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Welcome to Your ISO Journey!

Congratulations on taking the first step toward ISO 9001:2015 certification!

This comprehensive starter kit contains everything you need to begin your quality management transformation. Whether
you're starting from scratch or upgrading your existing system, these resources will save you months of work and thousands
in consulting fees.

What's Inside This Kit

We've compiled the most essential resources that 500+ companies have used to successfully achieve ISO 9001 certification:

47-Point Audit Readiness Checklist Document Control Templates

A comprehensive, step-by-step checklist covering every Pre-formatted templates for procedures, work
requirement of ISO 9001:2015. Use this to assess your instructions, forms, and records. Simply customize
current state and track your progress toward with your company information and you're ready to go.

certification.

Risk Assessment Matrix CAPA Management Guide

A ready-to-use framework for identifying, evaluating, Best practices for implementing an effective Corrective
and managing quality risks. Includes examples from and Preventive Action system. Learn how to close the
multiple industries. loop on quality issues.

Quality Manual Template 12-Week Implementation Timeline

A complete, ISO 9001:2015-compliant quality manual A realistic, proven roadmap from initial assessment to
structure. Customize the content to match your certification audit. Know exactly what to do each week.

organization's processes.

[J @ ProTip: Don't try to implement everything at once. Start with the audit checklist to identify your biggest gaps,
then tackle them systematically using the 12-week timeline.
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47-Point Audit Readiness Checklist

Use this comprehensive checklist to assess your organization's readiness for ISO 9001:2015 certification. Check off each

item as you complete it.

Section 1. Context of the
Organization (Clause 4)

4.1 Understanding the organization and its context
Document internal and external issues affecting your
QMS

4.2 Understanding the needs and expectations of
interested parties
|dentify stakeholders and their quality requirements

Section 3: Planning
(Clause 6)

6.1 Actions to address risks and opportunities
Identify and plan responses to risks and opportunities

6.2 Quality objectives and planning
Set measurable quality objectives aligned with policy

6.3 Planning of changes
Plan and control changes to the QMS systematically

4.3 Determining the scope of the QMS
Define and document the boundaries of your quality
system

4.4 Quality Management System and its processes
Map all processes, their interactions, and controls

Section 2: Leadership
(Clause 5)

5.1 Leadership and commitment
Top management demonstrates commitment to the
QMS

5.1.1 Customer focus
Ensure customer requirements are met and satisfaction
enhanced

5.2 Quality policy
Establish, document, and communicate quality policy

5.3 Organizational roles, responsibilities, and
authorities
Assign and communicate roles clearly

[J 4 Quick Win: Start by documenting your quality policy and organizational chart. These are foundational
documents that auditors will request first.
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Support and Operation Requirements

Section 4: Support
(Clause 7)

7.1 Resources
Determine and provide resources needed for the QMS

7.1.2 People
Ensure adequate personnel for effective QMS operation

7.1.3 Infrastructure
Provide and maintain facilities, equipment, and IT
systems

7.1.4 Environment for operation of processes
Provide suitable working environment

7.1.5 Monitoring and measuring resources
Ensure measurement equipment is calibrated and
suitable

7.1.6 Organizational knowledge
Determine and maintain knowledge needed for
processes

7.2 Competence
Ensure personnel are competent based on education
and training

7.3 Awareness
Ensure employees are aware of quality policy and their
contributions

7.4 Communication
Establish internal and external communication
processes

7.5 Documented information
Control creation, update, and distribution of documents

7.5.2 Creating and updating
Ensure proper identification and format of documents

7.5.3 Control of documented information
Control access, retrieval, and retention of documents

Section 5: Operation
(GEIVSERS)

8.1 Operational planning and control
Plan, implement, and control processes needed to meet
requirements

8.2 Requirements for products and services
Determine, review, and meet customer requirements

8.3 Design and development
Control design and development processes (if
applicable)

8.4 Control of externally provided processes
Ensure external providers meet requirements

8.5 Production and service provision
Control production and service delivery conditions

8.6 Release of products and services
Implement planned arrangements for verification

8.7 Control of nonconforming outputs
|dentify, control, and take action on nonconforming
products

The operation clause is the largest section, covering the
core activities of your business from customer
requirements to managing nonconforming products.

