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Abbreviations
[bookmark: _Toc113897276]Audit context
☐ The sub-contractor is working for the Sponsor since…
☐ The sub-contractor has never experienced working for the Sponsor
☐ The Services provided are…
☐ The Sub-Contractor is audited previously.
☐ The Sub-Contractor has never been audited by the Sponsor.
☐ The corrective actions are addressed.
☐ There is a recent major change (acquisition / takeover)…
☐ This changes affected: staff, location, procedures,…
___ is a Clinical Research Organization (CRO), specialized in ___ , located in ___.
___ provides services for the management of clinical investigations, including:
· ___,
· ___,
· ___.
___ requested Sunnikan Consulting to perform an audit of the following internal key processes in the framework of the ISO 9001:2015 standard:
· ___,
· ___,
· ___,
taking into account as an example the XXX study for "___" process..
[bookmark: _Toc113897277]Audit methodology
[bookmark: _Toc113897278]Audit objectives
The aim of this audit was to assess:
the compliance of the quality system with the applicable regulatory standards,
the adequacy of the quality system elements with the conduct of a clinical project, to ensure ___ is able to fulfill the duties and functions related to clinical trial conduct / delegated by the Sponsors of the clinical trials.
The audit was conducted according to the main applicable standards :
ISO 9001:2015,
European and French regulations,
ICH and French Good Clinical Practices.
[bookmark: _Toc113897279]Audit agenda
[bookmark: _Toc74458962]The audit took place in the Sub-Contractor's facilities on _ and was performed by _.
Opening meeting
[bookmark: _Toc74458963]An opening meeting took place with:

Audit
The XXX audit consisted of a review of the following processes:
· XXX
· XXX
· XXX
· XXX
· XXX
assessing the compliance of these processes with the ISO 9001:2015 requirements covering:
· Context of the organization (strategic direction, interested parties, quality management system)
· Leadership (management commitment, quality policy, roles, responsibilities and authorities)
· Planning (risks and opportunities, quality objectives, change control)
· Support (resources, competence, communication, documented information)
· Operation (planning, design and development, outsourced processes, production and service provision, release of products and services, control of nonconforming outputs)
· Performance evaluation (monitoring, measurement, analysis and evaluation, internal audit, management review)
· Improvement (nonconformity and corrective action, continual improvement)
Interviews, site visit and documentation review are performed during the audit.
Closing meeting
A debriefing meeting took place to present and discuss the audit results with:

Audit report
The audit results reflect a non-exhaustive review of activities managed by XXX, based on the documentation provided to the Auditor and interviews conducted during the audit.
Grading of audit findings
In this report, a finding is considered as any noncompliance with a requirement of the ISO 9001:2015 standard (or any other regulatory standard identified in §3.1 of this report) that adversely affects the audited activity.
Findings are classified as critical, major or minor.

	"1.Critical: Conditions, practices or processes that adversely affect the rights, safety or wellbeing of the subjects and/or the quality and integrity of data.
Critical observations are considered totally unacceptable.
Possible consequences: rejection of data and/or legal action required
Remark: Observations classified as critical may include a pattern of deviations classified as major, bad quality of the data and/or absence of source documents. Fraud belongs to this group.
2. Major: Conditions, practices or processes that might adversely affect the rights, safety or wellbeing of the subjects and/or the quality and integrity of data.
Major observations are serious deficiencies and are direct violations of GCP principles.
Possible consequences: data may be rejected and/or legal action required
Remark: Observations classified as major, may include a pattern of deviations and/or numerous minor observations.
3. Minor: Conditions, practices or processes that would not be expected to adversely affect the rights, safety or wellbeing of the subjects and/or the quality and integrity of data.
Possible consequences: Observations classified as minor, indicate the need for improvement of conditions, practices and processes.
Remark: Many minor observations might indicate a bad quality and the sum might be equal to a major finding with its consequences.
4. Comments: The observations might lead to suggestions on how to improve quality or reduce the potential for a deviation to occur in the future."
(PROCEDURE FOR REPORTING OF GCP INSPECTIONS REQUESTED BY THE COMMITTEE FOR MEDICAL PRODUCTS FOR HUMAN USE (CHMP), March 2013).


