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The deadlines have been extended1 for 
Class I and II devices to transition from 
the existing method for registering 
medical products with ANMAT to the 
new Mercosur-harmonised regulations 
that were put in effect via ANMAT 
Disposition No 5267/06. Manufacturers 
of Class I and II devices should file for 
re-registration of their products in 
accordance with the regimen established 
via ANMAT Disposition No 2318/02 (T.O. 
2004) and Disposition No 5267/06 before 
the appropriate deadline:

• Class I - 31 January 2013;

• Class II - 29 July 2014.

Argentina extends re-registration 
deadlines for Class I/II devices

Reference 
1. www.anmat.gov.ar/webanmat/Legislacion/

ProductosMedicos/Disposicion_ANMAT_609-2011.pdf.

If a registration request is submitted 
within the timeframes listed above, the 
pre-existing authorisation will be extended 
for one year from said dates, unless the 
request for registration has been previously 
denied. If a request for registration is not 
made within the established timeframes, 
the previous registration will expire.
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By 2014, medical devices and in vitro 
diagnostic products in Brazil should meet 
European environmental standards so that 
these products may continue to be sold on 
the EU market1. This was the conclusion of 
discussions held at Anvisa, the Brazilian 
National Health Surveillance Agency, in 
February 2011 on the European Directives 
on the disposal of waste electrical and 

electronic equipment (WEEE) and the 
restriction on the use of certain hazardous 
substances (RoHS). Anvisa plans to work 
with the Brazilian Agency for Industrial 
Development and the Brazilian Service of 
Support for Micro and Small Enterprises 
(Sebrae) to see how this goal can be 
achieved, taking into account current 
Brazilian industrial practices.

Brazil to align with European WEEE 
and RoHS requirements

Reference 
1. Anvisa Press Release, 8 February 2011.
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From 1 May 2011, manufacturers of Class 
I medical devices will have to register all 
new equipment with the Danish Medicines 
Agency (DKMA)1. A registration form should 
be downloaded from the DKMA website 
and, once completed, should be emailed 

New Danish rules for registration 
of Class I devices

Reference 
1. www.medicinskudstyr.dk/1024/visNyhed.mu.asp?artikelID=17985 (in Danish).

A number of modifications have been 
made to Egypt’s registration requirements 
for medical devices1.

The Reference Country List for acceptance 
of medical devices, cosmetics, household 
pesticides and disinfectants has been 
expanded to include all 27 Member 
States of the EU, the USA, Canada, Japan, 
Australia, New Zealand, Switzerland, 
Iceland and Norway.

Medical devices that have a Certificate of 
Free Sale from one of these countries no 
longer need to submit biocompatibility 
or stability data with the Technical File for 
registration or re-registration. Also, the 
Shelf-Life Certificate and Declaration of 

Conformity no longer require legalisation 
provided they have been accepted, signed 
and stamped by the manufacturer.

Legalisation is no longer required for ISO 
certificates, CE certificates, FDA certificates 
or Certificates of Free Sale as long as the 
Egyptian Ministry of Health is able to 
confirm their authenticity by contacting 
the issuing agencies.

Finally, no changes may be made to a 
marketing authorisation if the Quality 
Certificates mentioned in the marketing 
authorisation have expired. Renewal 
certificates should be submitted with the 
bill of lading.

Egypt modifies requirements 
for registration of devices

Reference 
1. www.eda.mohp.gov.eg/Download/Docs/TechComm_20110301.pdf.

to mu-fab@dkma.dk. This registration 
requirement is not being applied 
retrospectively so only devices that are 
placed on the market from 1 May 2011  
need to be registered.
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The European Commission has adopted 
a modification of the structure of 
its Directorate General for Health & 
Consumers (DG SANCO) and the changes 
will come into effect on 16 May 20111.

Directorate B (Consumer Affairs), which is 
responsible for medical device regulation, 
will continue to be led by Jacqueline Minor. 
Sabine Lecrenier will remain as head of the 
Cosmetics and Medical Devices Unit (B2).

A new Directorate D (Health Systems and 
Products) will be established and will 
comprise the following five units:

• D1 Strategy and International;

• D2 Healthcare Systems;

• D3 Pharmaceuticals;

• D4 Substances of Human Origin and 
Tobacco Control;

• D5 Risk Assessment.

Most of these subject areas used to be 
covered by Directorate C (Public Health and 
Risk Assessment), which is being renamed as 
simply Public Health. After the restructuring, 
Directorate C (Public Health) will cover:

• C1 Programme and Knowledge 
Management;

• C2 Health Information;

• C3 Health Threats;

• C4 Health Determinants.

The current head of Directorate C, Andrzej 
Rys, will move to head up the new 
Directorate D. His replacement as head  
of Directorate C has yet to be named. 

A new post of adviser on Innovation for 
Health and Consumers will be created and 
will report directly to the Director-General 
of DG SANCO, Paola Testori Coggi. The post, 
which is currently vacant, will replace the 
Strategy and Analysis adviser.

Reorganisation of  
DG SANCO in Europe

Reference 
1. http://ec.europa.eu/dgs/health_consumer/docs/

chart_16052011_en.pdf.
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Changes to establishment licensing in Canada

Health Canada has altered its establishment 
licensing rules so that an establishment 
licence will no longer expire on 31 December 
of each year1,2. A licence will continue to be 
valid as long as an application for annual 
review is submitted before 1 April of each year.

New establishment licences will no 
longer contain an expiry date. However, 
the annexes relating to the foreign site, 
alternate sample retention site, and 
terms and conditions, will continue to 
have expiration dates. For companies 
that have been issued an establishment 
licence with no expiry date, the annual 
review application will be due by 1 April 
2012. Establishment licences issued with 
an expiry date of 31 December 2011 will be 
considered valid until 1 April 2012, unless 
they have non-compliant domestic or 
foreign site evidence, or are subject to 
terms and conditions.

Reference 
1. Notice: Health Products and Food Branch Inspectorate  

– Establishment Licensing  
– Important Upcoming Changes, Health Canada, 1 April 2011.

2. Canada Gazette, Part II, 145(8), 13 April 2011 (SOR/2011-82).

Performance standards for issuing 
establishment licences have also been 
implemented. The standard for a medical 
device establishment licence is 120 days  
and for a drug establishment licence 
it is 250 days. Tracking of performance 
standards will begin from the date of 
acceptance for review. 

Amendments have also been made to the 
user fee regulations, including new fees 
for drug and medical device establishment 
licences, annual adjustment of fees, 
changes to the timing of payment, and 
new fee mitigation measures.
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