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AKRA TEAM Templates

“Your key to success”

AKRA TEAM offers high quality Templates and other documents for various kinds of purposes. The Templates
are based on years of experience in conformity assessment procedures. They provide not only content from
the respective regulatory requirements, but also specific suggestions for drawing-up the content as well as
pre-written text passages which can be easily adapted to the needs of your medical devices or in-vitro diagnostic
devices.

As such, they are a sound foundation for drawing up required documents (e.g. plans, reports) for the Technical
Documentation, to be submitted to the Notified Body.

Participants of AKRA TEAM trainings will receive a 5 % discount for the respective templates, which were
presented during the participated training.
Your benefits:

e Fast and efficient creation of TD documents
e Reduced risk of deficiencies
e Higher success during conformity assessment procedures

Please order templates via the form on next page via: info@akrateam.com

Template Pricelist

Topic / Filename Rev Pages | Document title Net Price Net Bundle
prices
CDP template [AT] Rev 2.2 2.2 12 Clinical Development plan 500 € 3,500 €
CEP Template [AT] Rev 2.2 2.2 87 Clinical Evaluation Plan 1,500 €
CER Template [AT] Rev 2.6 2.6 106 Clinical Evaluation Report 2,500 €
LSP SOTA template [AT] Rev 2.2 2.2 22 Literature Search Protocol 500 € 800 €
State of the Art
LSR SOTA template [AT] Rev 2.2 . Literature Search Report
State of the Art

-P template [AT] Rev 2.2 . Literature Search Protocol
Safety & Performance

Literature Search Protocol

Safety & Performance

Post Market
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Purchase Order Form for Templates

Company name*

Name of the company

Rl
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Customer details*

Last name First name

Phone number (incl. country code) | * EUVATID | " ‘
Email* | |
Address*

Street # No.

Street Adress Line 2

City State

Postal / Zip Code Country

*Required fields
[ | have participated the following AKRA TEAM training(s):

‘ Date / Topic of the training

Order (please tick box)
Document title Net Price Net Bundle prices
O Clinical Development plan 500 € 3,500 €
O Clinical Evaluation Plan 1,500 €
O Clinical Evaluation Report 2,500 €
O Literature Search Protocol: State of the Art 500 €

Literature Search Report: State of the Art

Search Protocol: Safety & Performance
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