[bookmark: _Hlt470424325][bookmark: _Toc113897280]
Executive summary
___ is a Clinical Research Organization (CRO), specialized in ___ , located in ___.
___ provides services for the management of clinical investigations, including:
· ___,
· ___,
· ___.
___ requested Sunnikan Consulting to perform an audit of the following internal key processes in the framework of the ISO 9001:2015 standard:
· ___,
· ___,
· ___,
taking into account as an example the XXX study for "___" process..
The aim of this audit was to assess:
the compliance of the quality system with the applicable regulatory standards,
the adequacy of the quality system elements with the conduct of a clinical project, to ensure ___ is able to fulfill the duties and functions related to clinical trial conduct / delegated by the Sponsors of the clinical trials.
The audit was conducted according to the main applicable standards :
ISO 9001:2015,
European and French regulations,
ICH and French Good Clinical Practices.
The audit took place in the Sub-Contractor's facilities on _ and was performed by _.
Overall, it may be noted that ___ quality system (regarding the audited activities) is compliant with the International Standard ISO 9001:2015 and the applicable regulations. Generally, operational activities are appropriately described in Standard Operations Procedures (SOPs) and regarding the ___ study, the activities were handled in compliance with the process described in the SOPs and the relevant cost-estimate.
No critical findings were observed during this audit.
However, the following major findings were observed:
Regarding the "XXX" chapter (§X)


The main minor findings concern the following:
Regarding the "XXX" chapter (§X)


Considering the audited elements, the conclusions of the audit regarding the requirements of the ISO 9001:2015 standard are as follows: 

	ISO 9001:2015
	Conclusion on compliance

	Chapter 4 "Context of the organization"
	

	Chapter 5 "Leadership"
	

	Chapter 6 "Planning"
	

	Chapter 7 "Support"
	

	Chapter 8 "Operation"
	

	Chapter 9 "Performance evaluation"
	

	Chapter 10 "Improvement"
	




[bookmark: _Toc113897281]
Context of the organization (§4)
[bookmark: _Toc113897282]Understanding the organization and its context (§4.1)
☐ The context of the organization is determined in _ (ex: Quality Manual)
☐ External and internal issues are considered in _ to understand and determine the context of the organization (ex: through a SWOT workshop).
☐ The strategic direction of the organization is determined in _
☐ Considered issues are relevant to the strategic direction of the organization.

