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1. [bookmark: _Toc223611345]Purpose
The purpose of this User Requirements Specification (URS) is to define the functional, technical, operational, and regulatory requirements for the implementation of an Electronic Quality Management System (eQMS).
The eQMS shall support the organization’s Quality Management System (QMS) processes in a compliant, secure, and efficient electronic environment. The system shall enable the management, control, and traceability of quality-related processes and records throughout their lifecycle.
This document will serve as the basis for:
•	System selection and vendor evaluation
•	System configuration and implementation
•	Computer system validation (CSV)
•	Traceability throughout the system lifecycle
2. [bookmark: _Toc223611346]Scope
This URS applies to the implementation and use of an electronic Quality Management System used by personnel involved in quality processes across the organization.
The system shall support standardized and controlled workflows for quality management activities and maintain secure electronic records.
[bookmark: _Toc223611347]In-scope Processes
The following processes shall be supported:
· Document and Record Management
· Change Control
· Deviation / Nonconformance Management
· CAPA (Corrective and Preventive Actions)
· Complaint Management
· Audit Management
· Training Management
· Risk Management
· Supplier Quality Management
· Inspection Management
· Asset, Calibration and Maintenance Management
· Quality Event Management
· Quality Reporting and Metrics
[bookmark: _Toc223611348]Out of Scope
Unless otherwise defined, the following are outside the scope of the eQMS:
•	Manufacturing Execution Systems (MES)
•	Electronic Batch Records (EBR)
•	Enterprise Resource Planning (ERP)
•	Laboratory Instrument Data Acquisition
•	Corporate IT infrastructure management
3. [bookmark: _Toc223611349]References
The system must support compliance with applicable regulations and industry standards including:
· FDA 21 CFR Part 11 – Electronic Records and Electronic Signatures
· FDA 21 CFR Parts 210 and 211 – Current Good Manufacturing Practice (cGMP)
· EU GMP Annex 11 – Computerised Systems
· EU GMP Annex 15 – Qualification and Validation
· ICH Q9 – Quality Risk Management
· ICH Q10 – Pharmaceutical Quality System
· ISO 9001 – Quality Management Systems
· ISO 13485 – Medical Device Quality Management Systems
· GAMP 5 – Risk-based approach to compliant computerized systems
· ALCOA++ principles for data integrity
4. [bookmark: _Toc223611350]Definitions and Abbreviations
	Term
	Definition

	CAPA
	Corrective and Preventive Action

	eQMS
	Electronic Quality Management System

	ER/ES
	Electronic Records / Electronic Signatures

	SaaS
	Software as a Service

	DMS
	Document Management System

	OOS
	Out of Specification

	OOT
	Out of Tolerance

	OOL
	Out of Limit

	ALCOA++
	Attributable, Legible, Contemporaneous, Original, Accurate + Complete, Consistent, Enduring, Available, Traceable


5. [bookmark: _Toc223611351]System Details
	System Name:
	

	System Version:
	

	GAMP 5 category:
	

	System description:
	

	Supplier Name:
	

	Supplier Address:
	

	Point of contact: 
(name, title, email, phone)
	


6. [bookmark: _Toc223611352]System Level Requirements
6.1. [bookmark: _Toc223611353]General System Requirements
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	GR-01
	The system shall support web-based access through standard browsers.
	
	

	GR-02
	The system shall support a cloud-based (SaaS) deployment model or validated hosting environment.
	
	

	GR-03
	The system shall support scalable deployment across multiple sites and departments.
	
	

	GR-04
	The system shall provide configurable workflows without requiring custom programming.
	
	

	GR-05
	The system shall allow administrators to configure forms, fields, workflows, and templates.
	
	

	GR-06
	The system shall support centralized management of quality processes.
	
	

	GR-07
	The system shall support configurable notifications and alerts.
	
	

	GR-08
	The system shall support attachment of supporting documents to records.
	
	

	GR-09
	The system shall support linking of related quality records across modules.
	
	

	GR-10
	The system shall provide configurable dashboards for quality metrics.
	
