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Introduction

As teams rally to embrace the significant changes driven by digital advancements

and technology, commissioning, qualification, and validation (CQV) is seeing radical
changes. CQV has traditionally been a labor-intensive process that involved mountains
of paperwork to ensure compliance with regulatory standards. Today, there’s a

bigger drive toward a shift to paperless CQV procedures that help teams monitor for
compliance and that are both more efficient and reliable than before.

The digital transformation of CQV requires less time, resources, and manpower needed
in the validation process. Through technologies like cloud-computing software,
electronic batch records (EBR), automation, and data analytics, the landscape of
pharmaceutical manufacturing has embraced more streamlined operations. This in
hand improves data integrity and more.

In this white paper, we’ll explore the key benefits when embracing paperless validation,
as well as its challenges.
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The Traditional CQV Process and lts Limitations

Paper documentation was the traditional method used in the pharmaceutical
industry for various verification processes. Teams would use manual data collection
and documentation to ensure their facilities, equipment, and processes were up to
regulatory standards. A manual procedure led to various limitations.

Key Limitations:

1. Manual Errors: Manual documentation makes you more prone to human error, such
as incorrect data entry or missing information.

2. Inefficient Audits: Pulling together large amounts of paper documentation is time-
consuming and difficult to organize.

3. Data Integrity Concerns: Questions of validity may arise when you’re faced with this
manual process that can lead to missing or inaccurate data.

4. Lack of Real-Time Data: Through paper-based CQV, your access to real-time data
automation is limited. This makes it harder to detect issues and act quickly.

Limitations in paper documentation drive the need for a shift to digital applications.
Adopting a more simulated approach to data collection and process flow can enable
companies to enhance both efficiency and compliance efforts.
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Key Drivers of Digital Transformation in CQV

There’s a broad trend that’s influencing companies to shift their operations
toward digitized efforts, and the pharmaceutical industry is no exception. The
transition out of paperless CQV is just a small portion of where we will continue
to see a movement to digital.

There are several factors to be considered here:

1. Regulatory Expectations

The pharmaceutical industry is one of the most highly regulated, and agencies such as the
FDA, EMA, and other global entities push stringent demands that emphasize the need for
improved data integrity, traceability, and efficiency. This includes the FDA’s 21 CFR Part

11 guidelines to ensure trustworthy and reliable electronic records that are equivalent to
paper records. The transition into a more digital atmosphere can only be viable if the data
automation process produces accurate results that can be matched with paper counterparts.

Digital validation solutions are now more integral than ever because of regulatory bodies’
continuous acceptance toward more real-time data monitoring and collecting.

2. Technological Advancements

Technologies such as cloud computing, electronic records, and automation are creating more
opportunities in the CQV process. They’re allowing for more robust and secure data storage
and flexible communication and collaboration for global teams. In addition, it’s easier to
automate repeating tasks such as data entry and report generation.

3. Cost and Time Efficiency

The traditional CQV process is not only time-excessive but also a costly investment.
Implementing a digital process can reduce the time and effort needed for qualification and
validation completion. It can also free up more storage
space as it eliminates the need for certain printed
documentation as review cycles are automated.

4. Improved Data Integrity

With digital solutions now the norm, it’s allowing teams
to take better control over their data as electronic
systems can easily help with version control, tracking
changes, storing audit trails, and ensuring accuracy.
This is a critical piece of the pie to uphold regulatory
requirements and maintain the quality, safety, and
efficacy of pharmaceutical-grade products.
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Paperless CQV Solutions: Key Technologies and Tools

As organizations begin to shift to paperless CQV, they’re also adopting several key
technologies to facilitate the transition.

1. Automated Validation Management Systems (VMS)

Automation is playing a crucial role in digital transformation, especially in areas like equipment
qualification and process validation. Automated data capture, analysis, and reporting reduce
the risk of errors and speed up the overall CQV process. Automated Validation Management
Systems (VMS) manage validation processes (protocol creation, testing, approvals) digitally,
eliminating paper-based workflows.

