














DOCUMENTATION TRANSLATION
REQUIREMENTS

One of the key developments related to the new regime is the creation of
EUDAMED, a database for all medical devices sold to European markets.
EUDAMED will be available in all official languages, and it aims to enable
the fast, transparent identification and tracking of every medical device in
the EU, including post-market investigation data and performance studies
through the registration of unique device identifiers (UDIs). Manufacturers
also need to include a UDI on every product label, which requires planning,
as label space may be in short supply.

One of the benefits is that once a manufacturer’'s products have been
assignedaUDlandtherelevantinformationhasbeen suppliedto EUDAMED,
device registration is done at the EU single market level, making multiple
national level registrations a thing of the past.

Depending on marketing and distribution objectives, some products may
require translation into as many as 24 languages. What's more, there can be
more than 20 pieces of information required for each product label or IFU
depending on the classification. As with the earlier regulatory framework,
competent authorities will determine what device information will need to
be translated.

EXPORTING AMERICAN MEDICAL
DEVICES

Medical devices that are marketed legally in the United States may be
exported globally without prior notification or approval, but they must still
follow federal Food, Drug, and Cosmetic Act (FD&C) provisions — meaning
that manufacturers may still need to request an export permit letter or
export certificate.

The MDR and IVDR include responsibilities for stakeholders such as
notified bodies, importers, distributors, and authorized representatives.
Manufacturers may also be asked to supply proof of product status as
regulated by the FDA. To help meet this need, manufacturers whose
products will be exported from the US can request an export certificate
containing information about a product’s regulatory or marketing status
from the FDA.

www.argosmultilingual.com

06



GLOBAL HARMONIZATION
AND INTERNATIONAL QUALITY
STANDARDS

In 1998, as part of the New Transatlantic Agreement (NTA), the United
States and the European Union introduced the Mutual Recognition
Agreement (MRA). This agreement recognized the regulatory standards
of different economic bodies, such as the FDA's quality system standards
in North America and the ISO in the EU. Since then, both quality systems
have made considerable efforts to synchronize their requirements
further, increasing the common ground between the two. While the earlier !
regulations referred specifically to ISO 9001, the new regulations no longer
stipulate a compulsory ISO standard even though ISO 13485:2016 is
generally recognized as the industry standard for medical devices in the
EU. While a manufacturer's certification body can provide more detailed
advice, ISO 13485 is likely to be a reliably compatible system for the new
MDR and IVDR.

It is also worth mentioning that the ISO 13485 standard explicitly requires
the effective selection and control of tasks performed by third parties. By
ensuring that their supply chain is ISO 13485 certified, manufacturers can
reduce their exposure to risk. Argos Multilingual is proud to be among the
few language service providers certified to the ISO 13485:2016 standard.

REGULATORY LANGUAGE
REQUIREMENTS AND THE EU

Working closely with a translation and localization vendor, particularly
one that specializes in medical language services, is an important step in
mastering the ever-changing international regulatory process. The choice
of translation provider helps guarantee that translations are accurate,
consistent, and technically correct.

Language service providers (LSPs) should be able to provide documented

processes that involve native-speaking linguists with expertise in both

translation and the medical device industry. To deliver consistency, quality,

andreduced costs, the LSP should also integrate terminology management

and computer-assisted translation solutions with its team of human

linguists. As mentioned earlier, manufacturers can reduce their exposure
“to supply-chain risk by selecting a LSP certified to ISO 13485:2016.
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Itisimportant to recognize the difference between vendors who are actually
certified and those who present themselves as ISO “‘compliant” The
difference is as significant as a medical device manufacturer “promising”
compliance with the respective directives but not physically displaying a
CE mark. To regulatory bodies, an ISO-certified LSP is equivalent to having
an in-house translation team with vetted processes that can be audited at
any time.

Argos Multilingual has been ISO certified since 2003 and we are skilled
at monitoring output, identifying deviations, and introducing continuous
improvement measures to minimize risk and errors.

Our certifications include:

[S@ROOE200 S

ISO 17100:2015
1ISO 13485:2016
SO O01:201 8
ISERE8 8201

For more information on our certifications, visit our ISO page.

CONCLUSION

Complex and ever-changing international regulations governing the
marketing and use of medical devices mean device manufacturers must
prioritize language translation and localization in their global development
strategies. As the EU mandates all product information be in local official
languages — a list that's expanding with the growth of the EU — language
requirements have become an essential part of the process.

Medical device manufacturers can cost-effectively market their products
globally while meeting all international regulatory standards by partnering
with a qualified language service provider in the early stages of product
development. A capable language partner can overcome overwhelming
regulatory hurdles to help you launch your medical product globally,
ensuring clarity, compliance, and cultural accuracy.
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ABOUT ARGOS

Argos Multilingual is a global language solutions
provider with experience in the life sciences, industrial
manufacturing,and software/hardware industries. Our
businessis built onthree core values - quality at source,
a partnership approach, and technology agnostic
solutions. We are committed to giving you freedom
of choice while providing customized strategies to
fit your business needs, and we are ISO 9001, ISO
17100, EN ISO 13485, and I1SO 27001 certified. With
production centers in Krakow, Poland and Colorado,
USA, we provide value through dedicated customer
service and subject matter expertise in your industry.

CONTACT US

info@argosmultilingual.com
www.argosmultilingual.com
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