
Medtech Insight
Pharma intelligence | 

ASIA REG ROUNDUP:  
Vietnam On Track Launching 
New System, Plus Updates  
From Bangladesh, Hong Kong

https://medtech.pharmamedtechbi.com/
https://medtech.pharmamedtechbi.com/MT104943/Asia-Reg-Roundup-Vietnam-On-Track-Launching-New-System-Plus-Updates-From-Bangladesh-Hong-Kong


 • • • 2Reprinted by Medtech Insight (medtech.pharmamedtechbi.com). Unauthorized photocopying prohibited.

Medtech Insight
Pharma intelligence | 

ASIA REG ROUNDUP: Vietnam On Track  
Launching New System, Plus Updates From  
Bangladesh, Hong Kong
	By Ashley Yeo

ALL EYES ARE ON VIETNAM, WHICH is on the 

threshold of a new regulatory system for medi-

cal devices. But the smaller regional markets 

like Bangladesh and Hong Kong are giving 

medtechs much to think about too, as Asia Reg-

ulatory Professional Association (ARPA) secre-

tary Jack Wong and ARQon consultant May Ng 

observe in this latest Asian regulatory roundup.

The Asian medical device regulatory space is rapidly 
developing. “We’re always very busy,” says Jack Wong, 
Asia Regulatory Professional Association (ARPA) sec-
retary, and the head of APAC regulatory affairs for a 
global top 20 medical device company.

And while most of the regional regulatory news is 
generated in the larger markets and from medtech 
harmonization efforts by the Association of Southeast 
Asian Nations (ASEAN), every now and then the smaller 
markets spring a surprise.

Bangladesh Temporary Halt On New Registrations
Bangladesh did just that on April 1, when the national 
device authorities ordered a six-month stay on the regis-
tration of medical devices – back-dated to January 2017. 
Registration documents will be accepted by the authorities 
on a case-by-case basis. “Bangladesh is not a big market 
in global terms, but the government’s stop on registrations 
will delay lots of approvals,” Wong told Medtech Insight.

No official reason has been given by the government, 
but workload and manpower reasons are likely the cul-
prits. Moreover, it’s not the first time this has happened; 
it appears that when certain workload thresholds are 
breached, the national regulatory staff simply stop ac-
cepting most of the new registrations. The Bangladesh 
authorities will allow imports to continue, however.

The impact on companies is potentially high, but if 
applicants are able to demonstrate that their products 
are critical to hospital care, it’s possible their files might 
still be successfully processed. Overseas companies can 
check on the feasibility of this approach with their local 
distributors. But applicants might simply be told to refile 
in six months’ time.

Hong Kong Ramps Up Regulatory Activity
Meanwhile, Hong Kong has been very active of late in the 
medtech regulatory arena, building its in vitro diagnostics 
regulatory system further and issuing a proposal for the 
regulation on cosmetic and aesthetic medical devices. 

IVDs in Hong Kong are classified into four risk-based 
categories, classes A-D (lowest-to-highest risk). Medi-
cal devices are similarly classified into a four risk-based 
system, classes 1-4 (lowest-to-highest risk).

Hong Kong’s new plans for IVDs are to regulate products 
in classes B and C, says May Ng, a consultant with the 
Singapore company ARQon. Currently, all other medical 
technology devices (except for class 1 medical devices, 
and class D/highest-risk IVDs) can be submitted for 
voluntary registration to the Hong Kong Department of 
Health’s (DoH) Medical Device Control Office. Under the 
new plan, class B and C IVDs will also be subject to the 
same system of voluntary registration later this year.
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In January 2017, the Hong Kong DoH submitted a pro-
posal to the legislative council for the regulation of cos-
metic and aesthetic medical devices. All but the lowest-
risk cosmetic medical equipment would be regulated and 
classified into the four risk categories. The timing when 
such oversight might be implemented, is not yet known, 
but it is likely that a transition period would be set.

The cosmetic and beauty trade has provided feedback and 
voiced its objections. Further follow-up by DoH with the 
legislative council is expected in the second half of 2017.

Vietnam Rolls Towards July 1 Deadline
The establishment of the Vietnamese medtech regula-
tory system begins in a few short weeks’ time.  (Also 
see “Asia Reg Roundup: Malaysia, Vietnam & India Speed 
Ahead In 2017” - Medtech Insight, 3 Mar, 2017.) By July 
1, 2017, all class A, lowest-risk medical device applica-
tions need to be filed with the regulator. This is the first 
of several deadlines within the new system, and Wong 
believes that the date will be adhered to, given that 
the Vietnam regulator has made a commitment to the 
country’s parliament. Seeking an extension under such 
circumstances would not be easy. Then again, class A, 
the most straightforward device classification, is a good 
place to start, he suggested.

“Industry may or may not be ready, 
but there is a deadline and compa-
nies need to respect it,” says Jack 
Wong, of the new rules in Vietnam.

“The system will go ahead, and industry may or may 
not be ready, but there is a deadline and companies 
need to respect it,” Wong said.

Vietnam is offering the use of third parties for companies 
to gain classifications for their devices. The third-party ser-
vice is specifically targeted at companies that don’t have 
experience with classification methods or the Vietnamese 
system. The government hopes the third-party approach 

will help outsource some of the most time-intensive Q&A 
activity with the least experienced product sponsors.

But it should be noted that these third parties are on 
a learning curve, themselves, so the process will not 
be without its hitches. More experienced companies 
will likely prefer to approach the regulator directly and 
settle their own classifications, with reference to over-
seas documentation.

On the issue of manufacturer eligibility in Vietnam, 
companies need to apply by July 1 for ISO 9001 quality 
management system accreditation. After that, they will 
need to pursue most specific ISO 13485 certification.

“Starting with ISO 9000 makes the requirement easer to 
comply with,” said Wong. For this reason, the first deadline 
should be relatively comfortable. But ISO 13485 compli-
ance is due in 2018. May Ng added, “There will likely be 
issues when the companies come to apply for ISO 13485 
– it’s not easy, as companies need to put in place the 
procedure and train the staff to comply with QMS.”

From July 1, importing companies need to provide ship-
ping documentation to the Vietnam Customs Depart-
ment. For class A devices, that must include an official 
receipt from the Ministry of Health on dossier quality; and 
for class B, C and D devices, they must provide an official 
classification notification and a valid import license.

Despite the transitions, it’s so far, so good in Vietnam, in 
Wong’s view. He cautioned that it is still early, and regu-
latory staff might not fully understand the classification 
process and documentation needs.

“Companies might say the process is not smooth, but 
to me, these are typical reactions and totally normal – I 
feel good about the whole situation,” said Wong, who is 
currently writing a chapter on Vietnamese regulation in 
his Handbook of Medical Device Regulation in Asia. He is 
also helping to roll out a university-level formal training 
course in medical device regulation in Vietnam.
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