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THE LATEST ASIAN MEDTECH ASSOCIATIONS 
REGULATORY Networking discussions extended 

to news from Malaysia, Vietnam, Singapore and 

ASEAN Medical Device Directive ratification, 

as well as the recent update from China. This 

series is hosted by Medtech Insight, along with 

the Asia Regulatory and Quality Consultancy 

(ARQon) and the Asia Regulatory Professionals 

Association (ARPA).

Having appointed Ahmad Shariff Hambali as its new CEO, 
Malaysia’s Medical Device Authority (MDA) has set up a 
committee to review new policies and guidance for the 
future. Guidance on Halal labeling is still under public 
comment; the requirement is voluntary, not mandatory, 
at present. Meanwhile, the local device industry has been 
invited to participate in the work of the committee, which 
is seen as something of a coup, as this will be a promi-
nent group that will meet at least three times a year. 

Malaysia Aims High
The MDA wants to become a globally-recognized medi-
cal device regulatory authority by 2022. To maintain the 
national industry’s standards of practice, the agency 
had set a target of increasing the number of registered 
medical devices to 90% of the total by the end of 2018. 
That was reported by The Malaysia Reserve Business Dai-
ly, which quoted Shariff saying that there are approxi-
mately 580,000 medical devices registered with the 
authority. Malaysia supplies 80% of the world’s demand 
for catheters and 60% for rubber gloves,according to 
health minister Datuk Seri Dr. Dzulkefly Ahmad.

As of Jan. 2, 2019, all establishment license renewal ap-

plications and changes of ownership for medical device 
registration applications must be filed through MeDC@
St 2.0, the web-based online application system for 
establishment licensing, medical device registration and 
export permits. Hard-copy submissions are no longer be-
ing accepted. An updated list of renewed establishment 
licenses is show in this list from the MDA website.  

Of the more than 2,300 establishment licenses issued, 
340 have gone to manufacturers, 1,500 are for au-
thorized representatives, and 600 are distributors and 
importers of medical devices.

Vietnam Extends Regulatory System Deadline 
In mid-2018, it was reported that the local Vietnamese 
industry had formally requested an extension to Jan. 1, 
2020 of the medical device registration requirements 
under Decree No. 36/2017/ND-CP (Decree 36). (Also see 
“Asian Medtech Update: Thai Device Law Latest; National 
Issues Aired; ASEANMed Seeks Medtech Industry Role At 
AMDC “ - Medtech Insight, 9 Aug, 2018.)

On Dec. 31, 2018, the Vietnamese government pro-
mulgated Decree No. 169/2018/ND-CP (Decree 169), 
amending Decree 36, which establishes that the Viet-
nam Ministry of Health (MoH) will extend the period of 
validity for import licenses until Dec. 31, 2019, with the 
effective date for product licenses being Jan. 1, 2020. 
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The key element for foreign companies is that imported 
devices in classes B, C and D are not immediately 
affected. More specifially, class B, C, and D medical 
devices not listed in Circular 30/2015/TT-BYT, on the im-
port of medical devices, will not require import licenses. 
But their risk classification must be published on the 
MoH website. A marketing authorization (MA) license for 
class B, C, and D medical devices will only be required 
from January 1, 2020, onward. This remains unchanged 
from Decree 36. Class A (lowest risk) device import 
licenses are valid until June 30, 2019.

From July 1, 2020, the registration application for class B, 
C, and D medical devices must include the ASEAN Com-
mon Submission Dossier Template (CSDT). Further clarifi-
cation on how CSDT will be implemented is awaited.

Vietnamese product classifications issued prior to Dec. 
31, 2018 are to be listed on the MoH website before 
April 2019. Problems identified with any classifications 
can be raised with the MoH until June 30. Overseas-is-
sued classifications submitted before Dec. 31, 2018 can 
be used for securing a product registration number.

