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Discussion of the Pros and Cons of Type-Examination
Type-examination is a one of the procedures (or ‘modules’) available to a manufacturer wishing to demonstrate a medical device complies with the medical device regulations of the European Union and Australia.  It is offered as an alternative to the manufacturer implementing a full quality management system (i.e. a QMS that incorporates controls for the design and development process as well as for manufacturing).  Instead, design output verification is undertaken by submitting appropriate technical documentation and a representative sample (or samples) of the device – the “type” – to assessment, either by the regulator or Conformity Assessment Body (Notified Body within the EU).  The documentation is reviewed and, where necessary, the representative sample is tested to compare actual performance with the claims made within the supplied documentation (e.g. that it meets all relevant Essential Principles).  After successful testing, the assessment body issues a Type-Examination Certificate confirming the product complies with the relevant Essential Principles of Safety and Performance.

If the manufacturer chooses the type-examination route to regulatory compliance, it must still implement a QMS for manufacturing to ensure further medical devices are identical to the “type”.   

Within Europe, type-examination has a long pedigree and is used for many other regulated industries.

PROS

1. European and Australian regulators have no evidence to indicate that medical devices using type-examination for conformity assessment cause more adverse events than those using a full-QMS. 
2. The manufacturer is offered a degree of choice in respect of the conformity assessment ‘module’ it chooses to follow.
3. Consumers in some EU jurisdictions place great reliance on purchasing products that have been tested against technical standards and carry the requisite approval marking (e.g. DIN standards).  To them, type-examination is reassuring.
4. May offer benefit where 
· the design of the device has remained static for many years (possibly pre-dating implementation of the European directives), 
· few are manufactured, and 
· there is no intention of marketing the device in the USA, Canada or Japan.
5. May offer benefit for a start-up company that failed to implement a full-QMS at the start of the product design cycle but subsequently was able to apply type-examination to validate the design and meet regulatory requirements. 
CONS

6. Medical device regulations in the USA, Canada and Japan require the manufacturer to operate a full QMS and do not offer type-examination as an alternative.  Moreover, regulators in these jurisdiction are unconvinced type-examination offers the same surety of device safety and performance.

7. If a medical device manufacturer based in Australia or the EU intends to supply its products to the USA, Canada or Japan, too, it will have to operate a full QMS.  In this situation, type-examination is of no benefit.
8. If the design of the device changes, the type-examination has to be repeated.  With some devices, for example those controlled by software, design change occurs frequently.

9. The availability of different conformity assessment ‘modules’ in European and Australian regulations (broadly, 4 for Class A, B & C devices; 3 for Class D) lengthens the text of the regulation and makes it more difficult to comprehend.
10. One purpose of GHTF guidance documents is to provide advice to regulators introducing medical device regulations for the first time.  SG1 believes that the best advice for this ‘audience’ is to rely on the full QMS approach and not type-examination. 
11. Any suggestion that medical devices should be subject to technical testing by the regulatory authority before they are authorised to be placed on the market should be avoided.
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