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ISO 15189:2022 Package - Included Documents
This document outlines the comprehensive list of procedures, records, forms, manuals, policies, and plans included in the ISO 15189:2022 Package. These resources are designed to ensure compliance with medical laboratory quality management system (QMS) standards and facilitate the implementation of an effective QMS.
Package Features
- Full lifetime access
- Access on a laptop, desktop, and mobile
- Certificate of completion

Procedures
	No.
	Procedure Name

	1
	Impartiality Procedure

	2
	Confidentiality Procedure

	3
	Patient Feedback and Complaint Handling Procedure

	4
	Examination Request Management Procedure

	5
	Sample Collection and Handling Procedure

	6
	Sample Transportation Procedure

	7
	Nonconforming Work Procedure

	8
	Document Control Procedure

	9
	Record Control Procedure

	10
	Risk and Opportunity Management Procedure

	11
	Corrective Action Procedure

	12
	Internal Audit Procedure

	13
	Management Review Procedure

	14
	Method Validation and Verification Procedure

	15
	Equipment Management Procedure

	16
	Equipment Calibration and Maintenance Procedure

	17
	Reagent and Consumable Management Procedure

	18
	Data and Information Management Procedure

	19
	Emergency Preparedness Procedure

	20
	Staff Competence and Training Procedure


Plans
	No.
	Plan Name

	1
	Risk and Opportunity Management Plan

	2
	Training and Development Plan

	3
	Equipment Maintenance and Calibration Plan

	4
	Emergency Preparedness Plan



Manual and Policies
	No.
	Document Name

	1
	ISO 15189 Quality Manual

	2
	Quality Policy

	3
	Confidentiality Policy

	4
	Impartiality Policy

	5
	Non-Discrimination Policy

	6
	Continuous Improvement Policy



Records
	No.
	Record Name

	1
	Examination Request Form

	2
	Sample Collection Checklist

	3
	Sample Transport Log

	4
	Nonconformance Report Form

	5
	Corrective Action Request Form

	6
	Risk Assessment Form

	7
	Internal Audit Report Form

	8
	Management Review Input and Output Form

	9
	Equipment Maintenance Log

	10
	Calibration Record Form

	11
	Training Attendance and Competency Assessment Form

	12
	Reagent and Consumable Receipt and Testing Form
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