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’ QMS Documentation

Quality documentation plays a pivotal role in the

framework of a Quality Management System (QMS)

by serving as the foundation for ensuring consistency,

compliance, and continual improvement within an

organization.

They provide the guidance, and structure needed to
O

establish, maintain, and continually improve quality
processes and systems within an organization.

These documents serve various purposes and play
critical roles in ensuring quality, compliance and value
for all stakeholders within an organization.




1. Quality Policy

a The quality policy
provides a framework for
decision-making and
actions related to quality

management, guiding
the organization's efforts
to achieve and maintain
high standards of quality
in its products or

services.
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2. Quality Manual

-
It serves as a primary reference document for understanding the

organization's quality management system and its alignment with

\applicable standards, regulations, and customer requirements.
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3. Validation
MERIGIgMENR
(VMP)

VMP is a formal document that outlines the
principles, policies, and procedures for validating
critical processes, systems, and equipment within
the organization.

It provides a strategic framework for planning,
executing, and documenting validation activities to

ensure that processes and systems meet
predetermined quality and regulatory requirements.

The VMP typically includes sections on validation
strategy, scope, responsibilities, validation activities,
acceptance criteria, and documentation
requirements.
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4. Standard
Operating
Procedures
(SOPs)

SOPs are detailed, step-by-step instructions that
describe how to perform specific tasks or activities
consistently and in accordance with established quality
standards.

SOPs provide guidance to employees on the proper
execution of routine processes, procedures, and tasks
within the organization.

They typically include information such as purpose,
scope, responsibilities, materials/equipment required,
procedural steps, and references to relevant forms or
documents.

SOPs help ensure consistency, repeatability, and
compliance with quality requirements across different
departments and functions.
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4.1 Work
Process

Work processes refer to the series of steps or activities
involved in completing a specific task or achieving a
particular outcome within an organization.

Work processes define how work is performed, from
initiation to completion, and may encompass multiple
tasks, roles, and activities.

Work processes provide a structured framework for
organizing and executing work activities efficiently and
effectively.

While SOPs may be part of a work process, the work
process itself encompasses a broader scope and may
include various inputs, outputs, and interrelated tasks.
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4.2 Work
Instructions

Work instructions are detailed guidelines or directions
that specify how to perform a specific task or activity
within a larger process.

Unlike SOPs, which cover broader procedures, work
instructions focus on individual tasks or steps within a
process and provide specific guidance on how to carry
out those tasks.

Work instructions are typically more detailed and
granular than SOPs, providing step-by-step instructions,
illustrations, diagrams, or examples to facilitate task
execution.

Examples of work instructions include assembly
instructions, testing procedures, data entry guidelines,
and quality inspection criteria.



5. Change Control
Procedure

A formal process for managing changes to documents,
processes, systems, or equipment within the organization.

It defines the steps, roles, and responsibilities for
requesting, reviewing, approving, implementing, and
documenting changes to ensure that they are properly
evaluated, controlled, and communicated.

The change control procedure helps prevent unauthorized
changes, assesses potential impacts on quality and
compliance, and maintains the integrity of the QMS.
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5.1 Change History Logs

Change history logs maintain a record of all changes made
to controlled documents, processes, systems, or
equipment within the organization.

These logs capture details such as the nature of the
change, the reason for the change, the individuals
involved, the date of implementation, and any associated
documentation or approvals, providing a comprehensive
audit trail of changes and ensuring accountability,
traceability, and compliance with change control
procedures.
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6. Corrective and Preventive
Action (CAPA) Procedure

CAPA procedure is a formal process for identifying,
investigating, addressing, and preventing non-conformances,
deviations, or other quality-related issues within the
organization.

It defines the steps, roles, and responsibilities for initiating,
documenting, and implementing corrective and preventive
actions to address root causes, prevent recurrence, and
improve overall quality performance.

The CAPA procedure helps ensure that quality issues are
effectively addressed, lessons learned are captured, and
continuous improvement opportunities are realized within the
organization.
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/. Risk Management Plan

A risk management plan outlines the organization's approach to
identifying, assessing, mitigating, and managing risks associated
with its operations, products, or services.

It defines the methodology, tools, and responsibilities for
conducting risk assessments, establishing risk controls, and
monitoring risk mitigation measures to ensure that potential
threats to quality, safety, and compliance are effectively
addressed.
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7.1 Risk Register

Arisk registeris a
document/tool used to
record and track identified
risks throughout the
duration of a project or
within an organization's
operations.

