
Two new Decrees concerning the 
advertising of medical devices and in 

vitro diagnostics (IVDs), respectively, 
are to come into force on 1 January 
2013.1,2 The purpose of these Decrees 
is to define rules for the content of 
advertising to the public or healthcare 
professionals relating to medical devices 
and IVDs. The Decrees also laid out the 

procedures for obtaining authorisation 
for advertisements of medical devices/
IVDs that represents a significant risk 
to human health (i.e. how to file the 
authorisation application, how the 
application will be reviewed by the 
National Drug and Health Products 
Safety Agency, and the manner in which 
authorisations will be issued).
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The appointed date of implementation 
of the Malaysian Medical Device Act 

20121 is 31 October 2012.2 Companies 
will have two years from the date of 
implementation (until 31 October 2014) 
to apply to transition their currently-
marketed medical devices to the new 
registration requirements. Companies 
will also have one year from the date of 
implementation (until 31 October 2013) 
to apply for an establishment licence.

The first phase of subsidiary legislation 
to support the pre-market regulations 
contained in the Act has been drafted 
and was expected to be submitted to 
the Attorney-General’s Chambers in 
August 2012.2 This subsidiary legislation 
will cover the forms, fee structure, 
criteria, conditions, procedures and 
other details of the registration 
process. A number of guidance 
documents have also been drafted and 
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are awaiting publication, others are 
under development.

The new Medical Device Authority for 
Malaysia is expected to be established 
early in the third quarter of 2012.2 The 
role of the Medical Device Authority 
will include:

• Implementing, enforcing, 
considering and recommending 
reforms to, the medical device laws;

• Regulating all matters relating to 
medical devices and the medical 
device industry;

• Encouraging and promoting the 
development of medical devices 
and the medical device industry;

• Imposing fees or charges for 
services rendered.
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India Strengthens the Regulation  
and Monitoring of Clinical Trials
The Indian government has outlined a 
number of measures it plans to introduce 
in order to strengthen its regulation 
and monitoring of clinical trials.1 A draft 
notification has been issued to incorporate 
a new rule into the Drugs & Cosmetics 

Rules, 1945. This new rule will:

• Ensure medical treatment and financial 
compensation is provided to the clinical 
trial subjects in case of a trial-related 
injury or death;

• Establish a procedure for payment of 
financial compensation;

• Enhance the responsibilities of the Ethics 
Committee, sponsor and investigator to 
ensure that financial compensation, as 
well as medical care, is provided to trial 
subjects who suffer trial-related injury 

or death and that such information  
is provided to the Drug Controller 
General (India);

• Allow socioeconomic data to be collected 
on trial participants by amending the 
format for obtaining informed consent 
of trial subjects to include details of the 
address, occupation and annual income 
of the subject.

In addition, a total of 12 New Drug 
Advisory Committees and six Medical 
Device Advisory Committees have been 
established to evaluate clinical trial 
applications. These Committees consist 
of leading experts from central and state 
government medical institutions.
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Total and partial hip, knee and 
shoulder joint implants have 
been reclassified from Class 
IIb (medium risk) to Class III 
(high risk).1-3 As a result of this 
reclassification, these products 
must now be included on the 
Australian Register of Therapeutic 
Goods (ARTG) as individual 
products rather than a number 
of products being permitted for 
inclusion under a single ARTG 
entry. Manufacturers and suppliers 
of existing hip, knee and shoulder 
joint implants will have two years 
to transition these devices to the 
new regulations, and some fees 
and charges will also be waived to 
facilitate the transition.
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From 1 January 2013, device manufacturers (both local and overseas) who currently 
adhere to version 4 of Taiwan’s medical device Good Manufacturing Practice 
(GMP) guidelines will additionally have to comply with the requirements of ISO 
13485: 2003.1 This move will help to align Taiwan’s rules with internationally-
harmonised requirements for GMP.
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