()  V Certification Insight: Document control is one of the most commonly cited non-conformances during audits.

Invest time in getting this right from the start.
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Performance Evaluation and Improvement

Section 6:; Performance Risk Assessment Matrix

Eva | U at ION (C | ause 9) Use this matrix to evaluate and prioritize quality risks:
9.1 Monitoring, measurement, analysis, and
. Likelihood Low Risk Medium Medium
evaluation 1 ) el (&
Determine what to monitor, how, and when (W Br BRE)
9.1.2 Customer satisfaction Possible (2) ~ Medium Medium High Risk
Monitor customer perceptions and satisfaction Risk (2) Risk (4) (6)
9.1.3 Analysis and evaluation
Analyze data to evaluate QMS performance Likely (3) Medium High Risk High Risk
Risk (3) (6) ©)

9.2 Internal audit

Conduct planned internal audits at regular intervals

. Risk Score = Likelihood x Severity
9.3 Management review

Review QMS at planned intervals for suitability and e Low (1-2): Monitor only

effectiveness e Medium (3-4): Implement controls

e High (6-9): Immediate action required

Section 7: Improvement
(Clause 10)

10.1 General - Opportunities for improvement
Determine and select opportunities for
Improvement

10.2 Nonconformity and corrective action
React to nonconformities and implement
corrections

10.2.1 CAPA process
Establish systematic process for
corrective/preventive actions

10.3 Continual improvement
Continually improve suitability, adequacy, and
effectiveness of QMS
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CAPA Management Guide

Corrective and Preventive Action (CAPA) is the heart of continuous improvement. Here's how to implement an effective CAPA

system:

The 8D Problem-Solving Method

D1: Form a Team

Assemble cross-functional team with relevant expertise

D2: Define Problem

Clearly describe the problem using facts and data

D3: Containment

Implement immediate actions to protect customers

D4: Root Cause

Identify root cause using 5 Whys, fishbone, etc.

D5: Corrective Actions

Develop and test permanent corrective actions

D6: Implement

Implement corrective actions and verify effectiveness

DY7: Prevent Recurrence

Update procedures, train staff, prevent recurrence

D8: Recognize Team

Acknowledge team contributions and close CAPA

CAPA Form Template

CAPA ID:

Opened Date:

Source:

Problem Description:

Immediate Action:

Root Cause Analysis:

Corrective Action:

Preventive Action:

Target Completion:

Effectiveness Check:

Closed Date:

CAPA-[Year]-[Number]

[DD/MM/YYYY]

[ Internal Audit [] Customer Complaint [1 Nonconformance [1 Management Review

[Detailed description]

[Containment actions taken]
[5 Whys, Fishbone diagram results]
[Permanent solution implemented]

[Steps to prevent recurrence]

[DD/MM/YYYY]

[ Effective [] Not Effective Date: [DD/MM/YYYY]

[DD/MM/YYYY]

[J V Best Practice: Review all CAPAs in monthly management meetings. Track CAPA closure rates as a KPI - aim for

90%+ on-time closure.
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12-Week Implementation Timeline

A proven, realistic roadmap from initial assessment to certification audit readiness:

Phase 1. Foundation (Weeks 1-3)

Complete the 47-point audit readiness checklist
Identify gap areas and prioritize

Form QMS implementation team

Set certification target date

Communicate project to all staff

Document organizational context (internal/external issues)
|dentify interested parties and their requirements
Define and document QMS scope

Map core business processes

Develop quality policy statement

Define organizational roles and responsibilities

Establish quality objectives (measurable)

O0O000000O0O00OO0ODAO

Conduct management commitment workshop

Phase 2. Documentation (Weeks 4-6)

Create quality manual structure
Document QMS scope and exclusions
Describe process interactions
Reference supporting procedures
Document control procedure

