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Customer Profile: eNeura Therapeutics

Business Summary

eNeura Therapeutics is a venture funded Silicon Valley medical device start up
pioneering the use of portable, non-invasive Transcranial Magnetic Stimulation (TMS)
devices for treatment of migraine. The product, prescribed by physicians but designed
for patient use, is the first truly portable, convenient TMS product that will allow
migraine patients to administer treatment as needed - at home, in the office, or on
the go.

Quallty System Goals
Simplify and automate ISO 13485 and 21 CFR / Part 11 compliance.
o Easily support the future growth of the organization.
e Implement and support the automated quality system with existing
resources.
o Streamline and expedite important quality system processes.
o Make quality system information available to employees 24x7.

Solution
o eNeura Therapeutics is leveraging the automated quality solution from
Grand Avenue Software.

Business Results
e 13485 and 21 CFR/ Part 11 compliance has been achieved.
o Review/approval timeframes for quality system records has been
significantly reduced.
e The quality system easily accommodates new product initiatives and the
addition of new employees.
o The quality software system is easy to configure, operate and maintain.
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