
On 7 March 2014, China announced1,2 

the first major overhaul of its Regulations 

on the Supervision and Administration of 

Medical Devices since the introduction 

of these Regulations in April 2000. The 

revised Regulations are scheduled to 

come into force on 1 June 2014, with 

additional implementing rules to be 

released over the next few months.

The new Regulations amend the 

definition and classification rules for 

medical devices to establish three, 

risk-based classes of medical device. 

For low risk products (Class 1) it will 

only be necessary to file the relevant 

documentation with the provincial 

food and drug authorities, whereas 

intermediate risk devices (Class 2) and 

high risk devices (Class 3) will be subject 

to pre-market review and approval by 

the China Food and Drug Administration. 

Other changes to the Regulations include:

• Further improvement to the 
authority management for product 
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Draft Technical Regulation No 1211 of 

the Ecuadorian Standardization Institute 

establishes the requirements to be met 

by external limb prostheses and external 

orthoses with a view to preventing risks 

to human life and health, and practices 

likely to mislead users. The draft Technical 

Regulation applies to domestically-

produced or imported external limb 

prostheses and external orthoses 

marketed in Ecuador and classified under 

the following ISO 9999 categories:

• spinal and cranial orthoses;

• abdominal orthoses;

• upper limb orthoses;

• lower limb orthoses;

• functional neuromuscular stimulators 
and hybrid orthoses;

• upper limb prostheses; and

• lower limb prostheses.

It is anticipated that this draft Technical 

Regulation will enter into force in 

September 2014.

reference

1. http://www.cip.org.ec/attachments/article/2014/PRTE%20
INEN%20121%20PROTESIS%20DE%20MIEMBROS%20
EXTERNOS.pdf. 
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registration, approval or recordkeeping 
of manufacturing and distribution of 
medical devices

• Establishment of measures for quality 
supervision and risk control during  
the manufacturing of medical  
devices (i.e. enhanced Good 
Manufacturing Practices)

• Creation of systems for adverse event 
monitoring, tracing and recall of  
medical devices

• Greater emphasis on Good Supply 
Practices in the distribution of  
medical devices.

• Additional post-market surveillance 
requirements

• A more relaxed approach to the need 
for clinical testing. Only the higher 
risk classes will require clinical trials 
to be conducted and, even then, a 
product may be exempt if it has a 
well-documented safety record

• Increased punishments for illegal 
activities. Fines for illegal manufacturing 
or selling of medical equipment will be 
up to 20 times the value of the goods, 
as compared to the cap of five times the 
value in the original Regulations. In the 
most serious cases, companies can be 
barred from applying or renewing the 
relevant licences or permits for five years

references

1. http://www.sfda.gov.cn/WS01/CL0784/97814.html  
(in Chinese).

2. http://eng.sfda.gov.cn/WS03/CL0757/96865.html.

china’s medical device regulations (continued from cover)

Four new guidance documents have been 

developed to assist in the preparation of 

establishment licence applications and 

medical device registration applications 

under the Malaysian Medical Device  

Act 2012 (Act No 737):

• MDA/GD-01, Definition of medical device 
(March 2014, first edition)1;

• MDA/GD-02, Essential Principles of safety 

and performance of medical devices 
(March 2014, first edition)2;

• MDA/GD-03, Common Submission 

Dossier Template (March 2014, first 
edition)3;

• MDA/GD-04, The rules of classification 

for general medical devices (March 2014, 
first edition)4.

references

1. http://www.mdb.gov.my/mdb/index2.php?option=com_
docman&task=doc_view&gid=66&Itemid=59.

2. http://www.mdb.gov.my/mdb/index2.php?option=com_
docman&task=doc_view&gid=67&Itemid=59.

3. http://www.mdb.gov.my/mdb/index2.php?option=com_
docman&task=doc_view&gid=68&Itemid=59.

