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	By Ashley Yeo, 4 April 2018

NEW MEDTECH REGULATIONS IN SINGAPORE, 
a new medtech law in the Philippines, and 
another deferral of Act 737 in Malaysia were 
the focus of the Asian Medtech Associations 
Regulatory Networking discussions this month. 
In a break from the usual focus, there was also 
an update on the EU MDR and preparations for 
Brexit from the UK Association of HealthTech In-
dustries (ABHI). This series is hosted by Medtech 
Insight and sponsored by the Asia Regulatory 
and Quality Consultancy (ARQon), and the Asia 
Regulatory Professionals Association (ARPA).

The sixth meeting of the ASEAN Medical Device Commit-
tee (AMDC) is kicking off in Singapore, set to run April 3-5. 
It will be a chance for the 10 economies of the ASEAN 
group to gauge national progress on ratifications of the 
ASEAN Medical Device Directive. Most have ratified it, but 
some, including Brunei and one or two others, have yet to 
do so as the 2019 deadline draws closer. The AMDD is a 
system of medical device dossier submission harmoniza-
tion. It harmonizes key elements, such as classification, 
but it does not represent a single regulatory approval 
system. The dossier submission used by members is the 
Common Submission Dossier Templates (CSDT), which 
must be filed in each target country.

The AMDC also oversees other issues of cross-border 
interest, such as supply chain management, GDP (Good 
Distribition Practice) and the online registries that some 
countries already have.

The AMDD is not a copy of the EU regulatory system, 
which uses national competent authorities and notified 
bodies spread around (and beyond) the EU. In Europe, 
conformity assessments are valid across the combined 
geographies of the EU member states. It is a system 
that has proven itself, but it is one that the UK may 
have to forego in the future as it prepares to leave the 
EU on March 29, 2019.

The recent EU summit meeting, on March 22-23 in 
Brussels, Belgium, saw the EU27 agree to a draft 
transition agreement that allows the UK to use cer-
tain EU systems as it withdraws during a transition (or 
“implementation”) period until December 31, 2020. This 
allows continuity for products on the market, and for 
the UK MHRA, for instance, to take part in EU meetings, 
albeit in a reduced role and by invitation. (Also see “UK 
Medtechs Get A Touch More Certainty With Brexit Transi-
tion Agreement” - Medtech Insight, 29 Mar, 2018.)

Phil Brown, ABHI’s (Association of British HealthTech 
Industries) technical and regulatory director, joined the 
latest Asian Medtech Associations Regulatory Network-
ing discussion, hosted by Medtech Insight, to talk about 
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options and outlook for the UK medical devices sector. 
Brown outlined the twin deadlines of the EU Medical De-
vice Regulation (MDR) and IVD Regulation (IVDR): May 
25, 2020, and May 25, 2022, respectively.

“The MDR is more of a business 
process than a product process, so 
companies should include regula-
tory people more in their business 
planning,” the UK ABHI says.

Timely and full compliance will be a tall order, Brown 
indicated, adding that Brexit complicates the scenario 
immensely. In his view, the MDR is more of a business 
process than a product process, so his advice to compa-
nies going forward is that regulatory people should be 
included more in business planning.

Singapore Update – Regulatory Changes Ahead
The Singapore Health Sciences Authority (HSA) held a 
briefing on February 28 where it announced that the 
revised regulations on fast-tracking medical devices 
are targeted for a roll out in June or July of this year.  
(Also see “Singapore & Beyond: Asian Medtech Associa-
tions Regulatory Networking November 2017, Part 2” 
- Medtech Insight, 7 Dec, 2017.) The draft will be pub-
lished for comment in March or April.

Under the revised regulations, class A devices, including 
sterile, will not need to undergo registration. They will 
require notification only, and this will be performed by 
the dealer listing the product in the Class A Database 
prior to import/supply. Class A companies will need only 
a Declaration of Conformity to a quality management 
system (QMS) – third-party audits and certifications 
are no longer required. QMS CAD (Quality Management 
System for class A medical devices) will no longer apply. 
(The GN-31 document is shown here for reference.)  