¢ Tools: ValGenesis, Kneat Gx
2. Cloud-Based Platforms

Cloud-based systems are becoming increasingly popular in CQV for their ability to centralize
data storage and access. These platforms allow stakeholders across multiple locations to
collaborate in real time, improving efficiency and transparency. Cloud solutions also offer
scalability, allowing companies to adapt their systems as their CQV needs grow.

e Tools: Veeva QualityOne, MasterControl
3. Mobile CQV Applications

Mobile CQV (Commissioning, Qualification, and Validation) applications provide on-the-go
access to digital tools for managing CQV activities directly from mobile devices, such as
tablets or smartphones. These applications are transforming how on-site validation tasks are
performed, making it easier to gather data, track progress, and get approvals in real-time,
especially in large-scale pharmaceutical facilities.

* Tools: ValGenesis Mobile, Kneat Gx Mobile
4. Al (Artificial Intelligence) and Automation Tools

Al and automation tools are revolutionizing Commissioning, Qualification, and Validation (CQV)
processes in the pharmaceutical industry by streamlining workflows, improving accuracy, and
enhancing compliance. These technologies reduce manual effort, minimize errors, and allow
teams to focus on higher-value tasks.

e Tools: Al-powered modules in ValGenesis or Kneat Gx
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Benefits of Going Paperless in CQV

1. Enhanced Compliance

Going paperless allows you to keep better control of your documentation process because you
can more easily track changes and validate large amounts of data that are critical to meeting
compliance.

2. Reduced Validation Timelines

The digital revamp of automated validation systems significantly reduces the overall validation
timeline and accelerates speed-to-market for pharmaceutical-grade products. Since a
paperless CQV process eliminates more of the tedious, manual steps, teams can shift focus to
elements of higher significance, such as risk assessment and performance monitoring.

3. Cost Savings

With digital CQV solutions, the costs outweigh the benefits. Barring your initial investment, you
will experience long-term cost savings that are just not available in a manual operation. When
going paperless, you’re essentially cutting much of the need for physical storage, printing, and
the manual labor of handling such documents that can now be stored in a cloud-based system.
Paperless also means less human error which also has a major impact on operational costs
over time.

4. Improved Real-Time Monitoring and Decision Making

Digital solutions simplify data-gathering by providing real-time insights into performance and
progress. This allows for faster decision making and helps teams monitor for any hurdles in the
validation process early on. This proactive approach keeps downtime to a minimum and keeps
manufacturing operations running smoothly and compliantly.
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Challenges and Considerations in Implementing Digital CQV

The benefits of CQV are clear, but there are still several challenges that companies
must be aware of in order to best navigate during implementation.

1. Initial Investment and Change Management

The upfront investment into digital CQV systems comes from the new technologies,
infrastructure, and training you’ll need to become better equipped with new procedures. While
there is a monetary cost associated with this shift, there’s also a cultural change within the
organization as new workflows develop.

2. Regulatory Compliance

Embracing digital systems helps with compliance efforts as they’re more automated and easier
to stay equipped with the latest standards from regulatory bodies. Companies still must ensure
they’re consistently monitoring their digital tools to maintain transparency and credibility with
standards such as 21 CFR Part 11 and Annex 11.

3. Cybersecurity Risks

Storing data in the cloud or in other digital storage systems creates a higher cybersecurity
concern. This requires companies to become more critical about their process and implement
robust cybersecurity measures to protect sensitive data from breaches.
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Conclusion

The pharmaceutical industry is taking a major step forward with the digital
transformation of CQV. As paperless solutions such as EBRs, cloud-based platforms,
and automation technologies become the norm for companies, they can notice better
compliance, cost reduction, and improved operational efficiency. There will still be
challenges and initial investments that need to be considered, but there is no doubt
that digitized CQV is here to stay.

As regulatory standards evolve and expectations change, technology will follow, and
companies that embrace digital options early on will be better equipped to handle the
evolving nature of the pharmaceutical industry.

About Azzur Group
Conclusion

From Discovery to Delivery™, Azzur Group provides the life science community full life-
cycle solutions for all of their GxP needs.

From Azzur Cleanrooms on Demand™ facilities, to our labs, training centers, and
consulting offices across the nation, Azzur Group helps organizations start, scale, and
sustain their growing enterprises. With nearly four decades of service to the life science
community, we have become a trusted partner to the world’s leading pharmaceutical,
biotechnology, medical device, and healthcare companies, as well as their supply chain.
For more resources on this topic, or to learn about solutions Azzur Group provides to
organizations in the life science community, visit azzur.com.
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