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Summary of EU Directive No 207/2012 
The official title of the directive is the “Commission Regulation (EU) No 207/2012 of March 9,
2012 on electronic instructions for use of medical devices.” Specifically, the medical devices 
covered are: 

1 Active implantable medical devices and their accessories covered by Directive 90/385/EEC
intended to be used exclusively for the implantation or programming of a defined active
implantable medical device;

2 Implantable medical devices and their accessories covered by Directive 93/42/EEC intended 
to be used exclusively for the implantation of a defined implantable medical device;

3 Fixed installed medical devices covered by Directive 93/42/EEC;

4 Medical devices and their accessories covered by Directives 90/385/EEC and 93/42/EEC 
fitted with a built-in system visually displaying the instructions for use; standalone software 
covered by Directive 93/42/EEC.

Medical Device Directive 93/42/EEC requires that instructions for use (IFUs) for these products be
translated in the national language of the member state in which the product will be distributed.
Currently, there are 23 national languages of the 27 EU member states including:

Certainly, compliance will not come without a cost. However, the European Commission’s decision
to treat the e-labeling compliance program as a regulation delivers one significant benefit: because
the new rules will be implemented as a regulation rather than a directive, member states will not
have to transpose them into their individual legislative systems. In other words, manufacturers will
have to comply with a single, uniform regulation rather than 27 versions of the same rule.2
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The EU Directive No 207/2012 on electronic labeling for Instructions for Use (IFUs) for 
certain medical devices has been adopted effective March 9, 2012. The regulation provides
an allowance for medical device manufacturers to choose electronic labeling or e-labeling 
of IFUs for these devices. Companies that choose this option need to be prepared to comply
by March 1, 2013. Although this regulation is focused on a narrow product group, all 
medical device manufacturers who distribute product in the EU should take note – many
experts believe it is the first step in adopting e-labeling across a much broader spectrum of
medical products.

The significance of this regulation has garnered the attention of medical manufacturers
around the world. Industry groups have been active in hosting forums, conferences and
educational events to help companies understand the impact this regulation will have on
their documentation and distribution process. While most would agree that much remains
to be clarified in terms of actual requirements, one thing is certain – companies that take
early action to understand compliance will gain a significant competitive advantage over
those that take a “wait and see” approach.

Best Practices for e-Labeling Compliance

1 European Commission website listing EU official languages: http://ec.europa.eu/languages/languages-of-europe/eu-
languages_en.htm. Last visited 10/4/12.

2 Stewart Eisenhart, “Final Publication of e-IFU Regulations March 30th,” Emergo Group, March 13, 2012.
http://www.emergogroup.com/blog/2012/03/final-publication-e-ifu-regulations-march-30th. Last visited 10/4/12.
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� Bulgarian
� Czech
� Danish
� Dutch
� English

� Estonian
� Finnish
� French
� German
� Greek

� Hungarian
� Irish
� Italian
� Latvian
� Lithuanian

� Maltese
� Polish
� Portuguese
� Romanian
� Slovak

� Slovene
� Spanish 
� Swedish1
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Adoption considerations for medical device manufacturers
The regulation puts the onus on manufacturers to determine which of their products are
good candidates for e-labeling. This will require companies to undergo a documented risk
assessment that takes into consideration factors such as:

� Knowledge and experience of intended users regarding the device, as well as the 
hardware and software needed to display electronic instructions

� Environment in which the device will be used
� Users’ accessibility of electronic resources required to view the e-IFUs
� Safeguards to protect electronic data and content from tampering
� Safety and backup in the event of a hardware or software fault
� Foreseeable medical emergencies that will require the availability of paper IFUs 
� Impact caused by unavailability of the website
� Others

Experts advise manufacturers to keep patient safety top of mind in any consideration of
adopting e-labeling for their products. Safety, not cost reduction, should guide the decision
process. Will e-labeling enable you to provide patients with more detailed instructions to
further minimize risks related to misuse? Does e-labeling introduce any new risks related to
misuse of the product? If so, err on the side of patient safety. Because safety is such a vital
part of the label and the e-label, it is very important that the IFU are exactly the same in
each member state in its own language. Medical review of the translated labels is crucial to
obtain this conformity.