	


6.2. [bookmark: _Toc223611354]Regulatory and Compliance Requirements
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	RC-01
	The system shall comply with FDA 21 CFR Part 11 for electronic records and electronic signatures.
	
	

	RC-02
	The system shall comply with EU GMP Annex 11 requirements for computerized systems.
	
	

	RC-03
	The system shall ensure traceability of all regulated records.
	
	

	RC-04
	Electronic signatures shall include user identification, date/time, and meaning of signature.
	
	

	RC-05
	The system shall prevent unauthorized modification of approved records.
	
	

	RC-06
	The system shall maintain a complete audit trail of all changes.
	
	

	RC-07
	The system shall allow records to be retained in accordance with defined retention policies.
	
	


6.3. [bookmark: _Toc223611355]Security and Access Control
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	SEC-01
	The system shall provide role-based access control.
	
	

	SEC-02
	Users shall only have access to functions and data relevant to their roles.
	
	

	SEC-03
	The system shall enforce password complexity and expiration policies.
	
	

	SEC-04
	The system shall automatically log out inactive users after a configurable time period.
	
	

	SEC-05
	The system shall maintain records of user login attempts and security events.
	
	

	SEC-06
	The system shall support integration with corporate identity providers (e.g., SSO, LDAP).
	
	


6.4. [bookmark: _Toc223611356]Data Integrity
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	DI-01
	The system shall ensure compliance with ALCOA++ data integrity principles.
	
	

	DI-02
	The system shall automatically generate date/time stamps for record creation and updates.
	
	

	DI-03
	The system shall prevent deletion of regulated records without appropriate authorization.
	
	

	DI-04
	The system shall retain historical versions of records.
	
	

	DI-05
	The system shall maintain audit trails that cannot be modified or deleted.
	
	


6.5. [bookmark: _Toc223611357]Audit Trail
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	AT-01
	The system shall capture all record creation, modification, and approval activities.
	
	

	AT-02
	The audit trail shall record the user, date/time, and reason for change.
	
	

	AT-03
	The audit trail shall be searchable and reportable.
	
	

	AT-04
	Audit trail data shall be protected from modification.
	
	


6.6. [bookmark: _Toc223611358]Reporting and Analytics
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	REP-01
	The system shall provide configurable reporting capabilities.
	
	

	REP-02
	The system shall support graphical dashboards for quality KPIs.
	
	

	REP-03
	The system shall support trend analysis of quality events.
	
	

	REP-04
	Reports shall be exportable in common formats (e.g., PDF, Excel).
	
	

	REP-05
	The system shall allow filtering and searching of records.
	
	


6.7. [bookmark: _Toc223611359]Integration Requirements
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	INT-01
	The system should support integration with ERP systems.
	
	

	INT-02
	The system should support integration with learning management systems.
	
	

	INT-03
	The system should support API-based integration with other enterprise systems.
	
	

	INT-04
	The system should support secure data import and export.
	
	


7. [bookmark: _Toc223611360]Module Level Requirements
7.1. [bookmark: _Toc223611361]Document Management
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	DOC-01
	The system shall manage controlled documents throughout their lifecycle.
	
	

	DOC-02
	The system shall support document creation, review, approval, and publication workflows.
	
	

	DOC-03
	The system shall maintain document version control.
	
	

	DOC-04
	The system shall archive obsolete document versions.
	
	

	DOC-05
	The system shall support periodic document review.
	
	

	DOC-06
	The system shall allow assignment of document owners and reviewers.
	
	

	DOC-07
	The system shall maintain training assignments linked to controlled documents.
	
	


7.2. [bookmark: _Toc223611362]Training Management
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	TRN-01
	The system shall assign training based on job roles.
	
	

	TRN-02
	The system shall automatically assign training when new documents are released.
	
	

	TRN-03
	The system shall track training completion and status.
	
	

	TRN-04
	The system shall support quizzes or assessments where required.
	
	

	TRN-05
	The system shall notify users of overdue training.
	
	


7.3. [bookmark: _Toc223611363]Deviation / Nonconformance Management
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	DEV-01
	The system shall allow users to log deviations or nonconformances.
	
