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Contact: info@clearpathenv.com - Let us guide you through seamless ISO 9001
certification for your chemical plant, refinery, or manufacturing facility. Achieve quality
excellence and compliance with our expert services in auditing, permitting, and
management systems.

Introduction to ISO 9001

ISO 9001:2015 is the international standard for Quality Management Systems (QMS). It
helps organizations ensure consistent product/service quality, meet customer and
regulatory requirements, and achieve continual improvement through the Plan-Do-Check-
Act (PDCA) cycle. Implementing ISO 9001 can enhance efficiency, reduce risks, and boost
customer satisfaction in industries like manufacturing, chemicals, and refining.

This checklist is structured by clause, with questions to verify compliance. Answer
"Yes/No" and note evidence or actions needed. If you're unsure, our team at ClearPath can
provide audits, training, and full implementation support.

ISO 9001:2015 Checklist
Clause 4: Context of the Organization
4.1 Understanding the Organization and Its Context

e Has the organization determined external and internalissues relevant to its
purpose, strategic direction, and ability to achieve QMS intended results?

e Does the organization monitor and review information about these issues?
(Note: Issues include positive/negative factors; consider legal, technological,
market, cultural, social, economic environments.)

4.2 Understanding the Needs and Expectations of Interested Parties
e Has the organization determined:
o a)Relevantinterested parties for the QMS?

o b)Theirrelevant requirements?
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e Does the organization monitor and review information about these parties and
requirements?

¢ Have stakeholders and their topics of interest been identified?
4.3 Determining the Scope of the Quality Management System

e Has the organization determined QMS boundaries and applicability?

When defining scope, has it considered:
o a)External/internalissues (4.1)?
o b)Requirements of interested parties (4.2)?

o c¢)Products and services?

Does the QMS apply all standard requirements within the scope?

Is the scope maintained as documented information, stating products/services and
justifications for non-applicable requirements?

4.4 Quality Management System and Its Processes

e Has the organization established, implemented, maintained, and continually
improved the QMS, including processes and interactions?

e Hasitdetermined:
o a)lnputs/outputs?
o b)Sequence/interaction?

o c) Criteria/methods for control (monitoring, measurements, performance
indicators)?

o d)Resources needed?

o e€)Responsibilities/authorities?

o f) Risks/opportunities (6.1)?

o g)Evaluation and changes for intended results?
o h)Improvements?

¢« Tothe extent necessary, does it maintain/retain documented information to support
processes?



Clause 5: Leadership
5.1 Leadership and Commitment
e 5.1.1 General
o Doestop management demonstrate leadership by:
= a) Taking accountability for QMS effectiveness?
= b) Ensuring policy/objectives align with context/strategic direction?
= ¢)Integrating QMS into business processes?
= d) Promoting process approach/risk-based thinking?
= ¢e)Ensuring resources?
= f) Communicating QMS importance?
= g)Ensuring results?
= h) Engaging/supporting personnel?
= i) Promoting improvement?
= ) Supporting management roles?
e 5.1.2 Customer Focus
o Doestop management ensure:
= a) Customer/statutory/regulatory requirements are met?

= b) Risks/opportunities affecting conformity/customer satisfaction are
addressed?

= ¢) Focus on customer satisfaction is maintained?
o Howis customer feedback collected/analyzed?
5.2 Policy
¢ Hastop management established/maintained a policy that:
o a) Fits purpose/context/strategic direction?
o b)Provides framework for objectives?

o c¢) Commits to requirements/continual improvement?



e Isthe policy documented, communicated internally/externally, and available?
5.3 Organizational Roles, Responsibilities, and Authorities

e Hastop management ensured responsibilities/authorities are
assigned/communicated?

e Has it assigned responsibility for:
o a)QMS conformance?
o b)Reporting performance to top management?
Clause 6: Planning
6.1 Actions to Address Risks and Opportunities

e Has the organization considered context (4.1), interested parties (4.2), and scope
(4.3) in planning?

e Has it determined risks/opportunities related to:
o a)Conformity of products/services?
o b)Customer satisfaction?

e Has it planned actions to:
o a)Addressrisks/opportunities?
o b)Integrate into QMS?
o c)Evaluate effectiveness?

