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Medical Device Regulatory Compliance:
A Practical Guide for OEMs

In the rapidly evolving medical device industry, navigating quality & regulatory challenges, especially when

manufacturing implantable medical devices, is one of the most critical aspects that OEMs face. The regulatory
landscape is dense, with multiple standards across global markets, requiring an expert approach to ensure
compliance without compromising on product performance, safety, or market readiness. Partnering with a

contract manufacturer like EPTAM Precision, with a proven track record of success and leadership in

regulatory affairs, helps OEMs streamline their production while mitigating the risks of regulatory non-

compliance.

This article examines the intricate challenges of regulatory compliance in implantable medical device
manufacturing and showcases how EPTAM Precision, under the experienced leadership of our Vice President

of Quality and Regulatory Affairs, Emmanuel Nyakako, leverages decades of expertise to expertly guide OEMs

through these complexities, ensuring seamless compliance and successful outcomes.
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Understanding the Regulatory Landscape for Implantable Medical Devices

Implantable medical devices are subject to some of the most stringent regulatory requirements in the world.
These devices must meet not only the safety and efficacy requirements of various global regulatory bodies
and agencies but also adhere to manufacturing and quality standards that ensure patient safety and product

reliability over the functional lifetime of the device.

OEMs face the challenge of navigating numerous regulations such as:

e [SO 13485:2016: The international standard for medical device quality management systems.

e FDA's 21 CFR Part 820: Regulations covering the quality system requirements for medical device

manufacturers in the United States. Key areas include:
o Premarket Clearance and 510(k): Requires OEMs to demonstrate that their device is
substantially equivalent to a legally marketed device.
o Premarket Approval (PMA): A more rigorous process requiring scientific evidence to validate

safety and effectiveness.

e Health Canada - Medical Device Directive (MDD) the national authority that monitors and
evaluates the safety, effectiveness, and quality of diagnostic and therapeutic medical devices in
Canada.

e European MDR (Medical Device Regulation): The EU's regulatory framework focuses on stricter

requirements for clinical evidence, transparency, and traceability of medical devices.

e Japan’s Pharmaceuticals and Medical Devices Act (PMDA): Japan’s regulatory framework for

medical devices.

e Australian Government Department of Health and Aged Care - (Therapeutic Goods
Administration) (TGA) ensures the quality, safety, and efficacy of therapeutic goods in Australia,
including medicines, medical devices, and blood products.

e Brazilian Health Regulatory Agency (ANVISA) enforces strict regulations for registering and

marketing medical devices in Brazil.

For medical devices designed to remain in the human body for extended periods, precision and reliability are
required. Regulatory bodies and governmental agencies, such as the FDA, mandate proof of compliance with
quality system regulations, ISO standards, biocompatibility, and sterilization requirements. Failing to meet

these requirements can result in delays in product clearance, approval, and market entry.
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The Role of EPTAM’s Regulatory Expertise in Overcoming These Challenges

At EPTAM Precision, we understand the importance of comprehensive
quality management systems and regulatory compliance in ensuring the
success of medical device projects. Emmanuel Nyakako, our Vice President
of Quality and Regulatory Affairs, brings over two decades of expertise in

navigating the regulatory landscape for medical devices. His experience

spans across various sectors within the industry, including developing and

implementing robust quality systems, guiding regulatory submissions, and

ensuring adherence to FDA, ISO, and other global regulatory requirements.

Under Emmanuel's leadership, EPTAM Precision ensures a compliant manufacturing process from the initial
review of the OEM’s design through design for manufacturability guidance, prototyping, final validation, and
mass production. His expertise in quality assurance enables OEMs to not only meet but surpass regulatory

standards, positioning their devices for success in the global market.

Key Considerations for Medical Devices

When selecting a contract manufacturer for your medical devices, itis crucial to consider their ability to meet

quality requirements. EPTAM has developed quality solutions that address these challenges:

1S13485 Certification ISO 13485 is the global standard for medical device quality
management systems. OEMs must partner with contract manufacturers who are ISO
13485 certified to ensure that their manufacturing processes meet international

regulatory requirements. At EPTAM, our ISO 13485-certified facilities maintain

compliance to customer and ISO requirements using our electronic quality

management systems (eQMS).

This certification encompasses New Production Introduction (NPI), process development, risk management,
validation, and supplier management among other critical aspects of manufacturing. Our facilities are subject
to regular registrars audits, and inspection by the FDA to ensure continuous compliance, giving OEMs peace

of mind that their devices meet all necessary regulatory requirements.
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FDA 21 CFR Part 820 Compliance To market medical devices in
the U.S., manufacturers must comply with the FDA’s Quality
System Regulations (21 CFR Part 820), which mandate a
Regulation . . . . .

compliance comprehensive quality system encompassing the design, supplier
management, risk management, production controls, packaging,
labeling, storage of medical devices, and other regulatory

requirements. These ensure devices meet quality, safety, and

performance standards, protecting patients and users.

EPTAM fully complies with 21 CFR Part 820, ensuring devices meet the FDA’s high-quality standards. EPTAM

Precisions facilities that manufacture finished medical devices are FDA Registered.

s EPTAM Plastics
e EPTAM Metals

e EPTAM Micro-Machining DBA Mendell Machine & Manufacturing

Our quality team collaborates with OEMs to ensure manufacturing device specifications are maintained

including device master records (DMR).

