
All	Danish	manufacturers	of	medical	
devices	must	now	register1	with	the	
Danish	Health	and	Medicines	Authority,	
as	must	Authorised	Representatives	
located	in	Denmark	representing	
manufacturers	outside	the	European	
Union.	Previously	only	manufacturers/
Authorised	Representatives	of	Class	I	
devices,	custom-made	medical	devices,	
systems	and	procedure	packs	and	in 

vitro	diagnostics,	as	well	as	sterilisers	

of	medical	equipment	were	required	
to	register.	Manufacturers/Authorised	
Representatives	who	were	already	
registered	with	the	Authority	must	update	
their	registrations	if	they	also	produce	
Class	IIa,	IIb,	III	and	active	implantable	
medical	devices.	Manufacturers	
established	in	Denmark	before	1	June	2014	
therefore	have	until	1	October	2014	to	
register	with	the	Authority.
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Reference:  1.	http://sundhedsstyrelsen.dk/da/nyheder/2014/registrering-af-fabrikanter-af-medicinsk-udstyr	(in	Danish).
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AUstRALiA extends tiMefRAMe 
foR tRAnsitioning to the 
new ivd fRAMewoRk
The deadlines for demonstrating 

compliance with the new in vitro 

diagnostic (IVD) regulatory framework in 

Australia have been extended1 following 

amendments to the Therapeutic Goods 

(Medical Devices) Regulations 2002 and the 

Therapeutic Goods Regulations 1990.

The deadline for submission of effective 

applications (i.e. where the fee has been 

paid) for Therapeutic Goods Administration 

(TGA) conformity assessment certificates 

for commercial manufacturers of Class 

4 IVDs and Australian commercial 

manufacturers of Class 2 and Class 3 IVDs 

is 31 August 2014. For Class 4 IVDs, an 

effective application needs to be made for 

a Quality Management System Certificate 

(either Full Quality Assurance Procedures or 

Production Quality Assurance Procedures) 

and a Design Examination or Type 

Examination Certificate for each individual 

Class 4 IVD.

Submission of effective applications 

for inclusion in the Australian Register 

of Therapeutic Goods (ARTG) for all 

commercial IVDs must be completed by 

30 June 2015. Provision has been made for 

the supply of IVDs beyond 30 June 2015 

if the TGA has not issued a conformity 

assessment certificate (in relation to an 

application received prior to 1 September 

2014) by this date.

The deadline for submission of effective 

applications for TGA conformity 

assessment certificates for laboratories 

that manufacture Class 4 in-house IVDs is 

30 June 2016. For Class 4 in-house IVDs, an 

effective application needs to be made for 

a Quality Management System Certificate 

(either Full Quality Assurance Procedures or 

Production Quality Assurance Procedures) 

and a Design Examination or Type 

Examination Certificate for each individual 

Class 4 in-house IVD.

Submission of effective applications for 

inclusion in the ARTG for Class 4 in-house 

IVDs and notification of Class 1–3 in-house 

IVDs must be completed by 30 June 2017. 

Provision has been made for the supply 

of Class 4 in-house IVDs beyond 30 June 

2017 if the TGA has not issued a conformity 

assessment certificate (in relation to an 

application received prior to 1 July 2016)  

by this date.
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The new transitional provisions do 

not apply to any product that was 

supplied prior to 1 July 2010 and, 

since this date, has been the subject 

of an application for inclusion in 

the ARTG under Chapter 4 of the 

Therapeutic Goods Act 1989 that was 

rejected. These products cannot be 

legally supplied after 30 June 2014 

unless they are included in the ARTG.

There is no annual charge for IVDs 

included in the ARTG under  

Chapter 4 of the Act for the  

2013–2014 financial year. This 

exemption will continue to the end 

of the 2016–2017 financial year 

when the transition period ends.
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The latest version of ISO/DIS 13485  

(Edition 3) has recently been out for 

ballot and any comments received will be 

reviewed at the September 2014 meeting 

of the ISO Technical Committee 210.1 If the 

ballot is positive and the comments are 

resolved at that meeting, it is likely that the 

revised standard will be published in the 

first quarter of 2015. If not, publication will 

probably be delayed by about six to nine 

months. Once the revised standard has 

been published, there will be a period of 

transition for certifications. If there are no 

delays in the process, the 2003 version of 

the standard could be withdrawn as early 

as March 2018.

ISO 13485 is being updated to align it with 

ISO 9001: 2008 and to address evolving 

regulatory expectations from, amongst 

others, the European Union, the Asian 

Harmonization Working Party, Japan and 

the USA. Topics under review include:

•	 the	regulatory	role	of	all	parties	
in	the	supply	chain	(e.g.	the	
legal	manufacturer,	Authorised	
Representative,	distributor);

•	 the	application	of	risk	management	
throughout	the	Quality	Management	
System;

•	 European	conformity	and	Technical	File	
expectations;

•	 post-market	surveillance;

•	 the	infrastructure	for	sterile	product	
manufacture;

•	 software,	including	validation	of	the	
Quality	Management	System	with	
respect	to	software.

In parallel, ISO 9001: 2008 is undergoing 

a major revision and total restructuring; 

however, the revision of ISO 13485 will 

not adopt the revised ISO 9001 structure 

at this stage.
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ANVISA, Brazil’s National Health 

Surveillance Agency, has held a period of 

public consultation on draft Resolution  

No 14, which concerns packaging and  

labelling criteria for dental bleaching 

agents that are classified as  

medical devices.1

According to this draft Resolution, the 

distribution of medical devices used in 

dental bleaching is subject to a dental 

prescription if the devices contain 

hydrogen peroxide or carbamide peroxide 

in concentrations higher than 3%, either 

alone or in combination.

The packaging and labelling of dental 

bleaching agents containing these 

substances shall include, in a red stripe and 

emphasised, the phrase ‘Sale under dental 

prescription’. Promotional leaflets shall 

include, emphasised and in a larger font, 

the phrase ‘Sale under dental prescription’. 

The sale of dental bleaching agents that 

are classified as medical devices directly 

to dental surgeons and legal persons that 

provide dental services is permitted.

Brazil Consults on packaging/Labelling 
Criteria for dental Bleaching Agents that 
are Medical devices

http://portal.anvisa.gov.br/wps/wcm/connect/9277b88043841dc1ac70ac493cc3c60f/Consulta+P%C3%BAblica+n%C2%B0+14+GGTPS.pdf?MOD=AJPERES
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hong kong Launches web-based Classification 
programme for Medical devices
To assist in the determination of the 

correct risk-based product class for a 

medical device under the Medical Device 

Administrative Control System, Hong 

Kong has launched a new Internet-based 

classification programme1. The system 

uses a question-and-answer format in 

English to help users determine whether 

a medical device should be classified into 

Class I, II, III or IV. However, the site does 

contain a disclaimer that the programme 

provides ‘rough indications for references 

only’. The actual classification of a medical 

device is determined by the Medical Device 

Administrative Control System, which may 

be updated from time to time.
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