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IRISH MEDICINES BOARD 
MANUFACTURING / ADAPTION OF SPLINTS AND SPLINTING MATERIAL 
BY PROFESSIONAL USERS 
 
 
1 BACKGROUND 
 
This position paper has been written by the Irish Medicines Board (IMB) to assist in clarifying 
whether the activities carried out by professional users in relation to splinting are covered by the 
provisions of the medical devices legislation in Ireland.  Splints are usually manufactured or 
adapted within healthcare institutions by professional users such as physiotherapists and 
occupational therapists.  
 
The activities of adapting and manufacturing splints have different consequences, with respect to 
the classification of the splints, depending upon the level of adaptation and manufacturing 
undertaken.   
 
 
2 LEGISLATION 
 
The manufacture of splints is regulated by the Medical Devices Directive 93/42/EEC (MDD) and 
the related Irish Statutory Instrument, S.I. No. 252 of 1994.  This legislation places specific 
obligations on manufacturers who intend to place medical devices on the market in Ireland or 
elsewhere in the European Union.   
 
 
3 SPLINTS AS CLASS I MEDICAL DEVICES 
 
Off-the-shelf mass produced splints placed on the market are deemed to be class I medical 
devices. 
 
Class I medical devices are regarded as low risk medical devices and must bear the CE marking. 
 
It should be noted that if CE-marked splints / splinting materials which are already on the market 
are assembled or adapted within their intended purpose, i.e. the purpose specified by the 
manufacturer on the label or instructions for use, for an individual patient that this activity falls 
outside the scope of the Medical Devices legislation.  Adapting such splints / splinting material to 
suit an individual patient by following the manufacturer’s guidance, does not involve any change 
of use of the splint and is therefore outside the scope of the medical devices legislation.  
 
If a professional user / healthcare institution is regarded as a manufacturer of class I medical 
devices, the manufacturer is required to comply with the legislation, in particular Schedule 1 
(Essential Requirements) and Schedule 7 of the Statutory Instrument.  In this regard, reference 
should be made to the IMB’s Guidance Note 12 which provides guidance for class I medical 
device manufacturers.  This guidance note also includes checklists and templates to assist with 
the preparation of the technical documentation. 
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4 SPLINTS AS CUSTOM-MADE MEDICAL DEVICES 
 
A custom-made medical device is a device that is made for an individual patient to a prescription. 
The definition of “custom-made” in relation to a device as per the medical devices legislation is 
as follows: 
 
 …”Custom-made” in relation to a device means…. 
 
(a) that it is manufactured specifically in accordance with a written prescription of a registered 
medical practitioner or a professional user which gives, under his responsibility, specific 
characteristics as to its design; and 
 
(b) that it is intended to be used only for a particular named patient; 
but does not include a mass-produced product which needs to be adapted to meet the specific 
requirements of the registered medical practitioner or professional user; 
 
If a splint is manufactured for an individual patient from material which is not intended to be 
used for the purpose of splinting, the finished splint is regarded as being a new product and falls 
within the definition of a custom-made medical device.  
 
It is important to note that significantly modifying existing splints, or using them for purposes not 
intended by the manufacturer, is regarded as manufacture of a new splint under the legislation 
and may have safety implications.  Such splints can no longer be used under the original CE 
marking and are considered as new medical devices.  Significantly modifying splints includes the 
addition of non-CE marked accessories (e.g. non-CE marked straps / strap material) to the splint 
or carrying out a processing step outside the scope of the original manufacturer’s guidance.  
 
If a professional user / healthcare institution is regarded as a manufacturer of custom-made 
medical devices they need to comply with the legislation, in particular Schedule 1: Essential 
Requirements and Schedule 8 of the Statutory Instrument: Statement Concerning Devices for 
Special Purposes.  Reference should be made to the IMB’s Guidance Note 14, which provides 
guidance for manufacturers of custom-made medical devices.  That guidance note also includes 
checklists and templates to assist with the preparation of the technical documentation for these 
devices. 
 
The IMB Medical Devices Department have also issued a booklet in relation to the manufacture 
of medical devices within healthcare institutions.  This booklet and the aforementioned guidance 
notes may be obtained from the Medical Devices Department of the IMB or downloaded from 
www.imb.ie. 
 
 
5 CONCLUSION 
 
There are certain activities carried out in healthcare institutions that are outside the scope of the 
legislation, and which do not require the institution to meet the obligations of a manufacturer. 
These activities include: 
 

 Using mass produced off-the shelf splints  
 
 Assembly, following the guidance of the original manufacturer, of splints from CE 

marked material that is intended to be used for the manufacturing of splints   
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 Adaption of CE marked splints / materials to suit the needs of an individual patient  
 

However, there are certain other activities that bring the healthcare institution within the scope of 
the legislation, in particular: 
 

 Manufacture of splints by healthcare professionals from material that is not CE marked and 
not intended to be used for splinting 

 
 Significant modification of splints 

 
In these two instances, the healthcare institution must register with the Irish Medicines Board and 
meet all of the obligations of a medical devices manufacturer as outlined in the legislation. 
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