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CHINA IS MAKING ADDITIONS TO ITS medtech 

regulatory system, and Southeast Asian na-

tions are making progress towards ratifying the 

regional Medical Device Directive. Meanwhile, 

cybersecurity, priority reviews and the Medical 

Device Single Audit Program are demanding 

attention regionally and globally, as ARQon 

consultant May Ng and Asia Regulatory Profes-

sional Association (ARPA) secretary Jack Wong 

report in this Asian regulatory update.

Cybersecurity was a major topic of discussion in health-
care circles last month, when it became known that one 
of the principal victims of the WannaCry ransomware 
attack was the UK National Health Service (NHS). (Also 
see “WannaCry Cybersecurity Alert Shows Medtech Soft-
ware Must Look Beyond Quick Fixes” - Medtech Insight, 
19 May, 2017.) Parts of the service were offline for days, 
illustrating not only how inattentive the NHS had been 
to security and system upgrades, but also the risk that 
cybersecurity threats hold for any health-care IT system 
around the globe.

Keeping one step ahead in this field, Singapore is about 
to issue technical guidance on cybersecurity for health 
care. It will be released by the Ministry of Health, which 
has been working with the industry and Health Sciences 
Authority (HSA) to develop guidance for device manu-
facturers. The guidance will likely be released in a few 
months’ time, says ARQon consultant May Ng, who is 
based in Singapore.

Ng notes that the International Medical Device Regula-
tors Forum (IMDRF) made cybersecurity a major focus 
of its March 2017 meeting, and although a follow-up 
meeting has not yet been scheduled, cybersecurity for 
medtech IT and software applications will be “a con-
stant topic for this coming year,” she says.

IMDRF is also holding discussions about standards for 
online systems, and is seeking to perform a pilot to com-
pile a table of contents. The goals are to improve current 
standards and determine what kind of online system can 
work for medical devices. Singapore is again ahead of the 
game with its efforts to develop an electronic common 
technical document (CTD) for drug registrations.

Changes In China
But Singapore isn’t alone in making productive action on 
regulatory matters. The China FDA recently issued a deci-
sion (document in Chinese) on the fees that have been 
charged by different testing centers that undertake regis-
tration “type” testing. In response to a Ministry of Finance 
notice, CFDA said that centers must stop charging these 
fees as of April 1, 2017. Industry had also been concerned 
about the associated delays on product type testing. 

FDA has also issued a notice (in Chinese) on the estab-
lishment of a medical device classification technical 
committee. For the increasing number of companies 

MEETING NOTICE

The Asian Harmonization Working Party’s 
(AHWP) 22nd annual meeting will take place in 
New Delhi, India, on December 4-8, 2017. The 
meeting will include elections on new leader-
ship, among other items.
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that want to negotiate product classifications, the no-
tice provides a remedy, according to Jack Wong, sec-
retary for the Asia Regulatory Professional Association 
(ARPA). “This centralizes it,” Wong said. “Overall, this is a 
good move, but we need to see results.” 

As a first step, the committee will rationalize the expert 
review process, eliminate unnecessary panel meetings, 
speed up review times, and generally help industry un-
derstand classifications in China. The committee is also 
reviewing a medical device classification catalog, which 
is set for release before the end of the second quarter.

“Overall, this is a good move, but 
we need to see results,” says Asia 
Regulatory Professional Associa-
tion’s Jack Wong on China’s plan 
for device classifications.

Australia Follows China With Priority Reviews
China has been operating a priority-review system since 
January 1. and now Australia, where the Therapeu-
tic Goods Amendment (2016 Measures No 1) Bill (for 
devices and drugs) is being prepared for enactment as 
early as July 2017.

Therapeutic Goods Administration (TGA) head John Skerritt 
says the TG Amendment Bill will provide major regulatory 
reforms in allowing faster access for new therapies; ad-
dressing unmet needs for life-threatening conditions; allow-
ing notification for low-risk medicine variations; enabling 
third- party conformity assessment bodies for medical 
devices to operate in Australia; and enabling more timely 
access to unapproved therapies in certain circumstances.

A Medical Technology Association of Australia (MTAA) 
presentation dated March 2017 identified prospective 
timelines of the bill, which was based on a review initiated 
in October 2014 and subsequent prospective legislation.

Meanwhile, Australia is also pushing back a bit on the 
Medical Device Single Audit Program (MDSAP), in which 
a single regulatory audit of a medical device manufac-

turer’s quality management system can satisfy require-
ments in Australia, US, Japan, Brazil and Canada. For 
now, the TGA continues to audit those products itself. 
The government is reviewing product conformity and 
technical files, not just the standard operating proce-
dures. In other countries, conformity assessment is 
performed at the time of new product registration, but 
in Australia, it is done during the quality system review. 

Updates From ASEAN Members
Ratifying the Association of Southeast Asian Nations (ASE-
AN) Medical Device Directive (AMDD) is the main preoccu-
pation of most the ten ASEAN member states, but not the 
only one. (Also see “Asia Reg Roundup: Malaysia, Vietnam & 
India Speed Ahead In 2017” - Medtech Insight, 3 Mar, 2017.)

In the Philippines, there is a drive to secure cost recov-
ery for the new regulatory work being undertaken. But 
the levels remain too high, says Wong. “Negotiations 
are still ongoing and it could be a complicated political 
situation,” he said. Multinationals are generally not op-
posed to higher costs. But it may screen out entry-level 
applicants. Wong’s view is that the government may 
be willing to bring down the associated costs, but it’s a 
dynamic and ongoing situation.

Thailand is rolling out its adverse-event reporting rules, 
and progress so far is good. There appear to be few 
complaints. Meanwhile, in Malaysia, the new product 
classification fee that was introduced in December 2016 
appears to be functioning well. “It is very transparent, 
so companies are pretty well prepared,” says Wong.

The Malaysian government is always keen to take on 
more Conformity Assessment Bodies (CABs) for high-risk 
in vitro diagnostics. But as to the CAB situation in gen-
eral, “We are happy about progress so far,” Wong said. 
“The local reviewers are getting more experienced, the 
questions are becoming smarter and the whole system 
is getting quicker. It’s a big improvement.”

[Editors’ note: Jack Wong and May Ng will be speaking 
at the Informa Knect365 MedTech Summit, which will 
take place June 19-23 in Amsterdam, the Netherlands.]
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