
The Danish Medicines Agency’s new 

charges relating to medical devices came 

into effect on 1 January 2013.1 Executive 

Order No. 1411 of 20 December 2012, 

regarding charges for medical equip-

ment, replaced Executive Order No. 1255 

of 14 December 2011 and affects fees 

for the registration of manufacturers 

and devices, the processing and modifi-

cation of clinical trial applications, and 

the monitoring and control of Notified 

Bodies in Denmark.
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Denmark Revises Fees on Medical Equipment

Reference
1. https://www.retsinformation.dk/Forms/R0710.aspx?id=144896 (in Danish).

https://www.retsinformation.dk/Forms/R0710.aspx?id=144896
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Final guidelines on Egypt’s medical device vigilance system have been pub-

lished1 by the Central Administration for Pharmaceutical Affairs’ Medical 

Device Safety Department (MDSD) in line with recommendations from the 

former Global Harmonization Task Force and the European Commission’s 

guidelines. The Egyptian guidelines describe the country’s system for the 

notification and evaluation of incidents involving medical devices and in 

vitro diagnostics, and specify the responsibilities of manufacturers, users 

and the MDSD. In particular, the MDSD has been charged with:

• encouraging healthcare institutions, professionals and patients who use 
or maintain medical devices to voluntarily report all adverse incidents to 
the MDSD as well as to the manufacturer;

• obliging manufacturers to collect information systematically on risks 
related to their devices and transmitting that information to the MDSD;

• providing information to end users through adverse incident news 
bulletins, alerts and seminars.

Reference
1. http://eda.mohealth.gov.eg/download/docs/Guideline_MedicalDeviceVigilanceSystem.pdf
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References
1. http://ec.europa.eu/health/files/advtherapies/2012_12_12__public_consultation.pdf
2. http://ec.europa.eu/health/files/eudralex/vol-1/reg_2007_1394/reg_2007_1394_en.pdf

Views are being solicited1 on whether 

the procedure foreseen in the Advanced 

Therapy Regulation2 to assess compliance 

with the Essential Requirements of the 

medical device legislation is adequate for 

advanced therapy medicinal products that 

incorporate one or more medical devices.

Combined advanced therapy medicinal 

products are to be authorised by the 

European Commission following a 

scientific assessment by the European 

Medicines Agency. An applicant 

must demonstrate that the Essential 

Requirements of the specific legislation 

on medical devices have been complied 

with and there is also the possibility 

for the Agency to consult with relevant 

Notified Bodies. As yet no application for 

a combined advanced therapy medicinal 

product has been submitted to the 

European Medicines Agency.

This request for comments is part of 

a wider public consultation on the 

Advanced Therapy Regulation being 

held until 31 March 2013.1 Other consul-

tation topics are: 

• the scope and adaptation to technical 
progress; 

• incentives for the development of 
advanced therapy medicinal products; 

• marketing authorisation application 
requirements; and 

• the hospital exemption.

Public Consultation on European Regulation  
of Advanced Therapy Medicinal Products
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Mexico Publishes Standards on GMP  
and Technovigilance
Mexican Official Standard NOM-241-

SSA1-2012, Good manufacturing practices 

for establishments engaged in the manu-

facture of medical devices, will be in affect 

on 9 April 2013, 180 days after its publica-

tion in the Official Journal on 11 October 

2012.1 A draft version of this standard 

had been circulated for public comment 

in November 2011 and the responses 

received were published in the Official 

Journal on 20 September 2012.2

Another mandatory Mexican Official 

Standard, NOM-240-SSA1-2012, Installation 

and operation of technovigilance, has been 

published in the Official Journal3 and is 

also scheduled for implementation in April 

2013. The technovigilance system require-

ments will cover post-market surveillance 

of medical devices, management of adverse 

event reports and implementation of cor-

rective actions, as necessary, to protect 

public safety.

References
1. http://diariooficial.mx/nota_detalle.php?codigo=5272051&fecha=11/10/2012 (in Spanish).
2. http://diariooficial.mx/nota_detalle.php?codigo=5269526&fecha=20/09/2012 (in Spanish).
3. http://dof.gob.mx/nota_detalle.php?codigo=5275834&fecha=30/10/2012 (in Spanish).
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Mercosur Resolution Helps Harmonise  
GMP Requirements in Latin America
Mercosur, the trading bloc in Latin America 

comprising Argentina, Brazil, Paraguay, 

Uruguay and Venezuela, has passed 

Resolution No 32/12 to update its com-

mon procedures for the inspections of 

manufacturers of medical devices and in 

vitro diagnostics (IVDs).1

The Resolution also repeals Resolution 

GMC No 31/97 and No 09/01. Mercosur 

Resolution No 32/12 must now be trans-

posed by the member countries before  

30 April 2013.

The objective of Resolution No 32/12 is 

to establish procedures for conducting 

inspections in establishments that manu-

facture medical devices and IVDs, as well 

as common criteria for making certifica-

tion decisions based on the results of 

those inspections.

Reference
1. http://www.anmat.gov.ar/comunicados/RES_032-2012%20_

ES_Proced_Insp_ProdMed.pdf (in Spanish).

New Drug Manufacturing Policy  
Mandated by India’s CDSCO
Permission to manufacture new drugs 

is granted by the CDSCO and under 

Schedule Y, Periodic Safety Update 

Reports (PSURs) must be submitted 

every six months for the first two 

years and annually for years three and 

four after the drug has been granted 

approval. PSURs are utilized to assess 

the post market safety of the drugs. 

In many cases after gaining approval, 

manufacturers will not market this 

new drug for years, therefore seriously 

affecting the accuracy of the assess-

ments for safety and efficacy of the 

drugs. As a result the CDSCO will con-

sider any licenses granted to manufac-

turers as cancelled for products which 

have not been launched six months 

after gaining approval.

Reference
1. http://www.cdsco.nic.in/cancellation_of_permission.pdf

http://www.anmat.gov.ar/comunicados/RES_032-2012%20_ES_Proced_Insp_ProdMed.pdf
http://www.anmat.gov.ar/comunicados/RES_032-2012%20_ES_Proced_Insp_ProdMed.pdf
http://www.cdsco.nic.in/cancellation_of_permission.pdf
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Malaysia Issues Guidance on Classification of Borderline Products
The National Pharmaceutical Control Bureau in Malaysia has issued a  

guidance document to help companies make classification decisions about 

products on the medical device, medicinal product, cosmetics borderline.1  

The guidance lists 19 different products, describes their intended purpose or 

indication, and makes a recommendation for their classification.

Reference
1. http://portal.bpfk.gov.my/view_file.cfm?fileid=1155
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