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Qualio Premier content: ISO 9001 + ISO 27001 pathway
Audit-tested 90% pre-built: ready for tailoring by you Built on best practice + industry expertise

Quality system content

� Quality Manual - ISO 9001 
+ ISO 27001 �

� Information Security 
Policy�

� Employee Training an�

� Development�

� Document Management 
and Control�

� Internal Privacy Policy�

� Record Retention an�

� Destruction�

� Employee Cybersecurity�

�  Business Continuity, 
Disaster Recovery and 
Contingency Planning�

� Vendor/Third-Party 
Access Policy�

� Systems Password and 
Access Polic�

� Threat & Vulnerability 
Management Policy�

� Supplier Management�

� Bring Your Own Device 
(BYOD) Policy�

� Asset Management Policy�

� Data Protection�

� Software Licensing Policy�

� Change Management 
Polic�

� Validation Policy�

� Incident Management 
Policy�

� Clean Desk and Clear 
Screen Policy�

� Software Development 
Life Cycl�

� Data Security, Backup & 
Redundancy�

� Infrastructure 
Specification (Details the 
system landscape and 
installed software 
components�

� General Data Protection 
and Privacy Policy�

� Network Security Policy�

� Cable Security Policy�

� Cryptography and 
Cryptographic Key 
Management Polic�

� Quality Polic�

� Technology Controls and 
Endpoint Security Policy�

� Organizational Char�

� Signature Matrix 

� System Recovery from 
Backup�

� Security Incident 
Response Pla�

� Control of Quality, 
Regulatory and Product 
Record�

� Electronic Records and 
Signature�

� General Change 
Procedur�

� Document Contro�

� Risk Managemen�

� Trainin�

� Design Verification and 
Validatio�

� Internal Quality Audits�

� Analysis of Dat�

� Statistical Technique�

� Management Revie�

� Nonconformance 
Managemen�

� Customer 
Communication and 
Feedbac�

� Customer Complaint�

� Corrective and Preventive 
Actio�

� Process Validation 
Procedur�

� Good Practice for 
Digital and Data- 
Driven Health 
Technologies�

� Data Protection Impact 
Assessments (DPIA�

� Validation of Software 
and Spreadsheet�

� Design and Development 
Procedur�

� Purchasing and 
Supplier Evaluatio�

� Clinical Trial Risk 
Management (Device) �

� Use of Gitla�

� Use of Bitbucke�

� Management of Supplier 
Files in Quali�

� Creation of a Non-
Conformance Report 
(NCR�

� Creation of a CAP�

� Creation of a Complain�

� Creation of a Supplier 
Corrective 
Action Record (SCAR�

� Create and Edit Training 
Plans

Document templates

� Asset Management Lo�

� Cable Inspection Checklis�

� Design Development Pla�

� Data Protection Impact Assessmen�

�  Design Review Recor�

� Design Validation Protoco�

�  Design Validation Repor�

� Design Verification Protoco�

� Design Verification Repor�

� Internal Audit Fil�

�  Internal Audit Schedul�

�  Information Security Recor�

� Management Revie�

� Management Review Sign-In Shee�

� Organizational Char�

� Organizational Content Matri�

� Polic�

� Quality Manua�

� QMS Documents to 
Regulation Matri�

� Quality Recor�

� Qualio Validation Documen�

� Register of Data Processing 
Activities (GDPR 
Inventory�

�  Regulatory Recor�

� Regulatory Standards Lo�

� Risk Management Fil�

� Risk Management Pla�

� Risk Management Repor�

� Signature Matri�

� SOA - Statement of Applicabilit�

� SOP - Standard Operating Procedur�

� Security Risk Registe�

�  Training Recor�

� Work Instruction

Event templates

� Corrective and Preventive Actio�

� Change Reques�

� Complain�

� Data Breac�

� Security Inciden�

� Respons�

� Nonconformance Repor�

� Supplier Corrective Action Record
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