	Finding # Critical/Major/Minor/Comment



[bookmark: _Toc113897283]Understanding the needs and expectations of interested parties (§4.2)
☐ Interested parties have been determined in _ (ex: Quality Manual)
☐ Interested parties considered as not being relevant for the Quality Management System are identified and the choice justified in _ (ex: choice issued from Management Review)
☐ Requirements of relevant interested parties are considered in_ (ex: service contract, audits, satisfaction evaluations…)
[bookmark: _Toc113897284]Determining the scope of the quality management system (§4.3)
☐ The scope of the Quality Management System is determined in _.(ex: Quality Manual)
☐ The scope of the Quality Management System is maintained as documented information (reference of the document).
The scope of the Quality Management System includes:
☐ the types of products and services covered,
☐ a justification for any requirement of the ISO9001:2015 International Standard that the organization determines is not applicable to the scope of its Quality Management System.
[bookmark: _Toc113897285]Quality management system and its processes (§4.4)
☐ Processes needed for the quality management system are determined in_ (ex: Quality Manual, Process Cartography, Process identification card…)
☐ There is a description of the interaction between the processes of the quality management system (ex: Process Cartography)
☐ There is documented information to support the operation of the processes (ex: process identification cards, SOP, templates, training plan, job description…).
☐ Documented information is retained in order to prove that the processes are being carried out as planned (ex: clinical trial documentation, forms, Management review report, process review report…).
[bookmark: _Toc113897286]Leadership (§5)
[bookmark: _Toc113897287]Leadership and commitment (§5.1)
☐ Top Management is involved and demonstrates leadership and commitment with respect to the Quality Management System by _ (ex: writing and communication of the quality policy, identification of quality objectives, provision of resources, Management review, Job description for Top Management…).
☐ Top Management demonstrates leadership and commitment with respect to customer focus by _ (ex: determination of customer's requirements, regular points with customers, evaluation of customer's satisfaction, risks/opportunities analysis, quality plan for each project, SOP "Contractual relationships"…).
[bookmark: _Toc113897288]Policy (§5.2)
☐ There is a quality policy (reference of the document).
☐ Quality policy is available on _ (intranet,  internal network...) and maintained as documented information.
☐ Quality policy is communicated by _ (intranet, mailing, internal meeting, SOP "Internal communication"…), understood and applied within the organization. This application is verified during the Management review.
☐ Quality policy is available to relevant interested parties by _ (ex: mailing, website, SOP "Communication with interested parties"…).
[bookmark: _Toc113897289]Organizational roles, responsibilities and authorities (§5.3)
☐ There is an organizational chart (dated and signed).
☐ Responsibilities and authorities for relevant roles are defined and assigned by the Top Management (job description individually assigned) and communicated and understood within the organization (job descriptions dated and signed then reviewed during annual interviews).
[bookmark: _Toc113897290]Planning (§6)
[bookmark: _Toc113897291]Actions to address risks and opportunities (§6.1)
☐ Risks and opportunities are determined when planning the Quality Management System by _ (which tool(s)?, when: during management review? during process review? before each project?).
☐ There is a "Risks/opportunities management" SOP (refence of the document).
☐ The risks/opportunities analysis is conducted globally (Management review report) / by process (process review report) / by project (project quality plan)
☐ Issues of the organization and requirements of the relevant interested parties are taken into account to address risks and opportunities.
☐ Actions to address identified risks/opportunities are planned in _.(description of the action, implementation date, responsibilities, evaluation of the action, evaluation of efficacy)
