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The In Vitro Medical Device Directive (98/79/EC) is the third in a series of European Directives on medical devices intended to provide regulations for the safe manufacture, supply and use of devices in Europe. Similar regulations have been required in the USA by the FDA for many years. The  IVD Directive has been transposed into UK law under the Consumer Protection Act (Medical Device Regulations 2002). By 7th December this year all IVD products sold within the EU must comply with the Directive and this is shown by the CE mark on the packaging.
References
Copy of the IVD Directive

http://europa.eu.int/smartapi/cgi/sga_doc?smartapi!celexapi!prod!CELEXnumdoc&lg=EN&numdoc=31998L0079&model=guichett
MHRA introduction to the IVD Directive 

http://www.medical-devices.gov.uk/mda/mdawebsitev2.nsf/webvwIndex/0B61F6FE70183A5900256AC3003AB40E?OPEN
Frequently asked questions about the IVD Directive & the CE mark
What products are covered by the IVD Directive?

‘in vitro diagnostic medical device´ means any medical device which is a reagent, reagent product, calibrator, control material, kit, instrument, apparatus, equipment, or system, whether used alone or in combination, intended by the manufacturer to be used in vitro for the examination of specimens, including blood and tissue donations, derived from the human body, solely or principally for the purpose of providing information:

- concerning a physiological or pathological state, or

- concerning a congenital abnormality, or

- to determine the safety and compatibility with potential recipients, or

- to monitor therapeutic measures.

Specimen receptacles are considered to be in vitro diagnostic medical devices. ‘Specimen receptacles´ are those devices, whether vacuum-type or not, specifically intended by their manufacturers for the primary containment and preservation of specimens derived from the human body for the purpose of in vitro diagnostic examination.’
From 7th Dec 2003 all devices which meet this definition and are sold or given away have to meet the requirements of this Directive.

What is the CE Mark?

The CE mark is the outward sign that a product meets all relevant new approach European directives and is therefore permitted free access to all European markets.

The CE mark is not unique to diagnostic products and you will find CE marks on electrical equipment, medical devices even toys!   

From 7th Dec 03 diagnostic products will have to comply to the IVD Directive 98/79/EC.
What does it mean?

The CE mark means that the device meets a defined set of minimum safety requirements listed in Annex I of the IVD Directive.  It also means that the device is manufactured under a quality system.

What does the CE mark look like?
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The CE mark may have a number next to it.  The IVD Directive has a classification system and moderate high risk and self test devices require a review by an independent organisation called a Notified Body.  The number beneath the CE mark identifies the Notified Body who has performed the review.

Will this affect product supply?
Inevitably there will be some assays discontinued by manufacturers if they are no longer commercially viable to produce due to the additional requirements for manufacture and quality assurance required by this Directive. The main impact will be for products classified to be of high or moderate risk (such as tests for HIV and Hepatitis). A full list of these products is given in Annex 2 of the Directive. No manufacturer will take the decision to withdraw a product lightly.

Could I be affected?

If you provide devices which meet the above definition outside your legal entity or provide a testing service for samples which come from outside your trust this Directive will affect you.  MHRA have provided more information on who will be affected in a letter to the Chief Executive of NHS Trusts a copy can be found of the MHRA website.  http://www.medical-devices.gov.uk
What should I look for when buying an IVD to ensure it meets the regulations?

If you are purchasing a device for IVD applications you should ensure that it is CE marked according to the IVD Directive.  Electrical equipment may bear a CE mark to show that it is compliant with the electromagnetic compatibility directive or the low voltage directive.  If the product is being sold post Dec 7th 03 for diagnostic applications it should be CE marked according to the IVD Directive.  General laboratory equipment is excluded from the IVD Directive. If you are using products sold for general laboratory use for diagnostic applications you are effectively performing in-house manufacture and would need to validate accordingly.  There are requirements for industry to sell devices appropriately as well as users to appropriately select devices for diagnostic applications.
What happens if I have IVD’s which are not CE marked Post 7th Dec 03

Manufacturers are required to CE mark all devices placed on the Market after 7th Dec 03; however, products in the distribution chain can continue to be sold for a further 2 years so you may continue to see non CE marked devices post 2003.

What happens if I have a problem with a device?
If you have a problem with a device you should make a complaint in the normal way.  The Directive requires the manufacturer to have systems to handle complaints, to investigate them and feed the information back to develop better products and improve existing products.  

If someone is killed or seriously hurt by a device the manufacturer is required to tell the local Competent Authority within 10 days for a death and 30 days for and near incident.  Any such incidents should therefore be reported to the manufacturer so that they can see if any other devices could be affected and inform the Competent Authority.  This should be conducted in tandem with the normal NHS reporting systems.
