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fict Suite for Regulated

Monitor Compliance

«  Overviews on the compliance state of the company's systems + Generale an appropriate approach for a given system
« Overviews on running compliance processes = Generation of protocol and report content

« Performance monitoring based on Key Performance Indicators *  Automated workfiow for creation, review, approval and
« Generate custom management reports authorization

» Design Assistance
«  Scheduling & triggering (incl. escalation) of periodic reviews

v

Maintain Compliance

A

Establish Compliance

+ Integrated Project Management ¢ Generate an appropriate approach fora s  Generate an appropriate approach for a
+ Generate an appropriate validation / given system %ven system
qualification approach for a given + Generate and maintain the content of enerate and maintain the content of
system documents (e.g. Change Control Plan) documents (e.g. Retirement Plan)

+  Dashboard providing an overview on *  Automated workflow for creation, review, »
the validation/qualification process and Epp[ova‘&sathauthonzatmn of decuments .
access to the corresponding *  Jesign AAssiSacy

Automated workflow for creation, review,
approval and authorization of documents
Design Assistance

documents +  Select affected requirements, risk items
AT and testcases
+  Generate and maintain the content of
documents

+  Automated workflow for creation,
review, approval and authorization of
documents

= Design Assistance
- View documents of similar systems
- Import requirements, risk items and

>

test scripts from previously generated
documentation of similar systems

Supplier Assessment and Selection
Automated Traceability Matrix

Test registration (incl. related
documented evidence) and defect
handling

Action Monitoring

Registration of calls, incidents and
problems
Monitor system performance

+ Generate and maintain SLAs
+  Automated workflow for creation, review,
approval and authorization

Scheduling and triggering (incl.
escalation} of activiies
Registration of results in loghook

« Trend reporting
s Generate or link fo system-specific
procedures / work instructions

>

Control Compliance

Generate and maintain Validation Master Plans
Automated workflow for creation, review, approval and
authorization

Scheduling and triggering (incl. escalation) of updates
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Scope Compliance

v

« Registration of systems, their characteristics and involved people

= Custom overviews on the company's systems

*  Registration of system components, incl. software, hardware,
equipment, documentation and users

+ Baseline Reporting

«  Supplier management
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