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The new title of the European 
Commission’s 2012 roadmap1 makes 
it clear that the Commission plans 
to develop a Regulation for medical 
devices to replace the existing Directives 
90/385/EEC and 93/42/EEC. A separate 
Regulation is also proposed for in 
vitro diagnostics to replace Directive 
98/79/EC. The third proposal is to 
develop communication collateral 

regarding innovation in medical devices 
for the benefit of patients, consumers and 
healthcare professionals. The document 
is expected to elaborate on how the 
medical device sector provides innovative 
solutions in the diagnosis, prevention, 
monitoring and treatment of diseases, and 
how the legislative measures will support 
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A formal list of products that have been 
downgraded to low-risk medical devices, 
as well as a list of products that are no 
longer considered to be medical devices 
and therefore do not require authorisation, 
has been published1 in the Mexican Official 
Journal. The lists form a ‘deregulation 
agreement’, which specifies 1669 products 
that are no longer considered medical 
devices and 96 products that are now 
considered to be low-risk medical devices. 
These low-risk devices are primarily in vitro 
diagnostics, personal hygiene products, 
and dental materials and supplies. It is 
important to note that these products 

may still be subject to registration under a 
streamlined process.

According to the Federal Commission 
for the Protection against Sanitary 
Risk (COFEPRIS), the purpose of this 
deregulation is to streamline procedures 
by decreasing administrative burdens, 
improve access to healthcare products in 
Mexico and encourage competitiveness. It 
is anticipated that the regulatory burden 
on the device industry will decrease by 
about 12% as a result of the deregulation. 
In financial terms, this equates to about 
4 billion pesos (about US$295 million) in 
savings for the industry.

Mexico Publishes Agreement on 
Deregulation of Medical Devices

Reference 
1. www.cofepris.gob.mx/Documents/NotasPrincipales/dispmed2.pdf

In a February 9th, 2012 press conference, 
Commissioner John Dalli expressed 
concern over the effects and implications 
of the recent PIP breast scandal on the 
industry as a whole.   As the EC is already in 
the process of revising the Medical Devices 
Directives, he indicated they would take 
the opportunity to include provisions on 
“strengthening of supervision of Notified 
Bodies, Clinical Investigations, Vigilance 
and Traceability.”

In the meantime, Commissioner Dalli has 
written to the health ministers of all 27 
member states recommending measures 

to take to tighten controls.  The MHRA is 
setting up a meeting with the UK Notified 
Bodies in late March to discuss these 
measures in more detail.  Together with the 
other UK Notified Bodies, UL International 
(UK) Ltd. is actively supportive of the 
EU Commission’s and MHRA’s efforts to 
implement the requirements outlined in 
Commissioner John Dalli’s press release as 
soon as possible.  For more information on 
UL’s Notified Body services, visit:  
www.ul.com/medical-cemark

The press conference video may be viewed 
in full online here.

EC Press Conference Focuses on “Immediate 
Measures to Reinforce the Safety of Medical Devices”

[ 2 ]

www.cofepris.gob.mx/Documents/NotasPrincipales/dispmed2.pdf
www.ul.com/medical-cemark
http://ec.europa.eu/avservices/player/streaming.cfm?type=ebsvod&sid=196472&utm_source=eUpdate%3a+EU+Medical+Device+Regulations+Following+PIP+Breast+Implant+Problems&utm_medium=et_mail&utm_content=2015238&utm_campaign=eUpdate%3a+EU+Medical+Device+Regulations+Following+PIP+Breast+Implant+Problems_23_February_2012&utm_term=Video


www.ul.com/medical

In order to expedite and streamline the 
processing of applications, India’s Central 
Drugs Standard Control Organization 
(CDSCO) has started pre-screening 
applications at the time of receipt and 
rejecting incomplete applications1. To assist 

full exploitation of this rapidly growing 
opportunity. A number of other policy 
changes are also being considered  
to address the weaknesses identified  
in the current regulatory system for  
medical devices.

The European Commission has also 
suggested introducing a legal basis 
for the Medical Devices Expert Group 
(MDEG) by establishing it as a body of the 
European Union (EU) (e.g. as an agency 

or commission). Such a move is believed 
to ensure a consistent application of the 
regulatory framework for medical devices 
throughout the EU, and enhance the 
co-ordination between national Competent 
Authorities in the field of post-market  
safety and multi-national clinical 
investigations. The Commission believes 
that another EU body is needed to provide 
administrative, technical and scientific 
support to the MDEG.

in this pre-screening process, checklists 
have been developed for the various 
application types2. This process is intended 
to inform the applicant of missing 
documents and information at the on-set 
of the application process.