6.2 Quality Objectives and Planning to Achieve Them

¢ Hasthe organization established measurable objectives at relevant
functions/levels?

e Are objectives:

o a)Consistent with policy?

o b)Measurable/monitored/communicated/updated?
e Forachievement, has it determined:

o a)Actions?

o b)Resources?



o c)Responsibilities?
o d)Timelines?
o e€)Evaluation methods?
e Are objectives documented?
6.3 Planning of Changes
e Does planning consider:
o a)Purpose/consequences?
o b)QMS integrity?
o c¢)Resources?
o d)Responsibilities/authorities?
Clause 7: Support
7.1 Resources

e Has the organization determined/provided resources for QMS, including people,
infrastructure, environment, monitoring tools, and knowledge?

7.2 Competence
e Hasitdetermined needed competence?
e Hasitensured competence via education/training/experience?
e Are actions evaluated/retained as documented?
7.3 Awareness
e Hasitensured awareness of:
o a)Policy?
o b)Objectives?
o c¢)Contributions to QMS?
o d)Implications of non-conformance?
7.4 Communication

e Has it established processes forinternal/external communication, considering
what/when/with whom/how/under what circumstances?



7.5 Documented Information
e Has it created/maintained documented information for QMS?
e Does it control creation, access, protection, and versioning?
Clause 8: Operation
8.1 Operational Planning and Control

e Has it planned/controlled processes for products/services, including criteria,
resources, and changes?

e Doesitinclude customer communication, design, external providers, production,
release, and nonconforming outputs?

8.2 Requirements for Products and Services

¢ Hasitensured customer requirements are determined/reviewed, including post-
delivery?

8.3 Design and Development of Products and Services

e Hasitestablished controls for design/development, including planning, inputs,
controls, outputs, changes?

8.4 Control of Externally Provided Processes, Products, and Services
e Has it ensured external providers conform, with criteria for evaluation/monitoring?
8.5 Production and Service Provision

e Hasitcontrolled production/service under controlled conditions, including
identification, preservation, post-delivery?

8.6 Release of Products and Services
o Hasitverified/authorized release?
8.7 Control of Nonconforming Outputs
e Hasitidentified/dealt with nonconforming outputs?
Clause 9: Performance Evaluation
9.1 Monitoring, Measurement, Analysis, and Evaluation

e Has it monitored/measured/analyzed performance, including customer satisfaction
and conformity?



9.2 Internal Audit
e Doesitconduct audits at planned intervals for conformance/objectivity?
9.3 Management Review

e Doestop management review QMS suitability, considering inputs like performance,
changes, objectives?

Clause 10: Improvement
10.1 General
e Doesitdetermine improvement opportunities?
10.2 Nonconformity and Corrective Action
e Doesitreactto nonconformities, correct/mitigate, and review effectiveness?
10.3 Continual Improvement

e Does it continually improve QMS suitability/effectiveness?

Next Steps

Use this checklist to identify gaps in your QMS. For expert implementation, auditing, or
certification support, contact ClearPath Environmental today. We specialize in Gulf Coast
industries, helping with quality management, compliance, and ISO standards to drive your
business goals.

CLEARPATH

ENVIRONMENTAL CONSULTING, INC.

4310 Ryan St., Suite 101, Lake Charles LA 70605

info@clearpathenv.com

225.280.9592

www.clearpathenv.com

This material is provided by ClearPath Environmental Consulting, Inc. for informational purposes only as a general guide to assist organizations in their compliance and
management efforts. It is not intended to constitute legal, professional, or expert advice, nor is it a substitute for consulting with qualified professionals or obtaining formal
assessments from accredited bodies. ClearPath Environmental Consulting, Inc. makes no representations or warranties, express or implied, regarding the completeness, accuracy,
or applicability of this material to any specific organization, industry, or jurisdiction. Use of this material is at your own risk, and ClearPath Environmental Consulting, Inc. shall not
be liable for any direct, indirect, incidental, or consequential damages arising from its use or reliance thereon. For tailored guidance, audits, training, or implementation support,
please contact us at info@clearpathenv.com.
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