[bookmark: _Toc113897292]Quality objectives and planning to achieve them (§6.2)
☐ Quality objectives are defined in _. 
☐ Quality objectives are identified globally / by process / by project.
Quality objectives:
☐ are consistent with Quality Policy,
☐ are measurable (indicators),
☐ take into account applicable requirements,
☐ are relevant to conformity of products and services and to enhancement of customer satisfaction,
☐ are monitored (records?),
☐ are communicated (how? when? to whom? records?),
☐ are updated as appropriate,
☐ maintained as documented information.
☐ The way to achieve quality objectives is planned (what, resources, responsible, when, evaluation).
[bookmark: _Toc113897293]Planning of changes (§6.3)
☐ There is a "Change control" SOP.
☐ Changes to the Quality Management System are planned (examples? records?).
☐ Change control is integrated globally (Management review) / services (change control steps in each operational procedure) / QMS (CAPA process)
When planning a change:
☐ the change is defined,
☐ the objective of the change is defined,
☐ an impact analysis is conducted,
☐ a risk/opportunity analysis is conducted,
☐ an action plan is elaborated then followed and closed.
[bookmark: _Toc113897294]Support (§7)
[bookmark: _Toc113897295]Resources (§7.1)
☐ Required resources are identified and described in _ (ex: Quality manual, organizational chart, job description, staff log, process identification card, SOP…).
☐ Required resources are provided (internal and external resources).
☐ Provided resources are maintained.
☐ Staff is adequate for the effective implementation of the QMS and for the operation and control of the processes ("Staff organisation, qualification and training" SOP, job description, staff log, CV, training records, capacitation; qualified and trained staff, in sufficient number…). 
☐ Infrastructure (buildings, equipment, IT…) is adequate for the operation of the processes and to achieve conformity of products and services (description of the infrastructure, identification of specific infrastructure in process identification cards, computerized validation system, Business Continuity Plan, equipment maintenance…).
☐ Environment (temperature, heat, humidity, light, airflow, hygiene, noise / "charte de bonne conduit", "santé au travail"…) is adequate for the operation of the processes and to achieve conformity of products and services.
☐ The adequacy of the provided resources is documented (ex : during project review, process review, Management review…).
☐ There are monitoring and measuring processes (protocol compliance CL, study report CL, ICF CL, TMF CL, regulatory CL, clinical trial plans, computerized validation system…) used to verify the conformity of products and services to requirements.
☐ Monitoring and measuring processes are suitable for the specific type of activities.
☐ There is appropriate documented information as evidence of fitness for purpose of the monitoring and measurement resources.
☐ Measuring equipment is calibrated and/or verified at specified intervals, or prior to use, identified and safeguarded from adjustments, damage or deterioration.
☐ Measurement traceability is ensured by documentation management (ex :for the check-lists, DM plans, validation steps: version identification, reference to upstream documentation, validation by an authorized signature, provision in a secure way…).
☐ The elements (job competence, management, capitalization of knowledge…) required to determine, update and provide knowledge necessary for the operation of the processes and the achievement of conformity of products and services are described in _ ("Staff organization, qualification and training" SOP, training plan, capacitation process, internal and external training, information system). --> training program for new applicants, function/procedures matrix to determine the required knowledge for each function (regulatory, POS, process, statistics, methodology…)
[bookmark: _Toc113897296]Competence (§7.2)
☐ There are dated and signed Job Descriptions (required qualification: experience, training, competence…) for the whole staff.
☐ The Job Descriptions are consistent with the chart.
The personal records were checked for the following persons:

	Name
Position
	Job Description
	CV
	Training and Qualification

	
	
	
	


Curriculum Vitae
☐ There are dated and signed CVs for the whole staff.
☐ The competencies are adequate for the each activity of the organization.
☐ The staff is selected with qualifications.
Staff Training
☐ There is a procedure related to the staff training: "_", version #_, dated _.
This procedure describes the appropriate training process steps:
☐ assessment of the needs for training,
☐ training planning,
☐ training sessions performance,
☐ training documentation,
☐ assessment of the training efficacy.
This procedure concerns the following circumstances requiring training:
☐ new applicants
☐ continuous training
☐ Training activities are performed according to the relevant procedure and are documented.
☐ The training is documented in _ (each personnel file, a database…).
☐ The training sessions are documented in the CVs.
☐ There is a periodic (e.g. annual) Training Plan.
☐ The training on regulatory requirements is performed.
☐ The training on pathologies and trials specific requirements is performed.
☐ Training sessions related to Standard Operating Procedures are performed, followed and documented.
☐ Training sessions are documented (agenda, signature log, training documents…).
☐ Training sessions efficacy is assessed by _.
☐ Staff is appropriately trained.
☐ Specific training sessions for newcomers are organized.
☐ Awareness of QMS is integrated in training sessions.
Staff Capacitation
☐ Staff is authorized by _ (capacitation process, mentoring…).
Staff allocation for the project
☐ Staff allocated to the project is identified on a "Project Staff Log".
Staff continuity
☐ There is enough staff for continuity, e.g. during holidays.
☐ Handover process is documented.
[bookmark: _Toc113897297]Awareness (§7.3)
☐ An awareness process is in place (Quality policy, Objectives, QMS performance …)(initial training sessions, continuous training…).
☐ Sub-contractors are aware of the quality management system by _ ("Subcontracted activities" SOP).
[bookmark: _Toc113897298]Communication (§7.4)
☐ There is a "Communication" SOP.
☐ Elements of the SMQ to be communicated are identified in _ (Quality policy, strategic direction, Management commitment, quality objectives…).
☐ There is an internal communication plan (reference of the document).
☐ There is external communication plan (reference of the document) (subcontractors, customers…).
[bookmark: _Toc113897299]Documented information (§7.5)
☐ There is documented information required by the ISO9001:2015 International Standard (Quality policy, scope of QMS, process cartography, quality objectives, SOP, annexes, documents, records…).
☐ There is documented information required for projects' management (protocol, monitoring report, CRF, specific SOP…).
☐ There is documented information proving the effectiveness of the QSM (Management review, process review).
☐ There is a "Documented information management" SOP.
The documented information establishes the controls needed to ensure:
☐ identification and description of documents,
☐ format and media of documents,
☐ review and approval of documents for suitability and adequacy,
☐ availability of documents and suitability for use, 
☐ adequate protection of documents,
☐ distribution, access, retrieval and use of documents,
☐ storage and preservation of documents,
☐ control of changes of documents,
☐ retention and disposition of documents,
☐ documented information of external origin is identified and controlled,
☐ documented information retained as evidence of conformity is protected from unintended alterations.
[bookmark: _Toc113897300]Operation (§8)
[bookmark: _Toc113897301]Operational planning and control (§8.1)
Processes needed to meet the requirements for the provision of products and services are planned, implemented and controlled:
☐ requirements related to products and services are determined by _ (protocol, contract, specifications, regulatory requirements…),
☐ criteria for these processes and the acceptation of products and services are established (SOP, compliance check-lists, DCF…),
☐ resources needed to achieve conformity to the product and service requirements are determined,
☐ control of the processes in accordance with the criteria are implemented (respect of the SOP…),
☐ documented information is determined, maintained and retained in order to have confidence that the processes have been carried out as planned and to demonstrate the conformity of products and services to their requirements (study documentation, DM process, documentation compliance check-lists, SOP, quality plan…).
Planned changes are controlled by: 
☐ a risk/opportunity analysis,
☐ an impact analysis,
☐ a modification plan.
Unintended changes are managed by:
☐ a risk/opportunity analysis,
☐ an impact analysis on processes, competencies, resources, information/training.
☐ There is a process for allocation of resources for clinical studies (staff workload, availability,…).
☐ The allocated resources for the studies are documented in the "Study staff log".
☐ There is a process to plan clinical studies (which tools?).
☐ The plan of the studies are documented in ___ (project plan, monitoring plan, Quality plan, safety plan, DM plan…). 
[bookmark: _Toc113897302]Requirements for products and services (§8.2)
☐ There is a "Customer communication" SOP (information relating to products and services, enquiries, contracts or orders, customer feedback, customer property, contingency actions…).
