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Introduction

At ComplianceQuest, we published a Whitepaper titled

‘Harnessing the Power of an Integrated QHSE". This paper
focused on the following topics:

Why organizational mindset is critical to improve both quality and safety performance

The role of automation and digital transformation in building an enterprise-wide culture of
both “Safety AND Quality”, not one or the other. At some companies, health & safety
management becomes a checklist item — something to tick off, and people don't take it
seriously and just get the basics done instead of proactively improving workplace safety
initiatives.

Finally, the paper covers how both safety and quality management revolve around the
ability to monitor, capture data, analyze and improve a series of business processes. In
fact, some of the processes like CAPA and Root Cause Analysis, Change, Audits, Inspection,
and Equipment Management overlap across quality and safety management. Since the
underlying approach is somewhat similar, why not integrate the two systems.

Of course, there are a few differences between the two functions. Quality Management is about
having a set of metrics and specifications in place and doing whatever it takes across the product
lifecycle to meet quality goals. A quality policy is documented and the quality team is responsible for
running a data-driven, collaborative process to meet these goals. One can say the quality function is
fairly predictive in nature; it is possible to plan out a series of steps to ensure quality goals are met.

In the case of safety management, it is all about being proactive and building resilience and
capabilities to tackle safety hazards. It is difficult to predict what mishap will happen when; After all,
safety events happen because of oversight or a particular process gone wrong. The key here is to be
reactive, preventive, and proactive all at once. The safety team has to bring together the whole
organization, build a safety culture and encourage Total Employee Involvement (TEI) to ensure the
company ends up avoiding major safety incidents or accidents.

Regulatory Guidance for An
Integrated Approach to
Quality & Safety

The Integrated Management System (IMS)? unifies the standards recommended by I1SO 9001, ISO
14001, OHSAS 18001, and ISO 31000, bringing together aspects of health, safety, and quality into a
single business system.

ISO 9001 provides guidelines for Quality Management, ISO 14001 for Environment Management, and
OHSAS 18001 for Occupational Health and Safety Management. It recommends consolidating internall
management practices into a unified system, enabling sharing of tools, methodologies, and
systematic management of different areas that are governed by different standards or models.
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All three standards rely on the common underlying principle of continuous improvement based on
Deming's cycle of Plan-Do-Check-Act. The benefits of the IMS implementation are:

A holistic approach to managing all types of business risks
Less clash between individual management systems
Lower duplication of effort and lesser bureaucracy

More effective and efficient internal and external audits
Easier in terms of execution

Renewed focus on employee well-being

Greater operational efficiency and therefore lesser costs
Enhanced customer satisfaction

Increased motivation levels of employees

In line with any organization’s goal of streamlining overall operations

Overlapping Process Flows
Across Quality & Safety
Management

In terms of day-to-day operational processes, there are a number of areas where quality and safety
management systems overlap.

Therefore, in organizations where a full-fledged safety team is not yet there, it makes sense for quality
leaders to play a role in monitoring safety performance and help the Health & Safety (H&S) team in
certain areas like risk management, audits, inspections, etc.

Risk Management: There is a need for a risk-based approach to both quality and safety. Businesses
must identify, rank, and implement controls for better management of quality and safety risks. They
need a centralized repository of risks that need to be assessed and a score should be assigned so
that the high-risk elements can be addressed first.

Key parameters need to be tracked to make sure that the quality and safety risk controls are
performing as expected. In case of any deviations, they need to be reviewed and corrected to prevent
any quality or safety events from happening.

Document Management: Documentation forms an essential part of quality and safety management.
Quality and safety policies need to be created and made available to all employees to ensure the
SOPs are adhered to. Processes, hazards, risks, events, and incidents need to be documented for
compliance and review purposes. The documents need to be stored and managed in an easily
accessible format with provision for version control and collaboration.

Change Management: Any change to a process or product or people can have a significant impact
on quality and safety and need to be managed efficiently. Management of Change (MoC) is one of
the most important aspects of quality and safety management functions. By adopting an automated
approach to change management — taking advantage of data, analytics, and collaborative
capabilities of modern software tools — companies will have better control of managing risk and
keeping up with regulations.
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Continuous Improvement (ClI): Quality and safety management are not one-time activities. They
need to be reviewed regularly and modified to suit the changing needs of the organization to ensure
continuous improvement. At the core of Cl is access to real-time data and information. Periodic
management reviews, with the support of a world-class Quality Control Tower and Safety Control
Tower? are critical to making sure there is an ongoing improvement.

The key is to implement a control tower that not only tracks metrics (lagging and leading indicators)
but also has the capability to monitor the status of open action items. The key to safety and quality
excellence revolves around stellar execution. And, that will happen only if there is top-notch training,
responsible personnel, and a system that truly brings people, processes, and systems together.

Audits and Inspections: The workplace needs to be audited and inspected to ensure that the
processes are adhered to as per the rules and regulations. The findings need to be recorded and
shared with the management and the relevant stakeholders for correcting and strengthening
processes.

Audits and inspections are at the core of any management system. A robust audit system is critical to
“knowing and identifying gaps” ahead of time — so they can be fixed before any quality event or
incident happens.

Management Reviews: The management needs access to data to understand trends, identify
patterns, and predict future quality and safety events to implement preventive measures.

To conduct holistic management reviews, you need an EQMS and EHS that serves as a system of
engagement, brings the real-time data to the fore, and is integrated with other business systems
including the ERP and CRM.