It typically includes details
such as the nature of each
risk, its potential impact,
likelihood of occurrence,
mitigation strategies,
assigned responsibilities,
and current status.

The risk register is a
dynamic tool that is
regularly updated as new
risks are identified,
existing risks evolve, and
mitigation measures are

implemented or modified.

https://immersionconcept.com/quality-management-systems-assurance-and-control/
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8. Calibration and
Maintenance Procedure

Calibration and maintenance procedures detail the
requirements and processes for calibrating and
maintaining equipment, instruments, and tools used in
quality-critical activities.

These procedures ensure that measurement and
monitoring devices are accurate, reliable, and traceable to
national or international standards, thereby maintaining
the integrity of quality data and ensuring compliance with
regulatory requirements.
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9. Supplier Qualification and
Management Procedures

Supplier qualification and management procedures
establish criteria, processes, and requirements for
evaluating, approving, and monitoring suppliers and
vendors of raw materials, components, and services.

These procedures ensure that suppliers meet quality
standards, adhere to regulatory requirements, and
consistently deliver products and services that meet the
organization's quality expectations.

https://immersionconcept.com/quality-management-systems-assurance-and-control/




10. Training Competency Records

Training and competency records document the training,
gualifications, and competency levels of personnel
involved in quality-critical activities within the
organization.

7

These records track employee training and development
activities, certifications, qualifications, and competency
assessments to ensure that personnel possess the

necessary knowledge, skills, and competencies to

perform their roles effectively and contribute to SR
maintaining quality standards. | B
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11. Audit Plans and Reports '

Outline the schedule, scope, and objectives of internal and external audits conducted
within the organization to assess compliance with quality management system
requirements, regulatory standards, and industry best practices.

These documents detail audit findings, observations, non-conformances, corrective
actions, and opportunities for improvement identified during the audit process,
supporting the organization's commitment to continuous improvement and compliance
with quality standards.
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11.1 Audit Plans and Reports

Audit Checklist

A tool used by auditors to ensure that all
relevant areas, processes, and _
requirements are covered during the audit.

It lists specific items, criteria, or questions
that auditors need to assess or verify during
the audit process.

The audit checklist helps auditors maintain
consistency, completeness, and objectivity
in their assessments and ensures that no
cri’élical areas are overlooked during the
audit.

Audit Working Papers

Consist of documentation, evidence, notes,
and other materials collected or generated
during the audit process.

They include documents such as audit
programs, test plans, interview notes,
observation logs, analysis results, and
supporting documentation.

Audit working papers serve as a record of
the audit activities, findings, and
conclusions, providing evidence of the audit
process's integrity, thoroughness, and
compliance with auditing standards.



11.2 Audit Plans and Reports

Audit Reports

The final deliverable of the audit process,
presenting the audit findings, conclusions,

and recommendations to key stakeholders.

It provides an objective assessment of the
audited area or process, identifies
strengths, weaknesses, and areas for
improvement, and communicates the
impact of findings on organizational
objectives and compliance requirements.

The audit report typically includes sections
on the audit scope, objectives,
methodology, findings, conclusions,
recommendations, and management
responses.

Evidence Documentation

Consists of supﬁorting documentation,
records, and other evidence collected
during the audit to substantiate findings
and conclusions.

It includes documents such as policies,
procedures, records, reports, data, emails,
and interviews.

Evidence documentation helps validate
audit findings, demonstrate compliance or
non-compliance with requirements, and
support recommendations for corrective
actions or improvements.



Quality Documentation

Quality documentation also
It helps establish and communicate facilitates effective training,
quality objectives, standards, and onboarding, and competency
expectations to employees, development by providing guidance
stakeholders, and regulatory and instructions for performing tasks
authorities. and activities in accordance with
established quality standards.

Comprehensive and well-maintained
documentation provides a clear and
standardized reference for defining

processes, procedures,
requirements, and responsibilities
related to quality management.

By documenting processes,
procedures, and outcomes,
organizations can identify areas for

Overall, quality documentation is
essential for promoting transparency,
accountability, and trust, and for
ensuring the delivery of safe,
effective, and compliant products or
services to customers.

Serves as evidence of compliance
with regulatory requirements,
customer specifications, and industry [
standards, supporting audits,
inspections, and certifications.

improvement, track performance
metrics, and drive continual
enhancement of quality practices and
outcomes.
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