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TÜV Rheinland provides independent testing, inspection, and certification services in 500 locations spanning
65 countries. It ensures quality and safety for people, the environment, and technology in nearly all aspects of
life.

Whether you export your medical device to the European Union (EU) or are just entertaining the idea of
expanding your markets there, here is news you need to know. Beginning July 22, 2014, manufacturers
exporting medical products to the EU will need to comply with the environmental directive, Restriction of
Hazardous Substances (RoHS).

Often called the “lead-free” directive, RoHS covers electrical and electronic assemblies and equipment and
restricts six dangerous substances: lead, mercury, cadmium, hexavalent chromium, polybrominated biphenyls
(PBB), and polybrominated diphenyls. While medical products have long been exempt from this regulation, the
RoHS directive was recently updated, changing the definition of electrical and electronic equipment, expanding
the categories of products that need to comply and altering how the conformity must be declared. Here is the
skinny on what you need to know:

What's It All About?

RoHS, or Directive 2002/95/EC, has been law in the EU since 2006. In July 2011, the EU updated the existing
regulation with Directive 2011/65/EU, known today as RoHS Recast, with a grace period of three years. Why?
Europe is enhancing its environmental protection measures, a trend taking place all over the world, including
China, Japan, and India.

As a medical device manufacturer, you will need to eliminate restricted materials from your products so that
they have no more than trace amounts of restricted substances indicated above. In addition to medical devices,
Monitoring and Control Instruments are also now covered; in-vitro medical devices will need to comply on July
22, 2016. RoHS compliance must now be listed separately from other regulatory standards and it is impossible
to receive a CE mark without it.

What’s Covered?

RoHS Recast broadened the definition of “electrical and electronic equipment” and basically includes any
product that uses electric currents or electromagnetic fields to fulfill at least one intended function. Previously, a
device could be exempt if electricity was not its main function.

The directive covers all medical devices that are not implantable or critical to an implantable device’s operation.
Here is a representative, albeit, incomplete list:

Anesthesia equipment
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Analyzers (blood, cholesterol and sugar)

Blood pressure meters

Defibrillators

Dental equipment

Dialysis equipment

ECGs

Electrical surgical tools (saws)

Endoscopes

Gamma Cameras

Hearing aids

Hospital beds, electricity-dependent

Immunoassay analyzers (IVD)

Intravenous drug infusion pumps

Medical freezers

Medical lasers

Medical thermometers

Operating theatre equipment

Oxygen analyzers (respiration monitors)

Pacemakers

Scanners (CT, MRI and PET)

Self-test kits, electrical

Surgical microscopes

Ultrasonic equipment

Ventilators

X-ray devices

 

Is Anything Exempt?

Excluded are active implantable medical devices and their monitoring and control instruments used when a
patient’s life depends on the product. RoHS requires further clarification for medical products used in proton
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therapy facilities (could be considered large-scale fixed installations), veterinary products, mobility products for
the disabled (could be considered a form of transport), non-electric hospital beds, and a few others. The
following list also includes exempt products.

Equipment using or detecting ionizing radiation: 

(Note: there are many more exemptions being voted on within the EU for medical devices and monitoring and
control equipment.)

Lead, cadmium, and mercury in detectors for ionizing radiation

Lead bearings in X-ray tubes

Lead in electromagnetic radiation amplification devices: micro-channel plate and capillary plate

Lead in the glass frit of X-ray tubes and image intensifiers and lead in the glass frit binder for assembly of gas
lasers and for vacuum tubes that convert electromagnetic radiation into electrons

Lead in shielding for ionizing radiation

Lead in X-ray test objects

Lead stearate X-ray diffraction crystals

Radioactive cadmium isotope source for portable X-ray fluorescence spectrometers

 

Sensors, detectors, and electrodes:

Lead and cadmium in ion selective electrodes, including glass of pH electrodes

Lead anodes in electrochemical oxygen sensors

Lead, cadmium, and mercury in infrared light detectors

Mercury in reference electrodes: low-chloride mercury chloride, mercury sulfate, and mercury oxide

 

Other:

Cadmium in helium-cadmium lasers

Lead and cadmium in atomic absorption spectroscopy lamps

Lead in alloys as a superconductor and thermal conductor in MRI

Lead and cadmium in metallic bonds to superconducting materials in MRI and SQUID detectors

Lead in counterweights

Lead in single-crystal piezoelectric materials for ultrasonic transducers
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Exemptions for medical devices may not exceed seven years. The application for exemption must be filed 18
months prior to the expiration so that the committee can issue its decision six months prior to the date.

 

Associated Changes--and Challenges

Manufacturers must now obtain RoHS-compliant materials from their semiconductor and electronic
component suppliers to assure the final equipment is compliant. Of course, the best-case scenario is if suppliers
provide appropriate RoHS documentation along with their products.  

Inevitably, some medical equipment may require a change to the materials in the device. This is likely to be
costly because medical devices must go through strict tests beyond RoHS, such as EMC and product safety, and
medical electrical equipment requires retesting and certification when new materials are introduced.

There are also a number of changes in the documentation and compliance process, including mandatory
in-country representation, a conformity risk assessment, and test reports. 

What If I’m Already Selling an Incompliant Product?

If your product does not comply and is already selling in Europe, you are required to take corrective measures
immediately. You are expected to withdraw or recall the product and inform the competent national authorities
of the member states, providing the non-compliance details and the corrective measures taken. These include a
register of non-conforming products, product recalls, and notices to distributors.

Next Steps

Every manufacturer will need to decide whether to sell or not to sell in Europe. The first step would be
evaluating the changes in design and compliance that a product may require, and their associated costs.
Original equipment manufacturers should do everything they can to obtain RoHS compliant components to
make their life easier.

You will be able to speed the compliance process by working with a certification provider that can help with
RoHS, along with EMC, product safety, and other necessary certifications. Some providers have access to
extensive part databases that will facilitate the process of gathering and centralizing the required
documentation, reducing the cost of such effort. Choosing a provider with an extensive global presence will give
you an access to the latest updates in international standards.
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