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SECURE TUTELA WEBSITE

www.tutelamedical.com

All interaction between the customer operators and the Tutela service is
via a specifically developed secure web site application.

A key benefit of the service is that the user interface is extremely intuitive
and simple to use. Typically it will take less than 30 minutes for an
operator to become fully conversant with the web site.

On completion of a service installation and subsequent validation,
customer operators are provided with unique user names, access
passwords and electronic signatures in full compliance with FDA
code 21 CFR part 11.

Our customer will normally identify a ‘System Administrator’ who will
be designated to take responsibility for the management and issuing of
passwords and electronic signatures.

Electronic sensor records may be viewed in both tabular and
graphical formats.

All non compliance alarm incidents are recorded on the website. When
an incident occurs an incident audit record is automatically created
providing designated operators with the ability to complete the audit
record on line.

A non compliance alarm audit record consists of 4 specific
stages. An operator is guided through the process
completing each stage in sequence before supervisor sign
off. These stages are:

_Incident cause identified
_Corrective action taken
_Incident cleared
_Supervisory sign off

All user/operator activity on the web site is logged for
subsequent qualification audit by a System Administrator.

All information is viewed over the highly secure ‘https:’
security protocol. All usernames, passwords and electronic
signatures are encrypted for maximum security