Record control procedure

Internal audit procedure

Management review procedure

CAPA procedure

Risk management procedure

OO0OO0000000O0DRO

Training procedure
(1) Supplier evaluation procedure
(1) Customer satisfaction procedure

(1) Nonconformance control procedure

Phase 3. Implementation (Weeks 7-9)
() Conduct organization-wide risk assessment

(1) Document risks and opportunities

() Develop risk treatment plans

Assign risk owners and review dates

|dentify training needs for all roles

Conduct QMS awareness training

Train internal auditors (if needed)

Train document controllers

Document training records

Implement work instructions for critical processes
Establish inspection and testing controls

Implement monitoring and measurement

OO0OO0O00000O0DRO

Set up KPI dashboards

(1) Begin collecting performance data

Phase 4: Validation (Weeks 10-12)

Plan and schedule internal audit

Conduct internal audit of all processes
Document findings and nonconformances
Initiate CAPAs for all findings

Complete all CAPA actions from internal audit
Conduct management review meeting
Review QMS performance data

Make decisions on improvements

Document management review outputs

Conduct final document review

O0OO0O000000O0RO0

Verify all records are complete
(1) Schedule Stage 1 audit with certifying body
() Brief all staff on audit expectations

(7)) Prepare audit evidence packages

[J 4 Reality Check: This timeline assumes dedicated resources and management commitment. Add 4-8 weeks if

implementing part-time or in a large organization.

© 2025 SMARTISO | Your QMS on Autopilot | smartiso.io

SMARTISO

YOUR QMS ON AUTOPILOT

Made with GRAMIA


https://gamma.app/?utm_source=made-with-gamma

Quality Manual

emplate and Policy

Use this structure to create your organization's Quality Manual:

Table of Contents

1.0

2.0

3.0

4.0

4.1

4.2

4.3

4.4

5.0

5.1

5.2

5.3

6.0

6.1

W

7.0

8.0

9.0

10.0

Introduction and Company
Overview

Scope of the Quality
Management System

Terms and Definitions
Context of the Organization

Understanding the Organization
and its Context

Understanding Interested
Parties

Scope of QMS

QMS Processes and
Interactions

Leadership
Leadership and Commitment
Quality Policy

Organizational Roles and
Responsibilities

Planning

Actions to Address Risks and
Opportunities

Quality Objectives
Support

Operation

Performance Evaluation

Improvement

Sample Quality Policy
Statement

[Company Name] Quality Policy

At [Company Name], we are committed to delivering products and
services that consistently meet or exceed our customers'
requirements and expectations. We achieve this through:

e Maintaining a robust Quality Management System aligned with
ISO 9001:2015

e Engaging competent and motivated employees

e Continuously improving our processes and performance

e Building strong partnerships with suppliers and stakeholders

e Complying with all applicable legal and regulatory requirements

Signed: [CEO Name], [Date]

Document Control Templates

Essential document templates to kickstart your QMS documentation:

Document Header Template
COMPANY NAME - Quality Management System

e Document Title:

e Document Number:
e Effective Date:

e Prepared By:

e Reviewed By:

e Approved By:
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Common Certification Pitfalls (And How to
Avold Them)

Learn from the mistakes of others. Here are the most common reasons companies fail their ISO audit:

>{ Top 10 Audit Failures

10

Poor Document Control

Problem: Outdated documents in use, no version control, missing approvals

Solution: Implement a document management system (like SMARTISO!) with automated version control and

approval workflows

Incomplete Records

Problem: Missing signatures, dates, or required information on forms

Solution: Create checklists for each form type and train staff on proper completion

