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IEC 60601-1-2 Medical Devices: Navigating
Compliance with Intertek
The medical device industry operates under rigorous safety and performance standards, and compliance is
paramount. Central to this compliance is IEC 60601-1-2, the international standard addressing
electromagnetic compatibility (EMC) for medical electrical equipment. Navigating the complexities of this
standard, particularly when seeking certification, often leads manufacturers to reputable testing and
certification bodies like Intertek. This article delves into the intricacies of IEC 60601-1-2 medical device
testing, focusing on the role Intertek plays in ensuring product safety and market access.

Understanding IEC 60601-1-2: Electromagnetic Compatibility for
Medical Devices
IEC 60601-1-2 specifies the requirements and test methods for the electromagnetic compatibility of medical
electrical equipment. This means ensuring that the device doesn't emit electromagnetic emissions that could
interfere with other equipment or cause harm, and that it's resilient to electromagnetic disturbances from its
environment. Failure to comply can lead to malfunction, inaccurate readings, patient injury, or even death.
The standard covers a wide range of potential disturbances, including conducted and radiated emissions and
immunity. Key aspects include:

Emissions: Limiting the electromagnetic energy a device emits to prevent interference with nearby
devices. This is crucial in hospitals where many sensitive instruments operate simultaneously.
Immunity: Ensuring the device can function correctly despite exposure to electromagnetic interference
from external sources like radio waves, power lines, or other medical equipment. This robustness is
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critical for maintaining reliable operation in a complex electromagnetic environment.
Testing Procedures: The standard outlines specific test procedures and limits that manufacturers
must meet to demonstrate compliance. This involves rigorous testing under controlled conditions to
simulate real-world scenarios.

Intertek's Role in IEC 60601-1-2 Compliance
Intertek is a globally recognized testing, inspection, and certification company. They offer comprehensive
services to help medical device manufacturers achieve IEC 60601-1-2 compliance. Their services span the
entire product lifecycle, from initial design review to final certification. Their expertise encompasses:

Testing and Measurement: Intertek boasts state-of-the-art EMC testing laboratories equipped to
perform all the necessary tests outlined in IEC 60601-1-2. This includes testing for conducted and
radiated emissions, as well as immunity to various electromagnetic disturbances. They use
sophisticated equipment to accurately measure and analyze the electromagnetic behavior of medical
devices.
Certification: Once a device passes Intertek's rigorous testing, they issue a certification that
demonstrates compliance with IEC 60601-1-2. This certification is crucial for gaining market access in
many countries and building customer trust.
Consultancy and Training: Intertek provides expert consultancy services to guide manufacturers
through the compliance process. This includes helping with design considerations, test planning, and
regulatory guidance. They also offer training programs to educate engineers and technicians on EMC
principles and best practices. This proactive approach helps manufacturers avoid costly mistakes and
delays.
Audits: Intertek also conducts audits to verify the ongoing compliance of manufacturers' quality
management systems. These audits ensure that the processes used to produce the medical devices
consistently meet the required standards.

Example: A manufacturer designing a new cardiac monitor would engage Intertek to conduct EMC testing
throughout the development process. This ensures that the device meets the stringent requirements of IEC
60601-1-2 and avoids costly redesign later in the development cycle.
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Benefits of Choosing Intertek for IEC 60601-1-2 Compliance
Choosing a reputable certification body like Intertek for IEC 60601-1-2 compliance offers several key benefits:

Global Recognition: Intertek's certifications are widely recognized and accepted internationally,
facilitating global market access for medical devices.
Reduced Risk: Working with Intertek minimizes the risk of product recalls and regulatory non-
compliance, saving time and resources.
Enhanced Credibility: Intertek certification enhances the credibility and trustworthiness of your
medical devices in the eyes of healthcare professionals and regulatory bodies.
Expert Guidance: Intertek provides expert support and guidance throughout the entire compliance
process.
Efficient Processes: Intertek's streamlined processes help ensure efficient and timely certification,
reducing time to market.