3 Emergo Group, “An Overview of Medical Device Labeling,” http://www.emergogroup.com/resources/articles/overview-
medical-device-labeling. Last visited 10/4/12.

4 Commission Regulation (EU) No 207/2012 of 9 March 2012 on electronic instructions for use of medical devices (text
with EEA relevance).

E-labeling has caught the
attention of other medical
product manufacturers such
as pharmaceutical companies
seeking new alternatives to 
providing IFUs.

Definition of e-labeling
Labeling is defined as information provided by the medical device manufacturer, including the label
on the device and on the packaging, and the data in the Instructions for Use (IFU).3 E-labeling is
providing the same information in electronic format via CD-ROM, DVD, via fax, website and possibly
smartphones. Although e-labeling has been taking place for some devices since the MEDDEV guide-
lines on the subject were published in January 2007, the regulation has remained somewhat frag-
mented. Even after the further directive (2007/47/EC) was issued later that same year, e-labeling
was still very much reserved for use with in vitro devices. 

With the adoption of EU Directive No 207/2012, e-labeling requirements have been expanded to
include a broader set of medical devices covered by Directives 90/385/EEC and 93/42/EEC.
Additionally e-labeling has caught the attention of other medical product manufacturers such as
pharmaceutical companies seeking new alternatives to providing IFUs. Specifically, biologics and
other products regulated by the EMEA and the CAP will benefit from e-labeling. The IFU for all 
countries would be comparable at the time of approval, and the same for all member states. This
requires adequate and competent translation of the IFU into all languages of the European Union at
the time of approval. It also implies that the translation can be performed as part of the filing
process and reviewed adequately during the approval time.

Regulatory motivation behind the directive
The regulatory commission’s intent is spelled out in the regulation: “For some medical devices the
provision of instructions for use in electronic form instead of in paper form can be beneficial for 
professional users. It can reduce the environmental burden and improve the competitiveness of the
medical devices industry by reducing costs, while maintaining or improving the level of safety.4
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Companies will also be
required to produce paper
IFUs for any patients who
request them, within seven
calendar days of the request. 

Expanded content management scope
The regulation will also require manufacturers to expand their content management work-
flow to account for electronic production, storage and production of e-IFUs. The regulation
introduces the scope for e-labeling and sets out a number of conditions in which e-labeling
may be acceptable, although paper versions of all materials should be available on request.
For example: 

� Regardless what delivery method is used to deliver e-IFUs – CD-ROM, DVD, specific 
software – companies will also be required to maintain an up-to-date website where
users can access the same information. These websites will be maintained in the
required language of the member state.

� Companies will also be required to produce paper IFUs for any patients who request
them, within seven calendar days of the request. 

In consideration of these and other requirements noted in the regulation, most manufacturers
will need to be prepared to manage a multi-faceted content management process that is
probably more complex than their current process. All manufacturers will need to assess
their current workflow, including their content management system (CMS) platform, 
language translation, formatting and production procedures to identify gaps and determine
how to close them. 

Reduced production costs and a smaller environmental footprint
E-labeling compliance may require an additional investment in resources and technology.
However, it may also reduce costs related to producing and revising IFUs. It may also help
companies to reduce their environmental footprint. 

For example, imagine the new size of printed IFUs once instructions are translated into all
23 languages. Some experts have predicted that the language translation requirements will
double the size of printed instructions. In some cases, this may make the weight of the IFU
greater than product itself, impacting packaging and shipping costs. 

In this scenario, e-labeling may deliver positive cost and environmental benefits. One 
large U.S.-based medical device manufacturer has estimated that e-labeling will enable it 
to eliminate printing on 500,000 KG of paper. This is the equivalent of consuming 192,000
trees and 162,000,000 liters of water to produce the paper.5 There may also be an advantage
gained from a sterilization perspective as a result of a reduced sterilization load density.
Reducing or eliminating paper-based IFUs may reduce load density and potentially the
quantity of gas used to sterilize certain products before distribution. It should also reduce
shipping costs by reducing overall product/packaging weight. Again, patient safety should
come first when considering e-labeling, however, cost and environmental benefits should
also be noted into the final analysis.