Inadequate Training Records

Problem: Can't prove employees were trained on procedures

Solution: Maintain training matrix and keep signed training attendance sheets

Weak Root Cause Analysis

Problem: CAPAs address symptoms, not underlying causes

Solution: Use structured tools like 5 Whys or Fishbone diagrams consistently

No Evidence of Continual Improvement

Problem: QMS is static, no measurable improvements shown

Solution: Track KPIs monthly and document improvements in management reviews

Calibration Lapses

Problem: Measuring equipment not calibrated or calibration overdue

Solution: Create calibration schedule with 30-day advance reminders

Procedures Don't Match Reality

Problem: Written procedures don't reflect actual practices

Solution: Involve operators when writing procedures, review annually

Internal Audits Not Objective

Problem: Auditors reviewing their own work, superficial audits

Solution: Ensure auditor independence, use detailed audit checklists

Management Review Too Generic

Problem: Reviews lack data, no decisions or actions recorded

Solution: Use structured agenda with data presentations and action items

Lack of Top Management Involvement

Problem: QMS seen as "quality department's job"

Solution: CEO attends management reviews, communicates quality priorities

v/ Auditor's Secret: Auditors look for consistency. If your procedure says one thing but practice shows another,

that's a major nonconformance. Make sure your documentation reflects reality.
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Ready to Accelerate Your ISO Journey?

While this starter kit gives you everything you need to begin, imagine having an Al-powered system that does the heavy lifting
for you...

Your First Year of
SMARTISO

Claim Your 20% Discount —

Plus: 15-day free trial | No credit card required | Cancel anytime

Why 500+ Companies Choose SMARTISO

Document Creation 2-3 weeks 4 hours (Al-generated)
Audit Preparation 40+ hours 4 hours (automated)
Risk Assessment Manual spreadsheets Al predictive alerts
Implementation Time 6 months 2 weeks

ISO Consultant $150-300/hour 24/7 Al included
Annual Cost $15,000-50,000 From $348/year

Real Customer Result: "We achieved ISO 9001 certification in 45 days with SMARTISO. The Al assistant answered every
question, and automated document generation saved us weeks of work. ROl was immediate—we saved $47K in the first
year." - Frederic Hill, CEO
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Audit Preparation: The Final Countdown
Checklist

As your ISO 9001:2015 certification audit approaches, meticulous preparation is key to a smooth and successful outcome.
Use this final countdown checklist to ensure every aspect of your Quality Management System (QMS) is audit-ready and to
address common pitfalls before they become non-conformities.

1 4 Weeks Before Audit

Initiate a deep dive into your QMS. This is the time for a thorough self-assessment.

Conduct a comprehensive internal review of all QMS documentation (Quality Manual, procedures, work
instructions, forms) to ensure they are current, accurate, and reflect actual operational practices.

Verify all non-conformities, observations, and opportunities for improvement from previous internal audits or
management reviews have been effectively addressed and closed out. Maintain clear records of corrective
actions taken.

Confirm that all critical measuring equipment has valid calibration certificates and that records are easily
accessible.

Brief relevant staff on the upcoming audit, outlining the scope and their potential involvement.

2 2 Weeks Before Audit

Refine your readiness and focus on logistical details.

Hold a mock audit or a focused pre-audit management review meeting to simulate the actual audit process,
identify any last-minute gaps, and ensure key personnel are confident in discussing their areas.

Confirm the availability of all key personnel who will be interviewed or whose areas will be audited. Arrange for
backups if necessary.

Organize all required records and objective evidence (e.g., meeting minutes, training records, CAPA logs, customer
feedback, production records) in a clear, accessible manner.

Ensure all work areas are tidy, organized, and reflect adherence to established procedures.

3 1 Week Before Audit

Final preparations and team alignment.

Conduct a final, high-level review of all documentation and records to ensure everything is in place and easily
retrievable.

Provide a concise briefing to all staff, reiterating the audit agenda, expected conduct, and who to direct specific
questions to.

Designate an audit coordinator and a backup to manage the audit flow, provide documents, and escort the
auditor.

Prepare a dedicated, quiet audit room equipped with necessary resources (internet access, printer, water, spare
stationery).

4 Day of Audit - Do's and Don'ts

Navigating the audit with confidence and professionalism.

@ DO: Be honest, concise, and professional. Answer questions directly and only provide the requested
information or evidence. Refer to your documented procedures when explaining processes.