Navigating the IEC 60601-1-2 Compliance Process with Intertek:
A Step-by-Step Guide
The process typically involves several key steps:

1. Initial Consultation: Discuss your device and compliance needs with Intertek.

2. Testing Plan Development: Collaborate with Intertek to create a comprehensive testing plan that aligns
with IEC 60601-1-2 requirements.

3. Testing: Intertek conducts the necessary EMC testing in their accredited laboratories.

4. Reporting and Documentation: Intertek provides detailed test reports and documentation.

5. Certification: Upon successful completion of testing, Intertek issues the appropriate certification.



Iec 60601 1 2 Medical Devices Intertek

Iec 60601 1 2 Medical Devices Intertek
4

Conclusion
IEC 60601-1-2 compliance is a critical aspect of bringing safe and effective medical devices to market.
Partnering with a reputable testing and certification body like Intertek streamlines the process, reduces risk,
and builds confidence in the quality and safety of your products. By leveraging Intertek's expertise and
resources, medical device manufacturers can confidently navigate the complexities of EMC compliance and
ensure their products meet the highest international standards.

Frequently Asked Questions (FAQ)
Q1: What happens if my medical device fails IEC 60601-1-2 testing?

A1: If your device fails testing, Intertek will provide detailed reports outlining the areas of non-compliance.
You'll need to address these issues through design modifications and retesting. This iterative process
continues until the device meets all the requirements. Intertek’s engineers can often provide guidance on how
to rectify the issues.

Q2: How much does IEC 60601-1-2 certification with Intertek cost?

A2: The cost varies depending on the complexity of your device, the scope of testing required, and other
factors. It’s best to contact Intertek directly for a customized quote.

Q3: How long does the IEC 60601-1-2 certification process take?

A3: The timeframe depends on the complexity of your device and the efficiency of the testing process.
However, you should plan for several weeks or months. Proactive engagement with Intertek from the early
design stages can help expedite the process.

Q4: Is IEC 60601-1-2 certification mandatory?

A4: While not universally mandatory worldwide, IEC 60601-1-2 compliance is essential for gaining market
access in many countries and is often a requirement for regulatory approval. It's vital for ensuring patient and
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user safety.

Q5: What is the difference between conducted and radiated emissions testing?

A5: Conducted emissions testing measures electromagnetic interference conducted along power lines and
signal cables. Radiated emissions testing measures electromagnetic interference radiated into the
surrounding environment as radio waves. Both are crucial for comprehensive EMC compliance.

Q6: Can Intertek help with other medical device certifications besides IEC 60601-1-2?

A6: Yes, Intertek offers a comprehensive suite of testing and certification services for medical devices,
covering a wide range of international standards and regulatory requirements.

Q7: How often do I need to re-certify my medical device?

A7: The frequency of re-certification depends on factors like design changes, updates, and regulatory
changes. It’s crucial to maintain ongoing compliance through regular audits and adherence to quality
management systems.

Q8: What are the penalties for non-compliance with IEC 60601-1-2?

A8: Penalties for non-compliance can vary depending on the jurisdiction. They can range from product recalls
and fines to legal action and reputational damage. The consequences of non-compliance are significant and
can severely impact a company’s bottom line and credibility.

Navigating the Maze: IEC 60601-1-2 Compliance for Medical
Devices with Intertek
The development of safe medical equipment is paramount. A essential step in ensuring this protection is
adhering to the stringent requirements outlined in IEC 60601-1-2. This international regulation addresses the
electromagnetic congruence (EMC) of medical devices, a intricate domain that may be daunting for the most
seasoned manufacturers. This article will delve into the intricacies of IEC 60601-1-2, the part of Intertek in
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aiding compliance, and the practical steps necessary for successful certification.

