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EXECUTIVE SUMMARY

The ISO 13485 Alignment Gap Analysis Tool is a comprehensive, structured

diagnostic instrument engineered for medical aesthetic device manufacturers,

contract manufacturers, and OEM partners seeking to evaluate their Quality

Management System (QMS) against the rigorous requirements of ISO

13485:2016. This tool provides a systematic, clause-by-clause assessment

framework that identifies procedural gaps, documentation deficiencies, and

implementation weaknesses across the entire product lifecycle. Designed by

regulatory affairs and quality assurance experts with decades of medical device

industry experience, this analysis instrument transforms the complex ISO 13485

standard into an actionable, prioritized remediation roadmap. The tool serves

as a critical precursor to formal notified body audits, enabling organizations to

achieve audit readiness with confidence and precision.



CLINICAL ARCHITECTURE & DESIGN

The ISO 13485 Alignment Gap Analysis Tool is architected around the seven

primary clauses of ISO 13485:2016, with particular emphasis on the medical

device-specific requirements that distinguish this standard from ISO 9001. The

tool's diagnostic engine is structured into five interconnected assessment

domains: Quality Management System Documentation, Management

Responsibility, Resource Management, Product Realization, and Measurement,

Analysis, and Improvement. Each domain contains granular assessment criteria

mapped directly to specific sub-clauses, enabling users to pinpoint exact areas

of non-conformity. The tool employs a weighted scoring algorithm that

prioritizes patient safety and regulatory risk, ensuring that critical gaps in

design controls, risk management, and traceability are flagged for immediate

attention. The output generates a comprehensive gap analysis report with



color-coded heat maps, clause-specific findings, and recommended

remediation timelines calibrated to audit schedules and resource availability.

KEY INDICATIONS & CAPABILITIES

The ISO 13485 Alignment Gap Analysis Tool is indicated for use by quality

assurance managers, regulatory affairs professionals, internal auditors, and

executive leadership teams within medical aesthetic device organizations. Key

capabilities include: comprehensive clause-by-clause assessment across all ISO

13485:2016 requirements; automated gap identification with severity

classification; documentation review checklists for quality manuals, standard

operating procedures, and work instructions; design control and risk

management file evaluation; supplier qualification and monitoring assessment;

CAPA system effectiveness review; internal audit program maturity evaluation;

management review process verification; and audit readiness scoring with

actionable remediation recommendations. The tool supports both single-site

and multi-site organizational structures, with customizable assessment paths

for different device classifications and regulatory jurisdictions.

COMPLIANCE & STANDARDS

The ISO 13485 Alignment Gap Analysis Tool has been developed in strict



accordance with ISO 13485:2016 Medical devices — Quality management

systems — Requirements for regulatory purposes. The tool's assessment

criteria are fully aligned with the requirements of the Medical Device Single

Audit Program (MDSAP), European Medical Device Regulation (EU MDR

2017/745), and FDA Quality System Regulation (21 CFR Part 820). The tool

incorporates guidance from ISO 14971:2019 Application of risk management to

medical devices, ISO 13485:2016 Clause 7.3 Design and Development, and ISO

13485:2016 Clause 7.5 Production and Service Provision. The assessment

methodology has been validated against multiple notified body audit

outcomes and is recognized by leading regulatory consultants as an effective

preparatory instrument for ISO 13485 certification and surveillance audits.

TECHNICAL SPECIFICATIONS

The following specification matrix details the operational, technical, and

structural parameters of the ISO 13485 Alignment Gap Analysis Tool. All

parameters have been validated through extensive field testing across diverse

medical device manufacturing environments.

Parameter Specification

Tool Classification Regulatory Compliance Diagnostic

Instrument



Applicable Standard ISO 13485:2016 Medical Devices —

QMS Requirements

Assessment Domains 5 Primary Domains, 28 Sub-Clauses,

156 Assessment Criteria

Scoring Methodology Weighted Risk-Based Algorithm with

Severity Classification

Output Format Comprehensive Gap Analysis Report

with Heat Maps

Regulatory Alignment ISO 13485:2016, MDSAP, EU MDR

2017/745, FDA 21 CFR Part 820

Deployment Mode On-Premise, Cloud-Based, or Hybrid

Enterprise Deployment

Assessment Duration Typical 2-5 Days Dependent on

Organizational Complexity

Report Generation Automated PDF, Excel, and Executive

Dashboard Outputs

Audit Readiness Score Quantitative 0-100 Scale with

Benchmark Comparisons

Remediation Tracking Built-In CAPA Integration and Progress

Monitoring

Language Support English, German, French, Spanish,

Mandarin



Data Security AES-256 Encryption, GDPR and HIPAA

Compliant Architecture

User Access Control Role-Based Permissions with Audit

Trail Logging

Training Requirements 2-Hour Orientation for Certified

Quality Professionals

Validation Status Validated Against 200+ Notified Body

Audit Outcomes

Warranty and Support 12-Month Software Assurance with

Regulatory Updates

CLINICAL PROTOCOLS

The ISO 13485 Alignment Gap Analysis Tool follows a structured four-phase

deployment protocol. Phase One — Scoping and Preparation: define

organizational boundaries, identify applicable regulatory requirements, and

assemble the assessment team. Phase Two — Data Collection and Assessment:

conduct clause-by-clause evaluation using the tool's structured questionnaire,

review documentation evidence, and conduct personnel interviews. Phase

Three — Gap Analysis and Scoring: apply weighted scoring algorithms,

generate gap severity classifications, and produce the comprehensive gap



analysis report. Phase Four — Remediation Planning: develop prioritized

corrective action plans, assign ownership, establish timelines, and schedule

follow-up verification assessments. The tool includes built-in progress tracking

dashboards and automated reminder systems to ensure remediation activities

remain on schedule and audit readiness is achieved within targeted timeframes.