Our New Product Introduction (NPI) processes are designed to seamlessly transition products from concept
to production while ensuring full regulatory compliance. We work closely with OEMs to evaluate designs,
develop manufacturing strategies, and optimize processes to accelerate time to market. By incorporating
early-stage feedback and robust design reviews, we reduce potential delays and ensure a smooth production
launch. Our proactive approach not only mitigates risks but also lays the foundation for scalable and

repeatable manufacturing solutions that adapt to evolving market demands.
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Process Development EPTAM leverages Design for
Manufacturability (DFM) principles to streamline process
development and ensure efficiency and compliance. Our team
collaborates with OEMs to ensure designs are optimally reviewed for
manufacturability, balancing innovation with practical production
needs. This approach minimizes costs, reduces waste, and ensures
that devices are produced consistently to meet customer and
regulatory requirements. By integrating advanced analytics and
simulation tools, we identify opportunities for process improvements

early, maximizing productivity and ensuring long-term success.

Risk Management and Process Validation The risk of medical devices requires

validation of manufacturing processes to ensure safety and reliability. EPTAM " Q‘
follows ISO 14971 risk management standard to identify, assess, and mitigate g ; / | o
L T -
risks during the manufacturing process. By combining risk analysis with process / \'
validation, we maintain a high standard of quality. Our validation processes ensure % ’

manufacturing consistently meets specifications, covering equipment, software,

sterilization, and cleanroom environments to comply with regulatory standards.

standards.

Biocompatibility The biocompatibility of implantable devices is critical due to their
contact with the human body. Where required EPTAM has ISO 14644 Class 7 and Class
8 cleanrooms available for manufacturing and assembly. We collaborate closely with

OEMs to provide their selected materials that comply with their biocompatibility

Global Regulatory Submissions Beyond FDA and ISO compliance, medical devices must meet the

regulatory requirements of every market in which they will be sold. EPTAM supports OEMs in preparing for

regulatory submissions in different markets, including the European Union (EU MDR), Canada (Health

Canada), and Japan (PMDA) to name a few. Our team works closely with OEM regulatory specialists to ensure

that necessary documentation is prepared and provided to the OEM for submission.
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EPTAM’s Advanced Manufacturing Capabilities for Implantable Medical Devices

In addition to our regulatory expertise, EPTAM offers state-of-the-art manufacturing capabilities that ensure

the highest level of precision and quality for implantable medical devices. Our services include:

Precision CNC Machining: EPTAM offers CNC machining capabilities from 3-axis
to 7-axis. We produce complex components from various materials, including
biocompatible plastics like PEEK and medical-grade metals such as titanium,
stainless steel, and cobalt-chrome. All components are manufactured with tight

tolerances, crucial for implantable devic~-

Micro-Machining: EPTAM's advanced micro-machining capabilities enable the

production of extremely small, intricate components with exceptional precision.

Toznos .

These processes are ideal for manufacturing components used in minimally
invasive surgical devices, cardiovascular implants, and endovascular systems,

where accuracy and detail are critical to device performance and patient outcomes.

Plastic Injection and Liquid Silicone Rubber Molding: We offer advanced plastic
injection molding, including over-molding and insert molding, to produce durable,

biocompatible components for implantable devices. Specializing in medical-grade

plastics and LSR, we ensure each part meets strict standards for strength,

flexibility, and long-term biocompatibility

P @+«
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Laser Processing: Our innovative laser processing services, including laser
cutting, welding, and marking, allow us to produce highly intricate and precise
components for implantable medical devices. These advanced technologies

ensure optimal accuracy, essential for creating complex geometries and

features required in the most demanding medical applications.

Metal Injection Molding (MIM): EPTAM’s advanced Metal Injection Molding (MIM) capabilities enable the
production of complex, high-strength components with unmatched precision. Combining the design
flexibility of plastic injection molding with the durability of metal, MIM is ideal for creating intricate
geometries required in implantable medical devices and surgical instruments. Our expertise ensures each
part meets stringent medical-grade standards for performance, reliability, and biocompatibility, making MIM

an excellent choice for demanding medical applications

Metal powder Mixing Granulation Feedstock

Raw Cleaning
product [ [
‘ o Thermal

debinding

Sintering / \

Final product

Green body
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A Trusted Partner for Regulatory Compliance and Manufacturing Excellence

OEMs must partner with contract manufacturers that not only understand the complexities of manufacturing
but also have a deep understanding of regulatory requirements. EPTAM Precision is that partner. With decades
of experience in the medical device industry, innovative manufacturing technologies, and a commitment to

regulatory compliance, EPTAM ensures that your medical devices are manufactured to meet quality and

regulatory requirements.

Our quality team, led by experts like Emmanuel Nyakako, are dedicated to supporting OEMs through the
manufacturing and regulatory approval process. By partnering with EPTAM, you gain a trusted manufacturing

partner with the knowledge, expertise, and resources to help you navigate regulatory challenges in bringing

your innovative medical devices to market.

Contact us Today to Learn More

© EPTAM Precision 02/28/2025
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Industries Certifications

Implants ISO:13485:2016 Certified
Ortho-Trauma ISO 9001:2015 Certified
Interventional & Structural Heart FDA #3005144609 Registered
BioPharma 21 CFR 820 Compliant
Molecular Diagnostics CAGE Code: 1TYA1

Robotics ITAR, DDT Registered

Minimal Invasive Surgery FDA #3011302692 (West/Metals)

EPTAM Precision
2 Riverside Business Park, Northfield NH 03276
1-866-443-7826
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