☐ Requirements for products and services (customers' requirements, statutory and regulatory requirements, those considered necessary by the organization) are defined in _ (specifications).
☐ Requirements are reviewed in order to ensure the ability to meet them (resources, availability, training, equipment, requirements…).
☐ There is documented information on the results of the review (contract review, actions plan).
☐ There is documented information on the changes to requirements (impact analysis, actions plan).
☐ There are Quality Control steps performed for the clinical studies documentation (protocol, ICF, CRF…).
☐ The results of the Quality Control steps are documented.
[bookmark: _Toc113897303]Design and development (§8.3)
☐ A "design and development" process has been established, implemented and maintained (reference of the process).
This process includes:
☐ requirements identification,
☐ risks/opportunities analysis,
☐ impact analysis,
☐ documentation writing (SOP, plan),
☐ tests implementation,
☐ design review (compliance of test results),
☐ design verification (check-list, compliance of outputs),
☐ design validation (after the first provision).
☐ Design and development inputs are adequately considered and are retained as documented information (regulatory requirements, specifications…).
☐ Reviews are conducted to evaluate the ability of the results of design and development to meet requirements(compliance of test results).
☐ Verification activities are conducted to ensure that the design and development outputs meet the input requirements (check-list, compliance of outputs).
☐ Validation activities are conducted to ensure that the resulting products and services meet the requirements for the specified application or intended use (after the first provision).
☐ Results of design and development review, verification and validation activities are retained as documented information.
☐ Design and development outputs are adequately considered and retained as documented information (SOP, documents, specifications, indicators…).
☐ There is documented information on design and development changes (impact analysis, actions plan, review / verification / validation).
[bookmark: _Toc113897304]Control of externally provided processes, products and services (§8.4)
☐ There is a "External providers control" SOP.
☐ Outsourced processes are identified in _.
☐ Criteria for the evaluation, selection, monitoring of performance and re-evaluation of external providers are determined and applied (specifications, audits, reporting, indicators, quality control…).
☐ There is documented information on these activities.
☐ Requirements (description of products and services, validation of methods, staff qualification, release of products and services…) are communicated to external providers.
[bookmark: _Toc113897305]Production and service provision (§8.5)
Production and service provision is implemented under controlled conditions:
☐ availability of documented information that defines the characteristics of the products to be produced, the services to be provided, or the activities to be performed and the results to be achieved (specifications, contract, protocol…),
☐ availability and use of suitable monitoring and measuring resources (DM, clinical operations manager, quality manager…),
☐ implementation of monitoring and measurement activities at appropriate stages to verify that criteria for control of processes or outputs, and acceptance criteria for products and services, are met (monitoring, co-monitoring, DM, audits…),
☐ use of suitable infrastructure and environment for the operation of processes (computers, information system, internet, office, software…),
☐ appointment of competent persons, including any required qualification (CRA, project manager, DM, statistician…),
☐ validation, and periodic revalidation, of the ability to achieve planned results of the processes for production and service provision, where the resulting output cannot be verified by subsequent monitoring or measurement (after the first provision),
☐ implementation of actions to prevent human error (check-lists, monitoring, DM…),
☐ implementation of release, delivery and post-delivery activities (study report, clinical database, TMF, archiving, article writing, complementary analysis…).
☐ Outputs of the "production and service provision" are identified in _.
☐ Status of these outputs are identified with respect to monitoring and measurement requirements (version, date of study documents).
☐ Outputs are uniquely identified (traceability).
☐ There is documented information to enable traceability (audit trail, retention of all the documents' versions…).
☐ Customers’ or external providers’ property is identified (title, project, version, date…), verified, protected and safeguarded (confidentiality commitments, intellectual property in the contracts…).
☐ Outputs are preserved to the extent necessary to ensure conformity to requirements (study documentation, DM, clinical database management, computer security plan, archiving…).
☐ Requirements for post-delivery activities are met (archiving, article writing, complementary analysis…).
☐ There is documented information on production and service provision changes (impact analysis, actions plan, documentation update, information/training…).
☐ The study documentation is maintained on a paper/electronic basis, accessible only to_.
☐ Study training documentation is available for the whole staff involved in the study.
☐ Documentation related to Site-initiation and monitoring visits is available.
☐ Timeframes between the visits and the report writing and between the report writing and its review were compliant with internal SOP.
