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Any manufacturer who places on the French 
market an ethylene oxide-sterilised medical 
device that comes into contact with a patient, 
shall provide distributors and healthcare 
establishments who use them in neonates, 
premature neonates and infants, with the 
residual ethylene oxide value that it has 
defined as an allowable limit and that it can 

France specifies conditions for marketing 
and distribution of devices sterilised using 
ethylene oxide
France published a Decision on 
9 October 2015 that sets out 
conditions for the placing on the 
market and distribution of certain 
medical devices sterilised using 
ethylene oxide.1-3 
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guarantee at the time of placing the device 
on the market. One of the allowable limits set 
out by the manufacturer is the target residual 
ethylene oxide, which is the maximum 
quantity of residuals leached over the first 24 
hours of the exposure period (μg per device). 
If the device is used for less than 24 hours, 
the allowable limit is the maximum leached 
over the period of use.

The provisions of this Decision will be 
enforced no later than six months after the 
date of publication in the French Official 
Journal. This Decision applies to medical 
devices that:
• are used in healthcare institutions to 

provide care for neonates, premature 
neonates and infants;

• have been sterilised using ethylene oxide; 
and;

• that are in direct or indirect contact with 
the patient’s body and during this contact 
expose the patient to residual ethylene 
oxide from the sterilisation process.

Examples include catheters, extension cables, 
syringes and nutrition pouches. The Decision 
does not apply to:
• medical devices that are sold non-sterile;
• devices sterilised using ethylene oxide at 

the healthcare institution;
• devices sterilised using a different method 

other than ethylene oxide;
• in vitro diagnostics;
• active implantable medical devices;
• devices that have not been purchased by a 

healthcare institution; and
• devices sold in pharmacies or 

supermarkets and used by home care 
providers.
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CERTAIN MEDICAL DEVICES MAY NOW 
SHARE PRODUCTION FACILITIES WITH  
PHARMACEUTICALS IN BRAZIL

§2 of Article 252 now permits the 
manufacture of health products, toiletries, 
cosmetics and/or food in the area and/
or using equipment shared with the 
manufacture of pharmaceuticals if there 
is technical evidence that the materials 
used in their manufacture have quality 
specifications compatible with, or superior 
to, the materials used in the manufacture 
of the pharmaceuticals, and if the following 
requirements are met:

• the manufacture of such products must 
be carried out according to the Good 
Manufacturing Practice requirements for 
facilities, equipment, systems, utilities, 
personnel and materials set out in 
Resolution RDC 17/2010; and

Resolution RDC 33/2015 of 4 August 
20151 has modified Article 252 of RDC 
17/2010 to permit the manufacture 
of certain medical devices in the same 
area as pharmaceutical production 
providing specific criteria are fulfilled.
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• the manufacture of such products is 
preceded by a risk analysis covering the  
identification, analysis and risk assessment,  
its mitigation and the decision on the 
acceptability of any residual risks.

Alongside this Resolution, Normative 
Instruction IN 02/20152 has been published, 
which provides a list of the health and 
other products that fall within the scope 
of application of the amendment. This list 
includes intimate lubricants, adhesives for 
topical use, dental bleaching agents, and 
solutions for cleaning and disinfecting 
contact lenses.
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INDIA PROPOSES EXPANSION OF NOTIFIED DEVICES’ LIST,  
AS WELL AS NEW QMS REQUIREMENTS
At its 70th meeting in August 2015, India’s Drugs Technical Advisory Board (DTAB) recommended1 
the addition of endometrial ablation devices as notified medical devices under Section 3(b)
(iv) of the Drugs and Cosmetics Act, 1940. DTAB also agreed that clarification is required to 
indicate that heart lung packs, custom tubing packs and perfusion packs for cardiac surgery 
are medical devices covered under the category of disposable perfusion sets.

Additionally, the DTAB accepted a proposal to revise Schedule M III to the Drugs and Cosmetics 
Rules, 1945. At present, this Schedule specifies requirements for factory premises that 
manufacture medical devices. The proposal would introduce additional requirements for a 
Quality Management System (QMS) that must be used by the manufacturer for the design 
and development, manufacture, packaging, labelling, testing, installation and servicing of 
medical devices and in vitro diagnostics (IVDs). The provisions of this Schedule would apply to 
manufacturers of finished devices, IVDs, mechanical contraceptives (condoms, intrauterine 
devices, tubal rings), surgical dressings, surgical bandages, surgical staplers, surgical sutures 
and ligatures, and blood and blood component collection bags, intended for human or animal 
use that are manufactured in India. The QMS requirements specified in this Schedule are 
complementary to the product’s technical requirements.
Reference	
1.	 http://www.cdsco.nic.in/writereaddata/new70th%20DTAB%20minutes%20.pdf.

SAUDI ARABIA REDUCES MEDICAL DEVICE ESTABLISHMENT 
FEES FOR NEW APPLICATIONS AND RENEWALS
With effect from 29 September 2015, 
lower fees are being charged for 
initial and renewal medical device 
establishment licences issued by the 
Saudi Food and Drug Administration 
through the Medical Device 
Establishment Licence (MDEL) System1. 
The Table details the old2 and new fees 
charged for each establishment class.

Fees charged by the Saudi Food and 
Drug Administration for medical device 
establishment licences

Establishment 
class

Old annual 
fee (SAR)

New annual 
fee (SAR)

A 35,000 25,000

B 30,000 15,000

C 25,000 8,000

D 15,000 5,000
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