IEC 60601-1-2: Grasping the Electromagnetic Landscape

IEC 60601-1-2 specifies the requirements for the electromagnetic compatibility (EMC) of medical equipment.
This signifies that the device must operate correctly in its intended environment without causing detrimental
electromagnetic disruption (EMI) and without being adversely impacted by external EMI. Think of it as a
double-edged sword: the apparatus shouldn't interfere with other equipment, and it shouldn't be prone to
disturbance from external sources like radio signals, power lines, or other medical equipment.

The regulation covers a wide range of tests, including:

Electromagnetic radiations: These tests measure the amount of EMI emitted by the equipment to
guarantee it stays within tolerable limits.
Electromagnetic sensitivity: These tests submit the apparatus to various levels of EMI to evaluate its
immunity. This ensures the equipment continues to operate correctly even in the existence of intense
electromagnetic forces.
Electrical fast transient/burst immunity: This tests the equipment’s ability to withstand sudden
surges in voltage.
Power frequency magnetic field immunity: This tests the equipment's ability to operate correctly
within the vicinity of strong magnetic fields.

Intertek: Your Associate in IEC 60601-1-2 Compliance

Intertek is a foremost provider of evaluation and validation options for a wide range of sectors, including
medical apparatus. Their proficiency in IEC 60601-1-2 is unsurpassed, establishing them a invaluable ally for
manufacturers pursuing compliance.

Intertek gives a comprehensive range of services, including:

Testing: Intertek conducts the needed EMC tests to confirm that your equipment fulfills the standards
of IEC 60601-1-2.
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Certification: Upon fruitful conclusion of testing, Intertek grants the necessary validation, indicating
your compliance with the regulation. This authorization is a crucial action in bringing your apparatus to
the market.
Consultative Services: Intertek offers guidance throughout the entire process, from initial planning to
ultimate evaluation. This forward-thinking approach can considerably reduce the duration and
expenditure connected with achieving compliance.

Practical Steps Towards Compliance

Fruitfully managing the complexities of IEC 60601-1-2 requires a structured approach. Here are some
essential steps:

1. Early involvement of Intertek: Working with Intertek early in the creation process allows for proactive
measures to be implemented, lessening the risk of hindrances and modifications.

2. Thorough risk assessment: Pinpointing potential causes of EMI and vulnerabilities in your device’s
structure is critical to designing an effective EMC plan.

3. Appropriate engineering: Incorporating EMC elements into the development method from the beginning
is far more cost-effective than dealing with problems later on.

4. Rigorous evaluation: Executing thorough evaluation at each phase of the creation method helps detect
and amend potential issues early on.

Conclusion

IEC 60601-1-2 compliance is not merely a regulatory barrier; it's a fundamental need for guaranteeing the
security and effectiveness of medical devices. Partnering with a respected testing laboratory like Intertek
offers manufacturers with the expertise, tools, and support required to fruitfully navigate the difficulties of this
vital process. By adopting a preemptive approach and employing the options of a skilled partner,
manufacturers can guarantee that their medical apparatus are safe, effective, and compliant with
international norms.
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Frequently Asked Questions (FAQ):

1. Q: What happens if my medical device fails to meet IEC 60601-1-2 standards?

A: Failure to meet the requirements will prevent certification, signifying the equipment cannot be legally sold
in many countries. Corrective actions will be required, potentially involving re-engineering and re-testing.

2. Q: How much does Intertek validation cost?

A: The expense varies conditioned on factors such as the difficulty of the equipment, the number of tests
required, and the site of evaluation. It's best to contact Intertek directly for a customized quote.

3. Q: How long does the Intertek authorization process require?

A: The length of the procedure differs contingent on several factors, including the intricacy of the device and
the efficacy of the partnership between the manufacturer and Intertek. It's crucial to start the process early.

4. Q: Is Intertek validation obligatory for all medical apparatus?

A: While not always legally mandatory in all regions, IEC 60601-1-2 compliance and following validation are
extremely recommended and often a condition for market admission in many countries and are vital for
building trust and confidence in the security and reliability of your medical devices.
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