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1. Title & Scope
Title: Records Management and Retention Procedure
Scope: This procedure defines the requirements for managing, storing, and retaining Quality Management System (QMS) records in compliance with ISO 13485:2016 and applicable regulatory requirements. It applies to all records generated within the medical device quality management system.
2. Purpose
To establish a standardized approach for:
· Identifying, classifying, and maintaining records.
· Ensuring accessibility, protection, and confidentiality of records.
· Complying with regulatory and ISO 13485:2016 retention requirements.
· Defining retention periods and disposal methods.
3. References
· ISO 13485:2016, Clause 4.2.5 – Control of Records
· FDA 21 CFR Part 820 – Quality System Regulation
· EU MDR 2017/745 – Medical Devices Regulation
4. Responsibilities
	Role
	Responsibility

	Quality Manager
	Oversees records management and retention policies.

	Records Custodian
	Ensures records are maintained, indexed, and retrievable.

	Department Heads
	Ensure department-specific records are managed correctly.

	QMS Coordinator
	Verifies retention schedules and controls document access.

	All Employees
	Follow procedures for record creation, storage, and disposal.


5. Process Steps
5.1 Identification & Classification of Records
1. Records are categorized based on regulatory and operational requirements.
2. Each record type is assigned a unique identifier and classified as:
· Quality Records (e.g., CAPA reports, nonconformances, audits)
· Design & Development Records (e.g., design history files, validation reports)
· Production & Service Records (e.g., batch records, test reports)
· Supplier & Purchasing Records (e.g., supplier evaluations, purchase orders)
· Customer Records (e.g., complaints, feedback, service reports)
5.2 Storage & Accessibility
1. Records must be stored in a secure location (electronic or physical).
2. Electronic records must have backup and access controls.
3. Physical records must be stored in a designated, fire-protected area.
4. Access to records is controlled based on confidentiality levels.
5.3 Retention Periods
1. Records must be retained according to the schedule below:
	Record Type
	Retention Period
	Storage Format

	Quality Records
	5 years
	Digital & Physical

	Design & Development Records
	10 years
	Digital

	Production & Service Records
	7 years
	Digital & Physical

	Supplier & Purchasing Records
	5 years
	Digital & Physical

	Customer Records
	5 years
	Digital & Physical

	

	
	


2. If regulatory requirements specify a longer retention period, those requirements take precedence.
5.4 Record Revisions & Updates
1. Changes to records must be documented, justified, and approved.
2. Version control must be maintained for all revised records.
5.5 Record Disposal & Destruction
1. Records that have exceeded their retention period must be properly disposed of.
2. Destruction methods include:
· Shredding (for physical documents)
· Secure Digital Deletion (for electronic records)
· Certified Disposal Services (for confidential or sensitive records)
3. A Record Disposal Log (R-005) must be maintained for audit purposes.
6. Records and Documentation
	Record Name
	Description
	Retention Period

	Records Index (R-001)
	List of all record types and locations.
	Permanent

	Record Access Log (R-002)
	Log of individuals accessing records.
	5 years

	Record Revision Log (R-003)
	History of modifications to records.
	5 years

	Backup and Recovery Log (R-004)
	Documentation of backup activities.
	7 years

	Record Disposal Log (R-005)
	Documentation of destroyed records.
	5 years


7. Inputs & Outputs
	Inputs
	Outputs

	Quality Processes & Reports
	Archived QMS Records

	Audit Findings
	Updated Record Logs

	Regulatory Requirements
	Retained and Secure Records

	Record Change Requests
	Version-Controlled Records


8. Key Considerations
· Common Non-Conformities: Poor record retrieval, missing retention documentation.
· Best Practices: Implement a digital document management system for easier access.
· Regulatory Audit Tips: Ensure all records are traceable, indexed, and securely stored.
9. Records List
	Record Name
	Description
	Retention Period

	Records Index (R-001)
	List of all record types and locations.
	Permanent

	Record Access Log (R-002)
	Log of individuals accessing records.
	5 years

	Record Revision Log (R-003)
	History of modifications to records.
	5 years

	Backup and Recovery Log (R-004)
	Documentation of backup activities.
	7 years

	Record Disposal Log (R-005)
	Documentation of destroyed records.
	5 years


10. Flowchart: Records Management Process
	Step
	Description

	1
	Identify & Classify Records

	2
	Store in Secure Location

	3
	Control Access & Monitor Changes

	4
	Retain According to Schedule

	5
	Archive or Dispose of Expired Records
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