CAPA and Root Cause Analysis: Identifying the root cause for any event that has occurred or may
occur in the future is crucial to preventing it. Root cause analysis and CAPA are also common and
essential parts of quality and safety management. Tools such as the 5 Why Analysis Whiteboard*
help with automating, streamlining, and driving clarity into the RCA process.

The findings from these activities form the basis for making workplaces safer and ensuring quality.
These are essential to improving brand image and increasing employee engagement and
productivity. It is also important to note that top-notch quality and safety performance can act as a
key differentiator for business and drive overall competitive advantage. Understanding the regulatory
environment and the safety and quality hazards associated with planned expansion activities can
also be efficiently handled using a risk-based, integrated approach to quality and safety.

Training Management: Ensuring all employees are up to speed on quality and safety training/
certification requirements is also an essential requirement. Training plays an important role and
should be managed effectively to ensure that all employees have the know-how to follow SOPs and
proactively address quality and safety risks.

With an integrated quality and safety management solution, the entire product and manufacturing
lifecycle can be streamlined and optimized for a “quality-and-safety-first approach” for doing things.
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Building a Culture of Quality with
in-built Safety Efforts

Regulatory bodies recommend creating a proactive approach to quality instead of reacting to
events. Often, a quality issue comes to the fore after receiving customer complaints or a warning
letter from the concerned regulatory body. Something like a customer complaint or an FDA warning
letter is certainly detrimental to the brand and can have a negative impact on financials and brand
reputation as well.

Being proactive enables identifying gaps in quality at every stage of the manufacturing process,
thereby continuously improving the product. Passing the feedback upstream helps to improve the
processes by preventing future issues.

This requires employees to participate actively in ensuring quality “in the processes they own” instead
of leaving it for the quality team to spot it later down the line. Such a proactive approach can reduce
the cost of rework, wastage, and scrap. Needless to say, it saves the company time and money and
improves resource utilization. The overall Cost of Quality (COQ) comes down.

A culture of quality is one in which everybody in the organization, not just the quality team, is
responsible for quality. The employees need to engage proactively with the quality process and their
inputs are taken for continuous improvement.

Employee engagement is possible only when they feel safe and valued. When they are assured of the
workplace being healthy and safe, their morale improves as also their participation in quality
activities.

Are you a quality leader who is looking to
help out your company’s safety team? Do
you believe your approach to conducting
audits and inspections will be useful from a
safety perspective as well? What about an
integrated quality and safety management
system, that adopts a risk-based approach?

At ComplianceQuest, we have helped customers in 1000+ locations
around the world by automating their quality, health, and safety
management workflows. If you'd like a demo,

visit:
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Interestingly, safety management also needs employees to implement safe behavior and diligently
follow safety processes. Only when they believe the employer is committed to their safety they will be
willing to wholeheartedly align with the safety processes. Therefore, both quality and safety need
leadership participation to inspire the employees and facilitate quality and safety processes to be
followed proactively. This helps to improve the overall motivation and commitment levels of
employees — not just in terms of quality and safety but in everything they do.

Providing Tools for Reporting Events: One of the most important solutions to improve safety in an
organization is allowing employees to record incidents, near misses, and observations. The employees
should be able to record the events as they unfold by capturing and attaching images. As network
connectivity can be difficult in remote locations, enabling synchronization when the network is
available will make the process effective.

Once an event is recorded, there should be visibility of the progress made—the action taken to correct
it and to prevent future recurrence. This also improves compliance by providing an eye-witness
account of the event.

Visibility into action taken and improving the processes further strengthens employee conviction
about employer commitment to their safety.

By integrating quality and safety processes, the data available can be used for improving the
processes around both these aspects.

ComplianceQuest EQMS and EHS come with MyCQ, which is a portal where employees across the
company can submit their observations, and see and complete pending tasks or trainings assigned
to them. With a tool like MyCQ, it is easy to bring together all your people, across locations, to commit
to the cause of better quality and safety.

Automation of QMS & SMS
Workflows

Automating the quality and safety workflows, especially using an integrated solution such as
ComplianceQuest EQMS and EHS, provides quality leaders with all the data they need to support
safety teams. This provides the visibility needed to take a proactive approach to quality and safety
management.

Furthermore, the solution from ComplianceQuest is aligned with ISO and all other leading regulations,
thereby making compliance easy. It enables businesses to take a risk-based approach to quality and
safety processes, ensuring efficiency and effectiveness.

It is a cloud-based, modular solution that is cost-effective and includes features for audit, document,
inspection, change, supplier, equipment, CAPA, root cause analysis with 5 Why, management reviews,
and more for quality management. This is integrated with safety management features such as
incident management, observations, and permit to work.

By providing a unified view of enterprise-wide data, ComplianceQuest's integrated solution
empowers quality leaders to help the safety team make the workplace safe for people and the
environment while also taking care of the quality.
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For a truly successful safety culture in your enterprise,
empower various key stakeholders including the
Safety team, IT team, Senior Management and others
to take ownership of the safety function and move it
from just regulatory compliance to a competitive
advantage.

Share this whitepaper with your safety colleagues and other relevant
teammates to bring them up-to-speed with what ComplianceQuest's
next-gen EHS system could do for your enterprise!

Share:

About ComplianceQuest

Transform to a fully connected business with a next-generation Al-Powered Product, 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

+ Email us at marketing@compliancequest.com
+ Callus ot 408-458-8343
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