Once the system is up and running, low-risk class A devices 
will require a certificate of free sale (CFS). Local sources re-
port that Decree 169 establishes a flexible process by which 
amendments can be made to the registrations of a class A 
devices, even after they have entered into circulation.

A quick registration category is introduced under Decree 
169, speeding up the registration time from 60 days to 
30 days. This is available only to products registered 
and used in at least two of the following jurisdictions: 
Japan, Canada, Australia, the US and/or the EU. Ad-
ditionally, products circulating in Vietnam before Dec. 
31, 2018 need to have been used in Vietnam for at least 
three of the five years before the submission date, and 
to have attracted no quality or safety warnings.

The classification of IVD reagents is also covered by 
Decree 169, which specifies whether they are regulated 
as drugs under the national pharmaceutical law.

Singapore Guidance Updates
Singapore’s Health Sciences Authority (HSA) has issued 
three guidance updates and two eSubmission guides:

• GN-16: Guidance on Essential Principles for Safety and 

Performance of Medical Devices (revision 2, issued 
June 2018), to align more closely with IMDRF guidance;

• GN-17: Guidance on Preparation of a Product Regis-
tration Submission for General Medical Devices using 
the ASEAN CSDT (issued December 2018); and

• GN-18: as above, but for In Vitro Diagnostic (IVD) 
Medical Devices (issued December 2018).

For both GN-17 and GN-18, besides having a different 
and more user-friendly layout, there are updates on:

• Instructions for Use;

• Safety and performance-related information;

• History on commercial marketing;

• Stability Studies;

• Cybersecurity (see below);

• References to similar and/or predicate medical devices;

• Material safety (specific to GN-17); and

• Electrical Safety & Electromagnetic Compatibility 
(specific to GN-18).

As to the eSubmission guides, one is entitled E-Submission 
Guide on General Medical Devices for ASEAN CSDT and 
IMDRF ToC based Submissions in MEDICS (issued Decem-
ber 2018); and the other is E-Submission Guide for In Vitro 
Diagnostic Medical Devices for ASEAN CSDT and IMDRF ToC 
based Submissions in MEDICS (issued December 2018).

Both eSubmission guides have been issued to promote ease 
of use and clarity during online application submissions via 
MEDICS for both general medical devices and IVD devices. 

While the HSA has updated the cybersecurity require-
ments, the Singapore Standards Council has also issued 
Technical Reference 67 (TR67), on “connected medical 
device security.” This document aims to help health-
care institutions and professionals better understand 
the security risks associated with connected medical 
devices and to provide a framework to mitigate these 
risks in an enterprise network. It lists controls and cy-
bersecurity measures, and gives examples of connected 
medical devices based on Singapore’s risk classification.

ASEAN AMDD Update
The latest Asean AMDC meeting, in December, heard that 
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Vietnam, Laos, Myanmar and Singapore have ratified and 
are in compliance with the ASEAN Medical Device Direc-
tive (AMDD). Cambodia, Indonesia, Malaysia, the Philip-
pines and Thailand are projected to be in compliance in 
2019, and Brunei is projected to have that status in 2020.  
(Check out Medtech Insight’s Interactive Timeline to stay 
abreast of global regulatory deadlines.) Each country is 
looking at the pre- and post-market balance of regula-
tory activities, and some countries are looking at using 
third-party conformity assessment bodies (CABs).

 In the Philippines, phase 1 products must now be 
submitted in the Asean CSDT format. In 2019, manufac-

turers will have to focus increasingly on the Philippines 
given its new registration requirements and medical 
device classifications, as the country makes efforts to 
harmonize with the AMDD. 

* Recent guidances, technical standards and review up-
dates for China were also discussed at the January 2019 
Asian Medtech Associations Regulatory Networking ses-
sion. (Also see “China Issues Raft Of Regulatory Notices: 
Guidelines, Standards And More Reforms” - Medtech 
Insight, 4 Feb, 2019.)
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