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Limitation periods for 
medical devices
Matthew Wilson, Senior 
Associate at Mills & Reeve 
LLP has written the following 
advisory article. It has been 
reproduced with the kind 
permission of Mills and 
Reeve LLP. 

A number of recent cases 
have highlighted the claimant 
industry around product 
liability compensation claims.
Well publicised class actions around 
such matters as PIP breast implants, 
orthopaedic knee and hip implants and 
mesh implants have alerted the medical 
professions, as well as the manufacturers 
of such products, to the risks they run if 
they are at all involved in the supply chain 
of these products.  Insurers responding 
to market demands are looking at 
policies that combine product liability 
cover alongside professional indemnity.
In addition the medical professions are 
looking more critically at the terms and 
conditions applying to their independent/
private practices and taking advice about 
how they can avoid becoming embroiled in 
the supply and distribution arguments in 
the first place.

This article is not concerned with the 
supply chain but with limitation rules. That 
is to say the rules that set out the period 
within which someone must bring a legal 
claim for compensation. Specific limitation 
rules apply to any claim involving allegedly 
defective products, including medical 
products. 

In responding to a claim, an important 
consideration is limitation, and whether 
the claim been brought in time. This is 
particularly so in defective product claims 
due to the strict rules which apply. Save for 
technical defences, there is strict liability:  
all that has to be demonstrated is loss 

or damage, the existence of a defective 
product, and a causal link between the 
two. Further, liability cannot be excluded 
or limited. Given that defective medical 
products often come in batches, the 
potential exposure for manufacturers and 
their insurers is considerable. A limitation 
defence is therefore a handy thing to have.  

The limitation rules relating to defective 
product claims (including defective 
medical products) are found in s11A of the 
Limitation Act 1980 (the “Act”). It provides 
for two limitation periods. Firstly, there 
is a variable 3-year limit. Secondly, there 
is a longstop period of 10 years. Each is 
considered in turn.  

3-year limitation period
The variable rule says that a claimant must 
bring a claim within three years of the date 
the cause of action accrued or, if later, the 
date of knowledge of the claimant. That 
is almost identical to the rule applying to 
general personal injury litigation although, 
in a product liability context, it also applies 
to property damage.  

Crucial to this test is the claimant’s date 
of knowledge. This is a complex area 
involving many decided cases:  a detailed 
examination is outside the scope of this 
article. The key point to note is that it is 
largely an objective test. A claimant is 
expected to make reasonable enquiries 
about the potential liability for their loss 
or damage that might exist, from known 
or ascertainable facts. This includes a 
potential claimant seeking expert advice if 
it is reasonable to do so.  

The case of Johnson v MOD illustrates 
these points in action. Mr Johnson was 
exposed to considerable noise at work 
from 1965 to 1979.  By 2001 – when aged 
61 – he had significant hearing loss, but 
did not see his GP about it until 2006. In 
2009 an expert attributed his deafness to 
his work, and he brought a claim against 
his past employers in 2010. The Court of 
Appeal held that a reasonable man would, 
by the end of 2002, have made enquiries of 

his GP about the cause of his early onset of 
deafness. He was deemed to have enough 
knowledge to have brought a claim in 
2002, and his actual claim was brought too 
late.   

10-year limitation period
There is a maximum of 10 years in which 
to bring a claim relating to a defective 
product. It starts from when a product 
enters circulation, which is when it leaves 
the production process, and enters the 
marketing process in the form it is offered 
to the public. The 10-year deadline is a 
longstop date, equivalent to the 15-year 
date applicable to most other claims.  

The Act has various rules allowing 
limitation periods to be extended in some 
circumstances. There are rules relating 
to minors and fraud, and the court has a 
discretion to extend the period in personal 
injury claims. Those all apply to the 
3-year limit, which is not flexible. None of 
them apply to the 10-year limit, which is 
absolute.  

The European Court of Justice underlined 
this in the case of Aventis Pasteur SA 
v O’Brien. The Claimant suffered brain 
damage as a child and blamed his HiB 
vaccine, which is aimed at, amongst other 
conditions, meningitis C. A claim was 
mistakenly brought against the distributor 
of the product, and a later claim against 
the producer of the product was brought 
outside the 10 year period. The Claimant 
therefore sought to remove the distributor 
as a defendant in the original claim, and 
replace it with the producer.  

The House of Lords (now the Supreme 
Court) was minded to agree to the change, 
and the Act arguably allowed them to 
do this. The ECJ found that allowing a 
producer to be substituted and sued after 
the end of the 10-year period infringed 
the underlying EC Directive, and was not 
permitted.  

The 10-year rule is undoubtedly useful for 
producers, but is perceived by some 
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“A limitation 
defence is a 
handy thing 
to have.”

to be draconian. There is the potential 
for sympathetic court decisions. The ECJ 
said that substitution could be allowed 
where the distributor was a wholly 
owned subsidiary of the producer, and 
the producer made the decision to place 
the product into circulation.  A court can 
also take a flexible approach to the date 
a product enters circulation, as this is 
necessarily fact sensitive. Further, if a 
supplier fails to respond in a reasonable 
time to a consumer’s request that they 

identify the producer, the supplier 
becomes liable for the damage.  On this 
latter point there is the proviso that it 
must not be reasonably practicable for the 
consumer (ie the potential Claimant) to 
identify the producer.  

For medical device manufacturers the rules 
are, therefore, reasonably positive.  Rather 
than a 6 year limitation period with a 15 
year longstop, it is a 3 year period with a 
10 year cut-off.  As ever, those basic points 
hide a number of nuances, and there are 
traps for the unwary.  

This article does not present a complete or 
comprehensive statement of the law, nor 
does it constitute legal advice. It is intended 
only to highlight issues that may be of 

interest. Specialist advice should always be 
sought in any particular case.
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