	

	DEV-02
	The system shall support classification of deviations by severity and category.
	
	

	DEV-03
	The system shall support investigation workflows.
	
	

	DEV-04
	The system shall allow documentation of root cause analysis.
	
	

	DEV-05
	Deviations shall be linkable to CAPA records.
	
	


7.4. [bookmark: _Toc223611364]CAPA Management
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	CAPA-01
	The system shall support initiation of CAPA records.
	
	

	CAPA-02
	The system shall support root cause analysis documentation.
	
	

	CAPA-03
	The system shall support assignment of corrective and preventive actions.
	
	

	CAPA-04
	The system shall track implementation of actions.
	
	

	CAPA-05
	The system shall support effectiveness verification.
	
	


7.5. [bookmark: _Toc223611365]Change Control
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	CC-01
	The system shall allow submission of change requests.
	
	

	CC-02
	The system shall support impact and risk assessments for changes.
	
	

	CC-03
	The system shall support approval workflows for change requests.
	
	

	CC-04
	The system shall track implementation activities.
	
	

	CC-05
	The system shall support verification and closure of changes.
	
	


7.6. [bookmark: _Toc223611366]Audit Management
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	AUD-01
	The system shall support planning and scheduling of audits.
	
	

	AUD-02
	The system shall capture audit findings.
	
	

	AUD-03
	The system shall track corrective actions resulting from audits.
	
	

	AUD-04
	The system shall store audit reports and documentation.
	
	


7.7. [bookmark: _Toc223611367]Complaint Management
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	CMP-01
	The system shall allow logging of customer complaints.
	
	

	CMP-02
	The system shall support complaint investigation workflows.
	
	

	CMP-03
	The system shall allow linking of complaints to deviations or CAPA.
	
	

	CMP-04
	The system shall support complaint trend analysis.
	
	


7.8. [bookmark: _Toc223611368]Supplier Quality Management
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	SUP-01
	The system shall maintain supplier records.
	
	

	SUP-02
	The system shall track supplier qualification status.
	
	

	SUP-03
	The system shall support supplier audits.
	
	

	SUP-04
	The system shall manage supplier-related CAPA or deviations.
	
	


7.9. [bookmark: _Toc223611369]Risk Management
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	RISK-01
	The system shall support risk identification and documentation.
	
	

	RISK-02
	The system shall support configurable risk scoring models.
	
	

	RISK-03
	The system shall support risk mitigation planning.
	
	

	RISK-04
	Risks shall be linkable to quality events and change controls.
	
	


7.10. [bookmark: _Toc223611370]Asset / Calibration / Maintenance Management
	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	AST-01
	The system shall maintain an inventory of equipment and assets.
	
	

	AST-02
	The system shall track calibration schedules.
	
	

	AST-03
	The system shall track maintenance activities.
	
	

	AST-04
	The system shall notify responsible personnel of upcoming calibration or maintenance tasks.
	
	

	AST-05
	The system shall store calibration certificates and maintenance records.
	
	


8. [bookmark: _Toc223611371]Implementation and Support Requirements

	ID
	Requirement
	Risk Level
(L/M/H)
	Vendor can provide (Y/N)

	IMP-01
	The vendor shall provide implementation support services.
	
	

	IMP-02
	The vendor shall provide system configuration support.
	
	

	IMP-03
	The vendor shall provide administrator and user training.
	
	

	IMP-04
	The vendor shall provide documentation including user manuals and configuration guides.
	
	

	IMP-05
	The vendor shall provide ongoing system support and maintenance.
	
	




9. [bookmark: _Toc223611372]Risk Classification
Requirements are categorized based on validation risk level:
	Risk Level
	Description

	High
	Direct impact on product quality, patient safety, or regulatory compliance

	Medium
	Indirect impact on compliance or operational processes

	Low
	Administrative or convenience features


Risk classification helps define the extent of validation testing required.
10. [bookmark: _Toc223611373]Signatures

	Completed by:
(Vendor)
	
	
	

	
	Name and Title
	Signature
	Date

	Reviewed and approved by:
(Organization)
	
	
	

	
	Name and Title
	Signature
	Date
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