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Streamlining
Medical Compliance

When it comes to the medical industry — any partner finds
itself with the same daunting task of keeping up with evolving
regulatory standards. With stringent standards like ISO 13485,
and intricate regulations such as 21 CFR Part 820 and 21 CFR
Part 11 (come again?), ensuring compliance can consume a
significant portion of your time and resources.

However, simplifying these processes is not only possible but
essential for maintaining efficiency and focusing on what

truly matters—innovation and patient care. This guide aims to
provide you with practical strategies and insights to streamline
your compliance efforts, reclaim your time, and enhance your
overall operations.
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Understanding the
Regulatory Landscape

QUALITY MANAGEMENT SYSTEM STANDARDS

These international standards outline the requirements for a quality management system (QMS).

For medical device manufacturers, the ISO 9000 series thought model evolved into the current ISO 13485
standard, which serves as a foundational framework for ensuring consistent product quality and customer
satisfaction. It emphasizes risk-based thinking and continual improvement, which are essential.

21 CFR PART 820

In the United States, the FDA's Code of Federal Regulations (CFR) details the requirements for medical
device manufacturers' quality systems. This part covers everything from design controls to production
and process controls, ensuring that devices meet safety and efficacy standards before reaching the
market. Subpart L of this CFR deals specifically with Handling, Storage, Distribution, and Installation.

21 CFR PART 11

This regulation addresses electronic records and electronic signatures, establishing criteria for their
acceptance in FDA-regulated environments. Compliance with Part 11 is crucial for maintaining the
integrity and confidentiality of electronic records, which is vital for accurate and reliable documentation.
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Streamlining Compliance
Processes

KEY STRATEGIES INCLUDE

Automation

@ Utilize software solutions that adhere to 21 CFR Part 11 requirements to
track and manage processes and documentation. Automated systems can
ensure that electronic records are secure, accurate, and easily accessible,
simplifying compliance with record-keeping standards.

Regular Audits and Reviews

Z@ Leverage Key Partnerships

As regulations often change and competition gets stronger, it is increasingly

Schedule periodic internal and supplier audits to identify potential issues

important to engage with partner organizations who can support and before they become major problems. Regular reviews, aligned with
advance compliance efforts. Integrating compliance requirements further applicable requirements, help maintain compliance and avoid surprises
up and down the supply chain significantly mitigates risks and improves during external inspections. It's always easier to mitigate issues you've
outcomes. preempted, rather than when risks have materialized.
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Streamlining Compliance
Processes

KEY STRATEGIES INCLUDE

O/V Continuous Improvement Adoption

0 [] U U Incorporate the principles of continuous improvement into your QMS and
operations to enhance your practices. This incorporation ensures that your
processes are aligned with evolving standards and specific regulations,
reducing the risk of non-compliance.

~ _ Training and Education
@\ Invest in ongoing training for your team to stay informed about regulatory
changes and best practices. Ensure your staff is well-versed in ISO
9001:2015, ISO 13485:2016, 21 CFR Part 820, and 21 CFR Part 11 to navigate
compliance more effectively and reduce the risk of errors.
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Avoiding Common
Compliance Pitfalls

PITFALLS TO AVOID INCLUDE ‘

Delayed Signals and Information

When managing complex and expansive Medical Device Operations, it's

important that information and communication is effective and flows
efficiently. Up-to-date communication can be the difference between

effective controls and critical non-conformances.

Lack of Training Poor Traceability

Training is one of the most common pitfalls that is often under-emphasized. As products and information move further away from their source, it becomes
It's easy to slip into a stasis where training is an afterthought. An untrained more difficult to maintain accurate records of all transactions. Employing

or unaware staff can contribute to immense problems, all while thinking integrated, automated solutions vastly improves traceability capabilities.

they are doing the right things.
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Avoiding Common | " N . =
Compliance Pitfalls _

PITFALLS TO AVOID INCLUDE

T 2 Supplier Management O Over-Engineering
1]

<1 |™ Lackof control over supplier output can have far-reaching negative I_Trll_ & When designing a compliant solution, it is important to consider that the

v | N impacts on the organization's products and customers if not properly organization must only meet written regulatory requirements, as exceeding
addressed. Robust supplier qualification criteria including an evaluation the requirements is not necessary unless dictated by internal needs or
of organizational risk, along with regular performance monitoring, are industry best practices. An overly complex or costly solution that causes
paramount to maintaining control of external contractors. It is important to redundancy or over-processing of information can lead to increased costs
clearly articulate your regulatory status and requirements to each supplier, and waste, while decreasing organizational efficiency and providing no
to ensure that they are aware of and capable of meeting them. When dealing benefit for the organization's standing with regulatory bodies.

with suppliers, it is important to remember that it's difficult for partners to
meet requirements they are not aware of!
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Leveraging Expert Support

Sometimes, the complexity of regulatory compliance necessitates expert
guidance. Partnering with experienced suppliers who are specialists in
regulatory affairs can provide valuable insights and support. Supply chain
experts like WA Solutions can help to reclaim your time and

maintain compliance with tested tech-based supply chain solutions.
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Reclaiming Your Time

Ultimately, effective regulatory compliance is about freeing up time for
what truly matters—developing innovative medical devices and improving
patient outcomes. By simplifying your compliance processes, you can
reduce the time spent on regulatory tasks and focus more on your core
business activities.

Regulatory compliance in the medical device industry doesn't have to
be a daunting task that drains your time and resources. By adopting
automation, leveraging key partnerships, conducting regular audits,
embracing continuous improvement, and investing in thorough training,
you can simplify your compliance processes and avoid common pitfalls.
With expert support from specialized suppliers like WA Solutions,

you can focus more on innovation and improving patient outcomes,
rather than being bogged down by regulatory concerns. Embrace these
strategies to not only meet regulatory requirements but to excel in your
field, ensuring that your time is spent on advancing healthcare solutions.
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Ready to speak to an expert?

We're ready to build a tech-based solution for your business.

Let’s Talk ]
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