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For over 13 years integrum has assisted corporation s worldwide to integrate their management 
systems for Risk & Compliance, Quality, HSE and Corpo rate Governance. 
 
integrum  is used in 4 continents  (Asia-Pacific, North America, Europe & Middle East), with over 
50,000 licensed users  and is rapidly becoming the global benchmark  in integrated management 
systems software. 
 
integrum  is ideal for the Healthcare &  Medical Technologies Industries  to meet the risk & 
compliance requirements of TGA and FDA. integrum conforms to 21 CFR both Part 11 and Series 820  
Quality Systems for Medical Devices. 
 
As a comprehensive Risk & Compliance Management system in the one application , integrum 
incorporates risk management, incident management and corrective action, controlled document 
management, training and competency management, auditing, supplier and contractor management, 
and customer management.   
 
integrum is web browser enabled and also supports a rich client interface for distributed “power 
users” or a periodically disconnected mobile workforce. 
 
Highly configurable, easy to use. Clients range from fewer than 20 staff to thousands. 
 
integrum  runs on a centralized server system, either in-premises or hosted. 
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User definable risk templates  (upto 10x10 matrix), user definable terminology,  weightings and 
categories, for all risk appetites. Users select severity, likelihood, run the calculation and then raise 
Controls. 
 
In controls, re-evaluate using same matrix, using inherent risk score, the system calculates value of 
the controls and apply residual risk score based on  control(s).  
 
Raise CARs from Risk Assessments to ensure controls  are applied and effective . Provides live 
registers in real time with status of controls, linked to CARs, Controlled Documents , with automated 
reminders, reviews, and escalations via email. 
 
Track completion of Controls and Actions, automate monthly KPI reporting . 
 
Raise Risk Assessments from incidents, audits and other triggers. Print out JSA forms from 
assessments. Build library of Risk Plan Templates. 
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· e-form Builder . Turn paper forms into e-forms within minutes, no need for software developers 
or IT Department input. Flexible workflow determined by your business rules. 

· Status Tracking and Control. Cannot close CAR until all Actions are completed. "My 
Corrective Actions" and Personal "To-Do-Lists". 

· Management Reporting . View Live Registers in real time of CARS & Actions by days 
outstanding, by Person, Manager, Business Unit, etc. All views are exportable for Reporting & 
Statistical KPI Reporting. Automate monthly KPI reporting, enormous ROI on management 
time and cost saving 

· Automatic Reminders and Notifications. Via your internal email system to send notifications, 
reminders and escalations. 

· Initial Incident Reporting.  Automatically notifies management based on severity via email, 
SMS or PDA device 
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Flexible User defined templates  for designing Competency Assessments for staff and contractors. 
Automate the tracking of Competency Assessments with employee &  contractor records. 
 
Can be linked to Controlled documents, procedures, work in structions , to ensure staff and 
contractors are competent in document processes and changes.  
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Easy to use  built-in report writer and management reporting functions. Export to Excel or CSV, tabular 
and graphical formats.  
 
Automatic notifications to responsible managers and workflow including escalations. 
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Unlike general document and record systems, integrum  provides a robust system for Controlled 
document management, ideal for policies, procedures, work instructions, legal and other requirements, 
manuals, forms etc. Provides a centralised library  with X-link technology  (bi-directional, ALWAYS 
points to latest version, no more hypertext link breakages!!) 
 

· Controlled document search 
· Multi-Value document categories 
· Document control 
· Version control 
· Automatic archival 
· Templates 
· Hypertext links & X-Links 
· Publish via web browser 
· Automatic email reminders & escalations 
· User defined document level security 

· Digital Rights Management 
· Automatic Header Generation 
· Document Change Request Workflow 
· Management System Elements 
· Integrated with Corrective Actions 
· User defined Printed Disclaimers 
· Automatic Unique # Generator 
· Clip Libraries 
· Document Audit Trails 
· Digital Rights Management 

 
Change Synopsis ensures notifications  of changes  to controlled documents are automatically 
emailed  to staff and other stakeholders. The brief synopsis of each change  is included in each email 
notification  with an audit trail log of time and date of notifications to distribution lists . 
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Both general purpose audits and management system audit or reviews can be scheduled  and 
managed through centrally controlled audit templates .  Changes to the audit templates can be 
applied to all future audits and reviews. Automatic notifications and reminders  can be sent by email. 
Auditors or reviewers can record non-conformances and utilize the corrective action workflow  to 
manage the resolution of each non-conformance, providing automatic notifications to auditors when all 
issues are resolved. Broader non-conformance trends  can also be highlighted.   
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Other features include training management  linked to CARs, supplier and customer management, 
regulatory compliance , emergency preparedness and response . 
 
The open & flexible software  platform offers easy integration with existing applications and systems. 
 
User definable templates  allow organizations to easily tailor the system  to their requirements with no 
need for software hard-coding or costly implementation consulting. 
 
integrum  conforms to ISO 9001, 14001, 18001, 31001, AS 4801, AS 4360, 21 CFR  and other 
international standards and regulations, is web enabled  and available in multiple language packs . 
 
integrum  is provided either as an in-house system , operating on our clients’ networks, or we offer the 
option of an externally hosted system  with the highest level of security. Our experienced team offers 
full implementation assistance.  
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