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1. Understanding Nonconformance

The journey of a product or service begins with deciding the specifications once the design concept has
been set. The specifications give direction to the subsequent processes, ensuring quality, performance, and
outcomes meeting objectives.

When the specified requirements are not met, it leads to nonconformity. In most cases, nonconformance
happens because there’s a lack of a well-designed nonconformance management system — which is a key
part of any Quality Management System (QMS). Nonconformance results in rework, wastage, and
scrap, adding to costs, delays, and decreased productivity. Repeated failures can lead to noncompliance
and the associated challenges of recalls and penalties.

Nonconformance can be of two types - minor or major. Minor nonconformances are failures without any
major impact, are usually isolated cases, and can be resolved fast. These could be changing documentation
without authorization, products being categorized wrongly, or improper calibration of machinery.

Major nonconformance refers to quality requirements not meeting regulatory requirements or standards
such as ISO 9001. They will affect the production processes, product quality and performance, and can
include critical documentation going missing, unauthorized changes happening frequently, or untested
products being shipped out.

Need of the Hour

® Quality teams must do whatever it takes to reduce Cost of Quality (CoQ) and prevent product
recalls with an automated, data-driven nonconformance process.

@®© Ensure your teams get to the root cause of every nonconformance or unplanned deviation whether
on the shop floor, the laboratory or in the office.

®© Take corrective action before a nonconformance leaves the proverbial four walls of the company.
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2. Identification, Correction, and Prevention
of Nonconformance

Businesses need a clear quality policy and standard operating procedures (SOPs) to identify,
correct, and prevent nonconformances. The policy and SOPs need to be communicated to the
relevant stakeholders and best practices implemented.

Some of the best practices to minimize nonconformances include:

@ Inspections: Internal and external inspections should be performed of the manufacturing processes
and the incoming raw materials to prevent nonconformances early

@ Audits: Internal and external audits will help ensure the robustness of the manufacturing processes
and product quality and identify risks

@ Risk: The risks identified must be ranked based on severity and frequency and control measures put
in place to mitigate or reduce the incidence of nonconformance

@ Testing: Products must be tested periodically based on KPIs before being despatched

@ Customer Feedback and Complaints: This is a great source of information that manufacturers
must leverage to continuously improve their processes and minimize errors and nonconformances

@® Management Review: The management must periodically review data to ensure that mitigation
measures are effective and reduce the risk of nonconformance

® CAPA: The nonconformances must be recorded and root cause analysis performed to take
corrective and preventive action

@ Documentation: This is crucial for review and regulatory submissions in highly regulated industries
such as life sciences to demonstrate compliance and as a source of information on the
nonconformance

@© Supplier Quality: To prevent nonconformance entering the supply chain, the reliability and
compliance of suppliers to internal and external requirements is imperative
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9 Key Processes that Must be Automated
for Effective Nonconformance Management

Risk Product
Management Testing

Inspections Audits

Customer I\/Ianag'ement RCA and Document
Review

Feedback Meeting CAPA Management

Supplier
Management
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3. Common Causes for Nonconformance

The best practices, when implemented well, can help businesses reduce nonconformance and the
associated risks. However, often businesses rely on manual or legacy systems to manage
nonconformance, leading to its recurrence. This leads to heavy dependence on human resources and
can lead to recurring nonconformance issues.

Some of the causes for nonconformance include:

©® Poor communication with internal and external stakeholders
© Documentation not being complete or having errors

@© Poor inspection management system leading to poor-quality materials, components, and parts
entering the system

@®© Tools and machinery not being calibrated properly

@ Critical assets not maintained properly due to a lack of maintenance schedules leading to quality
failure and unplanned downtimes

@© Reacting to quality issues rather than identifying and addressing the root cause
© CAPA not being implemented on time and effectively

® Poor audit management system because of which inconsistencies in the system remain
undiscovered

@ Customer complaints not being leveraged to effect quality improvements

Many of these issues have their root in the absence of resources and systems that can help employees
discharge their roles and responsibilities as required. Insufficient employee engagement leads to
recurring nonconformances. This is compounded by a lack of training and tools needed to document
and report nonconformances correctly, making it difficult to identify the root causes accurately and
address them appropriately. This can lead to noncompliance, adding to the costs due to recalls, lawsuits,
penalties, and so on.




Q

Errors and incomplete nonconformance reports and documents occur due to some
of the following reasons:

@ Fear of Being Blamed: Fear of being blamed for the nonconformance may cause employees to not
provide all the details. They may also be unaware of the importance of reporting the complete facts
and its role in identifying the root cause. This reflects the lack of training and the poor culture of the
organization.

@ Incorrect Categorization: Employees may not recognize a nonconformance for what it is due to
a lack of awareness and may ignore it.

@ Ignoring Minor Nonconformances: Even though minor nonconformances may not have a deep
impact, they need to be identified, documented, and corrective action taken to improve process
efficiency and product performance. But, often, employees may not file minor nonconformance
due to its low impact.

