
A Draft Communique on Electronic 
Instructions for Use of Medical Devices1 

has been published by the Turkish 

Ministry of Health, which is applicable 

to medical devices and active implant-

able medical devices. This document 

covers the procedures and principles for 

the preparation of electronic versions of 

hardcopy instructions for use, as well as 

details of websites that should be created 

to allow for the download of the most 

up-to-date versions of the electronic 

instructions for use.
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The Medicines and Healthcare products Regulatory Agency (MHRA) in the 

UK has launched a new on-line ‘Innovation Office’ to help organisations 

who are developing innovative medical devices or medicinal products, or 

using novel manufacturing processes, to navigate the regulatory processes 

effectively1. The primary purpose of the Innovation Office is to promote 

early dialogue between innovative organisations and the MHRA to help 

facilitate their understanding of the regulatory considerations applicable to 

their innovation. For example, the MHRA can advise on the development of 

innovative products such as advanced therapies, nanomedicines and drug/

device combinations. To access this service, developers of such technologies 

will simply need to complete a short form on the Innovation Office portal 

on the MHRA website, and this will be submitted confidentially to the most 

appropriate person at the MHRA.
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1.	 http://www.mhra.gov.uk/NewsCentre/Pressreleases/CON249612.
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Brazil has published a new Regulation 

on Good Manufacturing Practices (GMP) 

– Resolution RDC 16/2013 - which estab-

lishes the GMP requirements for both 

medical devices and in vitro diagnostics 

(IVDs)1. Previously, GMP requirements for 

medical devices and IVDs had been con-

tained in separate legislative instruments. 

Manufacturers of applicable devices now 

only need to meet a single set of GMP 

requirements, and may submit a single 

GMP inspection request to cover both 

types of products.

Resolution RDC 16/2013 entered into  

force on its day of publication (i.e. on  

1 April 2013) and companies have 180  

days from the date of adoption (i.e. from 

28 March 2013) to comply with the new 

GMP requirements.

Brazil’s National Agency for Sanitary 

Surveillance (ANVISA) has also opened 

a public consultation2 on a proposed 

Normative Instruction to establish the 

scope and application of provisions for the 

technical regulation of GMP for companies 

that import, distribute or store medical 

devices and IVDs. Details of the public  

consultation were published on 1 April 

2013. The comment period opened seven 

days after publication and remains open 

for 60 days.

ANVISA is also considering recognising 

audits and inspections performed by other 

international agencies and certifying 

bodies3. If implemented, this could reduce 

its overseas inspection workload by 70% 

annually without having a negative impact 

on public health.
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The Chinese State Food and Drug 

Administration (SFDA) has been replaced 

by the China Food and Drug Administration 

(CFDA), a new Ministry-level agency report-

ing directly to the State Council1. The 

Agency has now started a period of reor-

ganisation under the leadership of a new 

Commissioner, Mr Zhang Yong. The CDFA 

has stated that whilst the reorganisation is 

taking place:

•	 the	requirements	for	handling	review	
and	approvals,	examinations	and	
testing,	inspection	and	certification,	
and	audit	and	enforcement	will	remain	
unchanged;

•	 all	approval	documents	and	certificates	
will	follow	the	same	format	as	before;

•	 no	change	will	be	made	to	official	
seals,	document	formats	and	handling	
procedures;

•	 the	oversight	of	food	safety	will	follow	
the	existing	routes	until	handover	to	the	
CFDA	has	been	completed.

The CFDA has replaced a large group 

of overlapping regulators with an 

organisation similar to the US Food and 

Drug Administration. It has combined the 

functions of the former SFDA and the  

State Council’s Food Safety Office, as 

well as the food supervision duties from 

the General Administration of Quality 

Supervision, Inspection and Quarantine 

(AQSIQ) and the State Administration for 

Industry and Commerce (SAIC). As the 

primary focus of the changes has been 

on food regulation, it is unclear how 

the medical device and pharmaceutical 

regulations will be affected.
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Saudi Arabia amends marketing  
authorisation system; timeframes; fees
Saudi Arabia’s medical device marketing 

authorisation system1 has been upgraded2 

to include the ability to renew expired 

marketing authorisations, update a  

marketing authorisation during its period 

of validity, and communicate more  

effectively with the authorities using a 

new messaging system. Some sections of 

the marketing authorisation system have 

also been improved and re-arranged for 

ease of use by both local manufacturers 

and Authorised Representatives of over-

seas manufacturers.

In addition, to improve the efficiency of  

the marketing authorisation application 

process, the timeframes for returning 

applications because of comments or 

requests for payments has been reduced  

to 30 calendar days3.

(continued on page 6)
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Finally, the Saudi Food and Drug 

Administration has published a list of  

fees for marketing authorisation renewals 

and updates, as well as details of the stan-

dard review times4. The fees that are charged 

vary depending on the origin of the medical 

device/in vitro diagnostic plus its risk class.
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