Time to market reduced 
Companies may also be able to accelerate their speed to market by adopting e-labeling. 
This is particularly true when all IFU information is maintained on a single-source content
management platform from which all printed or electronic content is managed. According
to Jan Lessem, president of ClinStrat, a consulting agency for clinical strategies in drug and
medical device development, “by using the same e-label, the review process for each member
state should be shortened, and that would lead to earlier market introduction.”

Best Practices for e-Labeling Compliance

5  http://wiki.answers.com/Q/How_much_paper_can_one_tree_produce
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Best practices to ensure successful compliance
As a first step, companies affected by the EU Directive No 207/2012 should designate a
cross-functional team to assess the impact of this regulation. All companies will have to 
create standard operating procedures for e-labeling, including content matter management,
translation procedures, internal review and approval procedures, and quality control 
procedures. Many departments are involved with the international distribution of your
products, so the implementation of an e-labeling program will require input from many
areas, including: 

� Artwork and packaging
� Design assurance
� Sterilization leads
� Quality assurance
� Regulatory compliance
� Finance
� Marketing
� Global sourcing
� Purchasing
� Contracts and procurement
� Regulatory affairs 
� Global publications
� Communications and implementation
� Product management
� Label control
� Standards and specifications
� Process management
� Technical writing
� IT
� Medical department
� Language translation

Compliance will also have an impact on your external partners such as language translation
specialists, medical device consultants, distributors, channel partners and others. 

Manufacturers who are new to this process should seek additional advice from experts 
familiar with e-labeling and the EU. Additional information and guidance can be found 
by consulting the:

1) European Commission - http://ec.europa.eu 
2) European Commission CE Mark – http://ec.europa.eu/cemarking/ 
3) European Committee for Standardization (CEN) - http://www.cen.eu 
4) European Free Trade Association  (EFTA) - http://www.efta.int/ 
5) European Medicines Agency (EMA) - http://www.ema.europa.eu 
6) Medicines and Healthcare products Regulatory Agency (MHRA) -

http://www.mhra.gov.uk 
7) World Health Organization - www.who.int/medical_devices 

Jan Lessem, president of
ClinStrat, “by using the same
e-label, the review process
for each member state
should be shortened, and
that would lead to earlier
market introduction.”
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Audit your products
The next step is to perform a cost-benefit analysis on your product line. You may find that
investing in e-labeling will make sense for some but not all products. 

� Are there certain products in your inventory with a short remaining shelf life? 
Does it make sense to move these products to the bottom of the list?

� Will some products require e-labeling regardless of their shelf life? 
� How suitable is each product for e-labeling? Will it be much more costly for some 
products rather than for others? 

� Can you use e-labeling as a vehicle to relaunch your products in existing markets? 
This may represent a great opportunity to boost sales and gain additional market share.

� Does every country where you market your products need e-labeling? Can you be 
selective on those countries where you may get better uptake as a result of e-labeling?

� Is the IT infrastructure in certain countries able or unable to support an e-labeling program?
� How frequent are IFU updates for each product? Would it be more cost-effective to 
manage them with e-labeling or does it make better economic sense to stick with printed
instructions for products with few updates?

� Can you pass some of these savings on to your end customer?
� Are there country-specific issues that need to be addressed up front?

This same analysis should be performed on future products. Integrating e-labeling questions
early in the product life cycle is the best way to control labeling costs and prevent delays in
product delivery

Audit your current translation and publishing process
The next step is to audit your current methodology for creating, maintaining, translating and
updating product IFU information. Manufacturers should perform a detailed, documented
risk assessment to identify any areas of potential risk and any additional investment required
to achieve compliance. Questions to consider include: 

� When in the development process do you initiate the information for usage?
� How and where is product content stored and updated? Is it centralized on one platform?
� How are updates to content currently managed? Will this methodology work efficiently
for EU requirements?