4. Culture, Training, and Communication:
The Human Factor in Minimizing
Nonconformance

The ISO standards recommend employee engagement to establish a culture of quality in the
organization. This way, quality is not only the responsibility of the quality team but every member of the
organization. Empowering employees with training and tools to communicate and collaborate increases
their awareness about the quality policies, SOPs, and their roles and responsibilities in minimizing
nonconformances.

Some of the best practices in encouraging a culture of quality and reducing nonconformances include:

@ Training to Cover Skill Gaps: Provide focused training to build capabilities and improve the
quality of products and processes

@ Provide Tools to Record Deviations: Checklists and templates ensure that all the relevant data is
captured and information about deviations is complete, categorized correctly and is actionable

@ Reinforce Positive Behavior: Along with empowering employees with skills, it is also important to
encourage them to take ownership without fear of retribution or blame

® Communicate: Ensure that any changes to policies, processes, specifications, and other aspects
of operations are shared with all relevant stakeholders
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5. Improve Access to Data and Visibility into
Processes

To be able to catch reoccurrences in nonconformances (NCs) and prevent issues down the line,
businesses need access to data and transparency. By digitizing the workflow, quality leaders can
leverage data to understand the root causes of NCs, identify trends, and implement effective
preventive measures. Capturing and analyzing relevant data enables organizations to draw valuable
insights into the underlying factors contributing to NCs, take informed decisions, and proactively
mitigate risks.

Data also provides end-to-end visibility into the process or system enabling the early detection of
patterns and deviations. This helps with taking corrective actions promptly and preventing the
recurrence of such issues. This improves quality control, ensures continuous improvement, and
enhances operational efficiency, leading to greater customer satisfaction, lowers costs, and effects
accelerated growth.

We chose ComplianceQuest because they met all of our criteria and it was
straightforward and easy to use. If you keep things simple, you keep things
compliant—they were cloud-based, intuitive, and had a great group of people
on the other end.

One day we were on paper and the next we were on ComplianceQuest—it was that simple. Our Chief
Technology Officer, Vice President of Quality, and CEO have all logged in and used the system, and in my

role, that speaks volumes."

Director of Quality Assurance, Mustang Bio

Request a Demo
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6. Building Capabilities with ComplianceQuest
Nonconformance Software

ComplianceQuest is a cloud-based, Al-driven EQMS built on Salesforce. It enables communication of
critical information from within the system across the organization, keeping all stakeholders updated
about quality policy and SOPs. It helps minimize nonconformance by increasing the efficiency and
effectiveness of inspections, audits, documentation, risk management, and training by providing visibility
and the tools to automate workflows.

Key Features and Capabilities of
CQ Nonconformance Management Software
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Some of the key benefits of the ComplianceQuest Nonconformance Software include:

@ Facilitating a collaborative approach to nonconformance management to prevent any variance to process,
parts, or equipment.

@ Ensuring an adaptable workflow for shop floor workers to align with the ever-changing quality parameters.

@ Capturing nonconformance trends, spotting key risks, escalating to a CAPA ahead of time, and driving
continuous improvement (Cl) of the quality management process.

@ Leveraging integrated risk assessment, automating nonconformance management workflows to identify,
document, and prevent nonconformances, with a specific focus on high-risk nonconformances.

@® Enabling periodic training of employees to reduce human errors.

@ Initiating root cause analysis with advanced investigation tools such as the 5 Why collaborative
whiteboard for critical issues.

By providing templates and checklists, it ensures complete recording of nonconformance for review
and action.
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To know more, visit:

https:/www.compliancequest.com/nonconformance-and-cost-of-conformance/
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https://www.compliancequest.com/nonconformance-management-solution/?utm_source=whitepaper&utm_medium=HumanFactorNonconformance&utm_campaign=alltime-whitepaper&utm_term=EQMS
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Irrespective of what caused a nonconformance issues, ComplianceQuest’s
Nonconformance Management Solution ensures your teams are capturing,
triaging, investigating and closing nonconformances quickly and effectively
so you can reduce the cost of poor quality.

Our solution, which is integrated with the rest of the QMS and Risk Management
Modules, makes it easy to identify and address nonconformance issues before it
reaches a customer.

Fastest Growing

Request a Demo Al- powered Next
Gen EQMS Solution

About ComplianceQuest

Transform to a fully connected business with a next-generation Al-Powered Product Lifecycle, Quality and
Safety management platform, built on Salesforce. Our connected suite of solutions helps businesses of all
sizes increase quality, safety and efficiency as they bring their products from concept to customer success. Our
intelligent data-driven platform comes with best-in-class integrated processes to mitigate risks, protecting your
employees, suppliers and brand reputation, and to increase innovation, compliance, profit and customer loyalty.
ComplianceQuest is pre-validated and easy to implement, use, and maintain, allowing for streamlined
communication and collaboration across the product value chain.

For more information, or to request a demo with a ComplianceQuest expert, contact ComplianceQuest today:

¢ Visit www.compliancequest.com
e Email us at marketing@compliancequest.com
e Call us at 408-458-8343

© 2023 ComplianceQuest. All rights reserved. Confidential and Proprietary. Publishing of this content is not allowed without express permission from ComplianceQuest.
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