☐ Observations are identified, documented and followed.
☐ Safety activities are performed following the "safety plan" and are documented.
☐ Data Management activities are performed following the "Data Management plan" and are documented.
☐ Software use for Data Management / Statistics activities is qualified.
☐ Software qualification is documented.
☐ Clinical studies are managed by ___ (who? Which tool? Frequency?)
☐ Communication with the clients is described in a SOP /specific study document (reference of the document).
[bookmark: _Toc113897306]Release of products and services (§8.6)
☐ There are planned arrangements to verify that the product and service requirements have been met (ex: CSR CL, conformity commitment for monitoring plan…).
☐ Products and services are released only when planned arrangements have been satisfactorily completed.
☐ There is documented information on the release of products and services (actions and people traceability). 
[bookmark: _Toc113897307]Control of nonconforming outputs (§8.7)
☐ There is a "Nonconformity management" SOP. 
☐ Outputs that do not conform to their requirements are identified and controlled.
☐ Appropriate actions are taken to manage these nonconforming outputs. 
☐ There is documented information on the management of nonconforming outputs.
[bookmark: _Toc113897308]Performance evaluation (§9)
[bookmark: _Toc113897309]Monitoring, measurement, analysis and evaluation (§9.1)
☐ There is a "Monitoring, measurement, analysis and evaluation" SOP. 
☐ Methods for monitoring, measurement, analysis and evaluation of the performance (over several years) and the effectiveness (objectives achievement) of the quality management system are determined in _ (ex: in each process identification card for process conformity, in operational SOP for product/service conformity)
☐ There is a "Evaluation of customers' satisfaction" SOP. 
☐ Methods for obtaining, monitoring and reviewing customers’ perceptions of the degree to which their needs and expectations have been fulfilled are determined in _. (ex: evaluation of satisfaction, lesson-learned meetings, NC…)
☐ Data and information arising from monitoring and measurement is analysed and evaluated (during process review, during management review). 
[bookmark: _Toc113897310]Internal audit (§9.2)
☐ There is a "Internal audits" SOP. 
☐ Internal audits are conducted at planned intervals (internal audits and provider audits).
☐ An audit program is planned, established, implemented and maintained (frequency, methods, responsibilities, planning requirements and reporting, which shall take into consideration the importance of the processes concerned, changes affecting the organization, and the results of previous audits).
☐ Audit criteria and scope for each audit are defined.
☐ Auditors' selection guaranties objectivity and impartiality of the audit process.
☐ Results of the audits are reported to relevant management.
☐ Appropriate corrections and corrective actions without undue delay are taken.
☐ There is documented information as evidence of the implementation of the audit programme and the audit results (audit program, auditors job descriptions, audit reports, actions plan…).
[bookmark: _Toc113897311]Management review (§9.3)
☐ There is a "Management review" SOP (planning, participants, preparation, inputs, evaluation, outputs, actions plan). 
☐ Quality management system is reviewed by Top management at planned intervals.
☐ There is documented information as evidence of the results of management reviews (Quality Policy > Quality Objectives > Action plan > Resources).
[bookmark: _Toc113897312]Improvement (§10)
[bookmark: _Toc113897313]General (§10.1)
☐ Opportunities for improvement are determined and selected (during management review?).
☐ Any necessary actions to meet customer requirements and enhance customer satisfaction are implemented (improving products and services to meet requirements as well as to address future needs and expectations, correcting, preventing or reducing undesired effects, improving the performance and effectiveness of the quality management system; correction, corrective action, continual improvement, breakthrough change, innovation and re-organization).
[bookmark: _Toc113897314]Nonconformity and corrective action (§10.2)
☐ There is a "Nonconformity management" SOP.
Nonconformity treatment process is effective and includes:
☐ identification of the nonconformity,
☐ reaction to the nonconformity (correction),
☐ evaluation of the need for action to eliminate the cause(s) of the nonconformity (corrective action),
☐ implementation of any action needed,
☐ review of the effectiveness of any corrective action taken,
☐ update of risks and opportunities determined during planning, if necessary,
☐ changes to the quality management system, if necessary.
☐ Corrective actions are appropriate to the effects of the nonconformities encountered.
☐ There is documented information as evidence of the nature of the nonconformities and any subsequent actions taken and the results of any corrective action.
[bookmark: _Toc113897315]Continual improvement (§10.3)
☐ Suitability, adequacy and effectiveness of the quality management system is continually improved (management review).
☐ Results of analysis and evaluation, and the outputs from management review, are considered to determine if there are needs or opportunities that shall be addressed as part of continual improvement (management review).
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