4. http://www.mdb.gov.my/mdb/index2.php?option=com_
docman&task=doc_view&gid=69&Itemid=59.
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Guidance has been released by the 

Medicines and Healthcare products 

Regulatory Agency (MHRA) to explain how 

standalone software, including software 

applications (apps), is regulated in the UK1. 

Standalone software is defined as ‘software 

which has a medical purpose which at the 

time of it being placed onto the market is 

not incorporated into a medical device’. It 

does not include software that is part of an 

existing medical device (e.g. software that 

controls a computed tomography scanner).

The regulation of a medical device is 

limited by its intended purpose, as defined 

by the manufacturer. This includes claims 

given in promotional materials for the 

device, such as brochures and website 

pages. Software that has a medical purpose 

may be a medical device according to 

the definition of a medical device found 

in Directive 93/42/EEC (as amended) or 

Directive 90/385/EEC (as amended).

If a software application meets the 

definition of a medical device, it will be 

regulated as a medical device and will 

have to undergo a conformity assessment. 

Examples of words and phrases that are 

likely to contribute to a determination by 

the Agency that the app they are associated 

with is a medical device include: amplify; 

analysis; interpret; alarms; calculates; 

controls; converts; detects; diagnose; 

measures; and monitors. There are a 

number of different types of apps and 

these could be categorised by function. 

For example:

• Decision-support or decision-making 
software that applies some form of 
automated reasoning (e.g. a simple 
calculation, a decision-support algorithm 
or a more complex series of calculations) 
is likely to fall within the scope of the 
Medical Devices Directives. This includes 
software that provides personalised 
guidance based on information it has 
about a specific individual and makes 
use of data entered by them, provided 
by point-of-care devices or obtained via 
health records.

• Apps acting as accessories to medical 
devices (e.g. in the measurement 
of temperature, heart rate, blood 
pressure and blood sugars) could be a 
medical device, as could programmers 
for prosthetics.

UK pUblishes gUidance on 
medical device standalone 
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• Software that 
monitors a patient 
and collects 
information entered 
by the user, measured 
automatically by the 
app or collected by a 
point-of-care device 
may qualify as a medical 
device if the output affects the 
treatment of an individual.

• Software that provides general 
information but does not provide 
personalised advice, although it 
may be targeted to a particular 
user group, is unlikely to be 
considered a medical device.

• Software that is used to book 
an appointment, request a 
prescription or have a virtual 
consultation is also unlikely 
to be considered a medical 
device if it only has an 
administrative function.

The MHRA has made it clear that 

adding a disclaimer to an app 

(e.g. ‘for information only’ or ‘this 

product is not a medical device’) 

will not exempt that app from 

regulation as a medical device if it 

qualifies as a medical device and is 

placed on the market for a medical 

purpose (e.g. if medical claims are 

made or implied in the product 

labelling or associated promotional 

literature). Anecdotal quotes and 

testimonials are considered to be 

implied claims by the manufacturer 

if they are repeated in product 

literature. Even software that is not 

a medical device may still have to 

conform to other rules on product 

safety and liability, such as the 

General Product Safety Regulations.

Reference

1. http://www.mhra.gov.uk/Howweregulate/
Devices/Software/index.htm.

http://www.mhra.gov.uk/Howweregulate/Devices/Software/index.htm
http://www.mhra.gov.uk/Howweregulate/Devices/Software/index.htm
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All medical devices and in vitro diagnostics 

(IVDs) intended to be marketed in Saudi 

Arabia must have a valid Medical Device 

Marketing Authorisation by the relevant 

date specified below1:

• medium-risk medical devices =  
31 December 2014

• low-risk IVDs = 30 June 2015

• low-risk medical devices =  
31 December 2015

• High-risk medical devices and both high- 
and medium-risk IVDs must already 
have a valid marketing authorisation

Reference

1. http://www.sfda.gov.sa/en/medicaldevices/circulations/
Official%20Announcements/MDS-AN020.pdf.
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