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INTERNAL AUDIT CHECKLIST FOR ISO 9001 OPERATING MODELS

EXECUTIVE SUMMARY

The Internal Audit Checklist for ISO 9001 Operating Models is a strategic
governance instrument designed to ensure continuous compliance, operational
excellence, and clinical efficacy within medical aesthetic device manufacturing
and deployment environments. This document serves as the foundational
framework for systematic verification of quality management system (QMS)
processes across design, production, service delivery, and post-market
surveillance. For OEM manufacturers and their certified clinical partners, this
checklist embodies the commitment to patient safety, regulatory integrity, and
the relentless pursuit of clinical performance standards. It transforms the
abstract requirements of 1ISO 9001:2015 into actionable, auditable criteria that
fortify the corporate culture of quality, driving measurable improvement in

both product outcomes and organizational resilience.



CLINICAL ARCHITECTURE & DESIGN

At the core of the ISO 9001 Operating Model checklist is a clinical architecture
that integrates risk-based thinking with process-oriented auditing. The design
of this checklist is inherently modular, allowing for granular assessment of key
operational domains, including document control, design and development
planning, supplier management, and non-conformance handling. Each module
is meticulously crafted to reflect the unique exigencies of the medical aesthetics
sector, addressing the critical interplay between device precision, treatment
protocol adherence, and patient safety. The checklist architecture is dynamically
aligned with the Plan-Do-Check-Act (PDCA) cycle, facilitating a continuous loop
of evaluation, correction, and enhancement to ensure that clinical standards are
not only met but consistently elevated to meet the evolving expectations of

practitioners and regulators.



KEY INDICATIONS & CAPABILITIES

The checklist is indicated for comprehensive internal audits of facilities
operating within the medical aesthetic device lifecycle, covering research and
development, manufacturing, distribution, and clinical deployment. Its

capabilities are broad and precise, encompassing:

- Verification of compliance with design control procedures and clinical
evaluation reports.

- Assessment of process validation and effectiveness for critical manufacturing
and sterilization protocols.

- Review of customer satisfaction metrics and complaint handling efficacy.

- Evaluation of training competence and human factors integration in device
operation.

- Validation of calibration programs for diagnostic and treatment equipment.

- Examination of risk management files in accordance with ISO 14971
principles.

- Audit of supply chain integrity and incoming material quality controls.

- Inspection of labeling, packaging, and traceability processes.

COMPLIANCE & STANDARDS



This Internal Audit Checklist is rigorously benchmarked against the core tenets
of ISO 9001:2015, ensuring comprehensive coverage of all clauses, from
Context of the Organization (4.0) to Improvement (10.0). It is structurally
predisposed to identify gaps in the QMS that could compromise device safety
or efficacy, guiding auditors to a precise, evidence-based conclusion. The
checklist framework is further harmonized with the specific regulatory
expectations for medical devices, including the MDR (EU) 2017/745 and FDA 21
CFR Part 820, making it an indispensable tool for organizations navigating
multiple regulatory landscapes. By using this checklist, quality managers can
confidently demonstrate to external certification bodies and regulatory
inspectors a robust, proactive approach to quality management that is both

comprehensive and deeply ingrained in the operational fabric.

TECHNICAL SPECIFICATIONS

The Internal Audit Checklist is delivered as a structured digital asset, optimized
for use on secure tablets, laptops, or traditional paper-based audit
environments. It is designed for integration with enterprise quality
management software (EQMS) to facilitate automated scoring, trend analysis,

and real-time reporting.



- Format: Digital PDF with fillable fields / Integrated EQMS Module.

- Structure: 12 Core Process Sections, with over 150 discrete audit criteria.

- Scoring Model: Weighted risk-based scoring system (Conformity, Opportunity
for Improvement, Minor Non-Conformity, Major Non-Conformity).

- Reporting Capability: Automated generation of executive summary
dashboards, corrective action request (CAR) logs, and compliance heat maps.

- Data Security: End-to-end encryption for audit data storage and transfer, in
compliance with GDPR and HIPAA guidelines.

- Update Protocol: Annual revision cycle aligned with ISO standard revisions

and emerging regulatory guidance.

Parameter Specification

Audit Criteria Count 150+ detailed criteria across 12 core
sections

Primary Standard ISO 9001:2015 (All Clauses 4.0 - 10.0)

Alignment MDR 2017/745 & FDA 21 CFR Part 820
principles

Scoring Model Risk-based (Conformity, OFI, Minor

NC, Major NC)

Typical Audit Duration 2-5 days, dependent on organization

size and scope

Reporting Outputs Executive Summary, CAR Logs,




Corrective Action Plan

CLINICAL PROTOCOLS

Deployment of the Internal Audit Checklist necessitates a structured clinical
protocol to maximize its efficacy and ensure consistent interpretation of audit

criteria. The recommended protocol comprises four distinct phases:

1. Pre-Audit Planning: The audit team, comprising trained and competent
quality professionals, performs a thorough review of the facility's documented
QMS and previous audit findings. A risk-based focus is applied to identify

high-impact areas for the upcoming assessment.

2. On-Site Assessment Execution: Auditors conduct interviews with personnel,
observe operational processes, examine device handling, and meticulously
inspect documentation. The checklist serves as the primary guide, ensuring

objective evidence is collected to support each audit criterion.

3. Findings Review & Report Generation: All identified findings are collated,
documented, and classified according to the risk-based scoring model. A draft

report is generated and presented to facility management in an immediate




closing meeting, facilitating a mutual understanding of the results and

establishing a foundation for the corrective action plan.

4. Post-Audit Closure & Surveillance: The audit outputs, including the final
report and any issued non-conformities, are formally stored. The facility is
required to submit a corrective action plan within an agreed timeframe. The
outcome of the audit is used to establish the frequency and scope of

subsequent surveillance audits, ensuring the QMS evolves and matures over

time.

This comprehensive and structured approach, anchored by the I1SO 9001
Internal Audit Checklist, reinforces the organizational commitment to delivering
safe, effective, and high-quality medical aesthetic devices. It positions the

enterprise as a paragon of quality in the competitive aesthetics market,



bolstering brand reputation and fostering unwavering confidence among

clinical partners and end-users alike.