India’s CDSCO to Pre-Screen all 
Applications for Completeness

Commission Roadmap for 2012 (continued from cover)

Reference 
1. http://cdsco.nic.in/pre_screening_appl.pdf 2. http://cdsco.nic.in/prescreening_checklist.htm

Reference 
1. http://ec.europa.eu/governance/impact/planned_ia/docs/2008_sanco_081_proposal_medical_devices_en.pdf

The 2012 version of the standard for 
quality management systems for medical 
devices has been published and approved 
by CENELEC as of January 24, 2012.  The 
major revisions to ISO 13485:2012, “Medical 
Devices - Quality Management Systems 
- Requirements for Regulatory Purposes” 
primarily apply to Annexes ZA, ZB, and 
ZC which provide details on the extent 

to which utilizing the standard provides 
a presumption of the conformity to the 
directives 90/385/EEC, 93/42/EEC and 
98/79/EC.  Since ISO 13485:2012 has not 
yet been harmonized, manufacturers can 
continue to use the ISO 13485:2003 version 
to demonstrate conformity to Annex II of 
the Medical Devices Directive.

CEN Approves New Version of ISO EN 13485
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The French National Assembly has adopted 
a new Law on strengthening the safety of 
the drug and health products1,2. Important 
changes affecting the medical device 
industry introduced by the new law include 
the following:

•  The French Agency for the Safety of 
Health Products (Agence française de 
sécurité sanitaire des produits de santé, 
AFSSaPS) has become the National 
Security Agency of Medicines and Health 
Products (Agence nationale de sécurité 
du médicament, ANSM). The ANSM has a 
wider remit than the former AFSSaPS, it 
has a modified administrative board, and 
its discussions will be open to the public. 
The ANSM will assess the benefits and 
risks of medical products, monitor risk 
throughout the product’s lifecycle and 
conduct regular reassessments on their 
benefits and risks. It will also have the 
power to impose financial sanctions.

•  Transparency of all links between 
industry and stakeholders in the 
healthcare industry is now a legal 
requirement. Therefore, all agreements 
will now be made public to prevent 
conflicts of interest and to disclose 
details of decisions.

•  The rules for eligibility for reimbursement 
will be stricter and will require treatments 
to be compared with referential 
therapeutic strategies, if they exist.

•  A formal framework for the promotion 
and advertising of medical devices and 
diagnostics has been set out in the law. 
This specifies what is considered to be 
promotional activity, what is permitted 
and what needs to be authorised by the 
ANSM. Failure to comply with the rules 
could result in severe financial penalties, 
closure of facilities or even imprisonment.

The implementation details of a number 
of elements in the law are to be specified 
by ‘implementation decrees’, which are 
expected to be published in the near future.

France Adopts 
Healthcare Reform Law

Reference 
1. Loi No 2011-2012 du 29 décembre 2011 relative au 

renforcement de la sécurité sanitaire du médicament et des 
produits de santé. Journal Officiel de la République Française, 
Edition number 0302, Texte 1 sur 170 (30 December 2011).

2. www.assemblee-nationale.fr:80/13/ta/ta0805.asp
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On 18 May 2012, new regulatory controls 
for in vitro diagnostics (IVDs) in Brazil will 
come into force via Resolution RDC No 
61/20111. The most significant change is 
that IVDs subject to registration at the 
Brazilian National Health Surveillance 
Agency (Anvisa) will be classified 
formally according to their level of risk, 
in accordance with the principles of the 
Global Harmonization Task Force. The new 
product classification framework contains 
nine rules, which can be used by the 
manufacturer as the basis for preparing 
the required registration documentation.

Currently, IVDs are classified by Resolution 
RDC No 206/2006, which indicates the 
requirements for classification and the 
classes of risk, but does not state the rules 
for classification of such products. This has 
led to a great deal of ambiguity within the 
IVD industry.

New Rules for IVDs to be Introduced 
in Brazil from May 2012

Reference 
1. Anvisa Press Release, 5 December 2011.
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