For class B devices, there will no longer be twin ex-
pedited registration routes (EBR1 and EBR2); instead, 
they will all come under the new “Immediate Class B 
Evaluation Route.” Qualifying products are those with 
no safety issues globally and either approval from two 
regulatory reference agencies or approval from one 
reference agency and three years of marketing history.

Elsewhere, both class B and class C standalone mobile 
devices will qualify for the immediate registration route 
if the device has been reviewed and approved by one 
other reference regulatory agency and no safety issues 
have been shown. 

A new category of Trained User Only (TUO) devices is 
being established in Singapore. This was prompted 
by experiences in the US on where a device that was 
sold for use by non-doctors led to reported patient 
deaths. Manufacturers selling in Singapore will have 
to indicate the intended user, and determine if it 
must be a “trained user.” But unlike professional-
use-only devices, TUO devices will have no additional 
registration conditions.

High-risk devices for aesthetic purposes are a new 
focus of the HSA. “High-risk” products are those defined 
as having known or reported serious adverse events 
globally, or which pose risks and present foreseeable 
hazards comparable to those of other regulated medi-
cal devices.  A list of high-risk aesthetic devices be 
compiled, including: implants for the modification or 
fixation of any body part (such as breast or buttock im-
plants); injectable dermal or mucous membrane fillers; 
and instruments intended to be used for the removal 
or degradation of fat by invasive means. Products on 
the list will be subject to regulatory controls. Aesthetic 
devices that have medical claims are already regulated 
as medical devices.

In addition, under the revised rules, telehealth products 
not intended to have a medical purpose must indicate 
that they are “intended for wellness purposes.”

Malaysia Labeling, Act 737 Deadline Issues
The Malaysian industry associations, MMDA and 
AMMI, reported that a second deadline for labeling 
requirements has been published, but the details 
are still not approved of by the medtech industry. 
The date of manufacture (DOM) is still required to 
be shown, and the local language is still required. 
But there are some gray areas that have not been 
spelled out very clearly in the guideline. For example, 
does the entire label for home-use devices require 
full translation into local language or not? Industry 
groups say they are awaiting clarification.
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The effective date remains unchanged at August 4, 
2018, but industry association regulatory committees 
are keen to postpone enforcement of the deadline to 
the end of 2018. Malaysian authorities, however, are 
reportedly wary of requests for any form of regula-
tory deadline extension or postponement. They have 
already had to extend the final enforcement date 
of the Medical Device Act 2012 (Act 737) more than 
once. The main issue for industry is that the changes 
should apply only to products manufactured after 
August 5, which makes it easier to identify products 
that need to comply.

Act 737 was supposed to have a very final deadline 
at the end of December 2017, but it has now been 
deferred, again, to the end of June 2018. Hard enforce-
ment of the December deadline would have meant 
some 60% of devices being wiped off the market. Com-
panies had made efforts to comply, but the new exten-
sion, decided at the very end of December, was the 
only alternative for the authorities. Authorities faced 
pressure fboth from companies who were going to meet 
the deadline and those who were behind. The govern-
ment decided that potential under-supply of devices for 
patients had to be avoided.

Another matter still be worked on is how to deal with 
Halal certification of medical devices, which addresses 
adherence to Islamic law. (Also see “Malaysia Moves: 
Asian Medtech Associations Regulatory Networking 
November 2017, Part I” - Medtech Insight, 6 Dec, 2017.) 
The most recent information is that the scope should be 
limited, and there are indications that the authorities 
are agreeable to such scope limitations. The issue was 
scheduled to be on the agenda of an industry associa-
tion working group meeting in mid-March.

Philippines Update
The Philippines’ new medical device regulation (Admin-
istrative Order 2018-0002) was approved and signed on 
January 26, 2018, to take effect in March, after two official 
publications. Full implementation is anticipated in March 
2019. The new rules will initially cover: all registrable prod-
ucts (those listed in Philippines FDA memorandum circular 
2014-005); the notification of all class A medical devices; 
and devices already on the Medical Device Listing. Class 
B, C and D (non-registrable) products will be registered in 
three phases beginning in March 2019. During this process, 
companies can still ship products if they have a certificate 
of exemption. More information on dates and submission 
timings is pending.
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