� Do you have a workflow in place that can be scaled to accommodate 23 languages?
� Do you currently have translation resources with expertise in all 23 EU languages? 
� Do your translation resources have experience with e-labeling requirements?
� Is your current publishing platform capable of producing IFUs in print and electronic
formats? If not, does your language translation partner offer additional production and
publishing services?

� Are your translation resources and other partners certified in ISO 13485:2003, ISO
14971:2007 and EN 15038:2006?

� Does your language translation partner employ best practices such as LEAN business
process tools or Six Sigma methodologies to ensure that the highest levels of quality are
being maintained on your projects? If so, what levels of certification have they achieved? 

� Do you maintain a website that can be used to provide e-IFUs? What changes will be
required to accommodate all EU languages? Do you have website resources to implement
and test content changes in each respective language?

Best Practices for e-Labeling Compliance
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� How will product updates be delivered for each of the e-labeling media options you
plan to provide – CD, DVD, website, paper, etc.?

� Do you have the internal resources necessary to manage this process? Does it make
sense to add internal resources, outsource certain functions, or both?

Ultimately, the assessment should yield a detailed summary of your current content 
management workflow, complete with a gap analysis that identifies requirements to 
achieve compliance. Compliance may require companies to invest in technologies in order
to efficiently manage e-labeling requirements. One of the best ways to maintain quality 
control and create efficiencies is to implement a centralized CMS system to serve as a single
source of content for print and electronic instructions. This makes it easier to ensure that
accurate, up-to-date content is used for all communications.

Summary
The adoption of EU Directive No 207/2012 is a pivotal step in transforming the way medical
device companies share information with patients. Once the EU has, in effect, “tested” e-IFUs
for the short list of medical devices listed in the regulation, the list will likely grow, fairly
quickly. Companies that take steps now to understand the EU’s e-labeling requirements will
be best positioned to capture market share.

Once the EU has, in effect,
“tested” e-IFUs for the short
list of medical devices listed
in the regulation, the list will
likely grow, fairly quickly
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About Merrill Brink® International
Merrill Brink International, a subsidiary of Merrill Corporation, is a leading provider of 
complete translation and language solutions for global companies and law firms, with 
special expertise in serving the legal, financial, life sciences, software, heavy machinery and
corporate markets. A proven leader with more than 30 years of experience, Merrill Brink
offers a wide range of language solutions including translation, localization, desktop 
publishing and globalization services.

Merrill Brink is recognized in the industry for its commitment to quality and its pioneering
approach of leveraging technology to reduce costs, eliminate redundant processes and 
accelerate translation life cycles. One of the world’s largest translation service providers,
Merrill Brink has succeeded by continually focusing on quality and helping clients 
streamline the translation process. Merrill Brink is one of the few language service providers
in the world that meets a variety of international quality standards. We are certified to ISO
9001:2008, and also certified to ISO 27001:2005; registered to EN 15038:2006; certified to
ISO 13485:2003, and registered to ISO 14971:2007. These standards provide assurance that
the most stringent process and quality standards for translation are followed. 

Learn more by visiting www.merrillbrink.com today.

About Merrill Corporation
Founded in 1968 and headquartered in St. Paul, Minn., Merrill Corporation 
(www.merrillcorp.com) is a leading provider of outsourced solutions for complex business
communication and information management. Merrill’s services include document and 
data management, litigation support, language translation services, branded communication 
programs, fulfillment, imaging and printing. Merrill’s target markets include the legal, 
financial services, insurance and real estate industries. With more than 5,000 people in over
40 domestic and 22 international locations, Merrill empowers the communications of the
world’s leading companies.

Merrill Brink International extends its gratitude to Mr. Jan Lessem, President of ClinStrat, 
a consulting agency for clinical strategies in drug and medical device development, for his 
contributions to this white paper.
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