() DON'T: Speculate, argue, volunteer unnecessary information, or hide anything. Do not try to guess what the
auditor wants to hear. If you don't know an answer, say so and offer to find the person who does.

(). Remember: The auditor is looking for objective evidence of conformity, not perfection.

5 What Auditors Look For

Understanding the auditor's perspective helps you prepare more effectively.

e Evidence of conformity to each requirement of ISO 9001:2015.

e Effective implementation and maintenance of your QMS.

e Demonstration of top management's commitment and leadership.

e Evidence of continual improvement across all processes.

e Confirmation that documented processes are consistently followed and records are properly maintained.

e Validation that your QMS is achieving its stated objectives.

Objective Evidence: Records, documents, observations that support your claims
Consistency: Alignment between what you say, what you document, and what you do
Effectiveness: Proof that your QMS achieves intended results

Competence: Staff understanding of their quality responsibilities

6 Golden Rule

If it's not documented, it didn't happen. If it happened, but isn't documented, it's a finding.

This principle underpins all ISO 9001 audits. Ensure every action, decision, and process is supported by clear,
accessible records. This includes training, internal audits, management reviews, corrective actions, and customer
communication.

® @ Golden Rule:'Say what you do, do what you say, prove it with records." This simple principle covers 90%

of ISO requirements.
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Ready to Accelerate Your ISO Journey?

While this starter kit provides a strong foundation for your ISO 9001:2015 compliance, imagine a partner that transforms
weeks of effort into mere hours. Our Al-powered system is designed to handle the heavy lifting, propelling you towards
certification with unparalleled efficiency and accuracy.

0% OFF

Your First Year of SMARTISO

Al Document Generation Real-time Monitoring

Automatically creates all necessary ISO documents, saving Maintain continuous compliance with intelligent monitoring

weeks of manual work and ensuring compliance from the that flags potential issues before they become non-

outset. conformities.

Rapid Audit Readiness 24/7 Al Consultant

Be audit-ready in just 2 weeks, drastically cutting down the Access an always-on Al ISO consultant to answer questions

typical 6-month preparation period. and guide you through every step of the certification
process.

P

Claim Your 20% Discount —

\
-

Plus: 15-day free trial | No credit card required | Cancel anytime

"We achieved ISO 9001 certification in just 45 days with SMARTISO. The Al assistant answered every question we had,
and the automated document generation saved us weeks of work. Best investment we've made. We switched from
MasterControl and saved S50K annually.”

Mich Stark
CEO, Manufacturing Company
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Your ISO Journey Starts Now

Congratulations! You now have a complete roadmap to ISO 9001:2015 certification. Thousands of companies have used
these exact resources to achieve certification. The question is: will you be next?

Your Next Steps

Week 2: Team & Timeline
Week 1: Audit Readiness

Complete the 47-point audit readiness checklist to and set your target certification date to establish clear
identify and address any initial gaps in your Quality objectives.

Form your dedicated QMS team, assign responsibilities,

Management System.

Week 4: Accelerate with SMARTISO

Week 3: Document & Define Consider leveraging SMARTISO's Al-powered system to

Begin documenting your quality policy, objectives, and accelerate your journey by 60%, streamlining document
key processes, ensuring they align with ISO 9001:2015 generation and compliance monitoring.
requirements.

Remember; Use Code STARTER20

20% OFF

Get 20% off your first year when you sign up for SMARTISO. This exclusive discount is our way of saying thank you for
downloading this starter kit and embarking on your compliance journey with us.

Start Free Trial + Get 20% Off —

No credit card required * Setup in 24 hours * Cancel anytime

Questions? We're Here to Help

We understand that navigating ISO 9001:2015 can be complex, and you might have questions along the way. Our support
team is ready to assist you.

B Email:

€ Website:
® Live Chat: Available 24/7 on our website

Phone: Schedule a call at

Good luck on your ISO journey! We're rooting for your success. ©

CERTIFICATION
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