 

Clearance to Market 
(or Approval of a 
PreMarket Approval 
Application)

CE Marking
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CE Marking

Conformité Européene

European Conformity

Legally placed on the market

Free movement of the product w/in EU

Permits withdrawal of non-conforming 
products by authorities
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US EU 

510(k) or PMA Technical File or 
Dossier




