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On July 20, 2011 FDA CDRH issued a draft 
guidance document for Mobile Medical 
Applications for 90 day comment.  In 
the FDA issued  press release, Dr. Jeffrey 
Shuren ., J.D., director of the FDA’s Center 
for Devices and Radiological Health  
stated “The use of mobile medical 
apps on smart phones and tablets is 
revolutionizing health care delivery.  Our 

FDA Releases draft 
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for Mobile Medical 
Applications – Terenzio 
Facchinetti, UL

draft approach calls for oversight of only 
those mobile medical apps that present 
the greatest risk to patients when they 
don’t work as intended.”  The document 
may be viewed on the FDA web site at:  
http://www.fda.gov/MedicalDevices/
DeviceRegulationandGuidance/
GuidanceDocuments/ucm263280.htm

5 Australia/New Zealand 
to Resume Work on Joint 
Regulatory Scheme

3 MRIs Exempt from New 
Electromagnetic Field 
Directive

Regulatory updates provided in partnership 
with the Journal of Medical Device Regulation

2011 • Fall Global Regulatory Digest



The European Commission’s new proposal 
for an Electromagnetic Field Directive 
excludes magnetic resonance imaging 
(MRI) technology from the exposure limit 
values1. If MRI technology had been subject 
to the proposed general limit values, the 
operation, innovation, and routine cleaning 
and maintenance of the equipment would 
have become virtually impossible.

This proposal amends Directive 2004/40/
EC, which had its implementation 
postponed for four years until 30 April 2012. 
The European Commission anticipated that 
this would allow sufficient time to prepare 
a substantive amendment to the Directive 
in order to take account of recent research 
findings on the possible impact of the 
exposure limits on MRI.

MRIs Exempt from New Electromagnetic 
Field Directive

Reference 
1. http://ec.europa.eu/governance/impact/ia_carried_out/docs/ia_2011/com_2011_0348_en.pdf.
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The regulation and oversight of medical 
devices in France is to be strengthened as 
part of a raft of measures issued recently 
by the French Ministry of Health1. Whilst 
most of the proposals apply to medicinal 
products, the following measures apply 
specifically to medical devices:

• strengthening the evaluation of medical 
devices listed in the diagnosis-related 
group scheme (Group Homogène de 
Séjour, GHS), which specifies what 
products are covered by health insurance 
as part of the pricing activity in 
hospitals;

France Proposes Tighter Controls for Devices

Reference 
1. www.sante.gouv.fr:80/un-nouveau-systeme-du-medicament-au-service-des-patients.html (in French).

Since 1 May 2011, the Icelandic Medicines 
Agency (IMA) has become the Competent 
Authority for medical devices in Iceland, 
replacing the Directorate of Health1. 
Emails concerning medical devices 
should now be sent to medicaldevices@

ima.is or laekningataeki@lyfjastofnun.
is. This change was made by Act No 
28/2011 amending Act No 41/2007 on the 
Directorate of Health, which also included 
a change in Act No 16/2001 on medical 
devices.

New Competent Authority for 
Medical Devices in Iceland

Reference 
1. www.lyfjastofnun.is/lyfjastofnun/frettir/nr/1105 (in Icelandic).

• evaluating the therapeutic value of 
medical devices before they are listed 
for use;

• establishing an advertising framework 
for medical devices;

• improving equipment monitoring.

In addition, the Competent Authority 
for medical devices (Agence française de 
sécurité sanitaire des produits de santé, 
AFSSaPS) is to be renamed as the National 
Security Agency for Medicines (ANSM) and 
health products and be funded by state 
subsidy.
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A Compendium of Health Legislation 
of Medical Devices has been published 
to assist manufacturers in meeting the 
necessary standards for the production 
and marketing of medical products in 
Brazil1. The publication, which consolidates 
all the health regulations for the medical 

device sector, is the result of a partnership 
between the Brazilian National Health 
Surveillance Agency (Anvisa), the Brazilian 
Agency for Industrial Development (ABDI) 
and the Brazilian Service to Support Micro 
and Small Enterprises (Sebrae).

Brazil Releases Compendium of 
Device Legislation

Reference 
1. http://portal.anvisa.gov.br/wps/wcm/connect/e9d1528046f95b9388469a8d6562e1e4/comp%C3%AAndio.zip?MOD=AJPERES.

Interpreting the new Clinical Evaluation 
Report data required by the revised Medical 
Devices Directive – Steve McRoberts, 
Principal Engineer UL 

In the recent revision to the Medical 
Devices Directive, 2007/47/EC there was 
a change to the requirements for the 
Clinical Evaluation report that must be 
submitted to the Notified Body as part 
of the Technical File review that have 
been challenging and / or confusing to 
some manufacturers.  While the MEDDEV 
2.7.1 Rev 3 guidance exists for these 
submissions, the Notified Body staff at 
UL has continued to receive technical 
file submissions that are lacking an 
understanding of the requirements.  To 

Reference 
1. www.lyfjastofnun.is/lyfjastofnun/frettir/nr/1105 (in Icelandic).

support customers with this challenge, UL 
has published “12 Keys to Meeting Revised 
Clinical Evaluation Report Requirements,” 
a 2-page summary of the primary 
documentation the Notified Body will 
assess as part of the Clinical Evaluation 
Report.  You can download your copy of the 
report by clicking the link under “Additional 
Resources at:  http://www.ul.com/medical-
cemark. 
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Australia/New Zealand to Resume Work on 
Joint Regulatory Scheme

On 20 June 2011, the Australian and New 
Zealand governments agreed to proceed, 
once again, with a joint scheme for the 
regulation of therapeutic products (e.g. 
medical devices and medicinal products)1,2. 
Over the next five years, a joint regulatory 
agency will be established – the Australia 
New Zealand Therapeutic Products Agency 
– to administer the joint arrangements. 
This new Agency will replace Australia’s 
Therapeutic Goods Administration (TGA) 
and New Zealand’s Medicines and Medical 
Devices Safety Authority (Medsafe).

The TGA and Medsafe have already begun 
to take steps to share information, training 
and expertise to the benefit of both 
regulators. As their business operations 
become increasingly integrated, and 
following a review of the progress, the 
single regulatory Agency will be created.

Reference 
1. www.pm.gov.au/press-office/landmark-agreement-achieve-

world-standards-therapeutic-products.
2. www.tga.gov.au/about/international-anztpa-factsheet.htm.
3. Journal of Medical Device Regulation, 2007, 4(3), 65 (www.

globalregulatorypress.com).
4. www.anztpa.org.

Agreement for a joint regulatory scheme 
was first reached in 2003. However, 
negotiations between the two countries 
were suspended in July 2007 after the 
New Zealand government decided not 
to proceed with legislation that would 
have enabled the establishment of the 
joint agency with Australia3. The new 
arrangements will build on reforms 
previously developed through to 20074, 
many of which are already underway.

www.globalregulatorypress.com

The Journal of Medical Device Regulation is intended to educate, 
provide professional guidance, develop core competence of 
regulatory professionals, and promote debate on fundamental and 
topical matters within the medical device industry. In addition to 
publishing review and discussion articles by opinion leaders from the 
device community, it summarises the international news headlines 
and provides useful reference information.
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