
While medical devices range from simple tongue depressors and 
bandages to complex programmable pacemakers and sophisticated 
diagnosing systems, product development and manufacturing processes 
are becoming more demanding across the board. The convergence of  
this with changes in regulatory controls and litigation patterns is having  
a significant impact on the industry’s casualty insurance risk landscape. 
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Trend         Casualty relevance
What can insureds do to minimise  
these risks? 

What is important to bear in mind when 
insuring these risks?

In-vitro diagnostics (IVD)  
 
Linking genes and disease risks provide fast test results, while the point-of-care 
testing market is expanding rapidly. Governments are also pushing to reduce the 
time required to diagnose cancer patients, for example. They are also questioning 
whether point-of-care testing is a useful adjunct or whether its sensitivity and 
specificity is suboptimal, therefore leading to more false diagnoses. No clear use has 
so far been found that is superior to the existing clinical practice of examining frozen 
sections taken during surgery. As direct-to-consumer genetic testing is becoming 
more common, consumers are likely to misinterpret the clinical significance of test 
results and use them as the basis to make misinformed and potentially harmful 
healthcare decisions.

   

 ̤ Provide clear instructions and guidance on how to 
interpret test results for the healthcare professionals and 
consumers who will be conducting the tests. 

 ̤ Extensively test the product during development and 
pre-marketing to minimise the possibility of misdiagnosis 
(false positives/negatives).

 ̤ Understand the underlying genetics and the predictive 
clinical value of such tests and potentially misleading 
promises given to patients. 

 ̤  Monitor governmental strategies in the key markets to 
understand the drivers of market growth.

Change of regulatory hurdles 
 
The EU has introduced new legislation for medical devices (Medical Device 
Regulation, MDR) that promotes a shift from the pre-approval stage (ie CE marking) 
to a life-cycle approach (similar to the view advocated by the US FDA). Various new 
requirements, such as stricter rules on clinical evidence and strengthening of post-
market surveillance, are aimed at enhancing patient safety. The legislation also 
introduces manufacturers’ liability specific to medical devices in line with the 
European Liability Directive. Authorised representatives will be jointly and severally 
liable for the devices they represent. While this change from a liability insurance 
perspective is welcomed, it will put enormous pressure and an administrative 
burden on manufacturers during the transition phase.

 ̤ Ensure organisational preparedness to adopt incoming 
changes, including the potential  engagement of third-
party service providers to meet new requirements. 
 

 ̤ Closely monitor the scope of changes, which could 
potentially lead to device reclassification.

 ̤ Take into consideration that new regulatory requirements 
are likely to result in more complex administrative and 
operational procedures, thereby making the sound 
management of the transition period crucial. 

 ̤ Understand the preparedness of the insured to adapt to 
new regulations in the context of its portfolio of medical 
devices (low, intermediate or high risk class devices). 

Contract manufacturing sophistication 
 
As medical device original equipment manufacturers (OEMs) attempt to decrease 
the complexity of their own manufacturing operations, they are demanding more 
from their suppliers. This is significantly changing the complexity of the work of 
contract manufacturers – it is not long ago that they were told what products to 
manufacture and how. More recently, they have started to offer value propositions 
providing services from product concept and development to highly specialised 
manufacturing, and even supply chain management and delivery, to the end 
customer. Their liability profile is therefore also undergoing major change and  
may further increase as they are entrusted with more design responsibilities.

 ̤ Additional services and extended value propositions 
bring increased product liability exposure. 
Manufacturers should understand these exposures  
and place particular emphasis on product design  
and product safety review to minimise design errors.  
 

 ̤ Stay on top of technological advances, but also 
understand the limitations and potential pitfalls  
of a certain technology. 

 ̤ Constantly strive to adapt/improve quality standards  
to keep manufacturing errors to the minimum.  

 ̤ Understand the quality mind-set, strategy and systems in 
place, as well as design and safety review procedures. 

 ̤ Have a clear view of the tasks and responsibilities of  
the (contract) manufacturer along the medical device 
manufacturing and supply chain, in particular in relation  
to agreements between the different parties.   

 ̤ Evaluate product manufacturing defect trends, product 
recalls and corrective actions within the geographical 
region(s) of interest. 

Group claims under the UK Consumer 
Protection Act 1987 (CPA)
The threshold for a claim under the CPA is much lower than for negligence,  
as there is strict liability as long as there is a defect in the product that caused  
injury or damage. In the case of DePuy implants, the claimants’ case was that the  
hip implants were defective under the CPA – ie their safety was not what persons 
generally are entitled to expect – because they had suffered an adverse reaction  
to the metal debris that is generated from the articulating surfaces of the metal  
ball-and-socket joints. The decision passed down, however, was in favour of the 
manufacturer and provides guidance on what should be considered a defect under 
the CPA. It will have a major impact on the future of product litigation while 
reassuring manufacturers (and their insurers). 

 ̤ Ensure that known and inherent characteristics of 
medical devices are clearly described and 
communicated to patients to make them aware of  
any potential adverse reactions.  

 ̤ Be prepared for collective actions that may become 
more frequent across Europe, and be aware that 
different jurisdictions may come up with varying 
interpretations. 

 ̤ Evaluate whether marketing strategies and communication 
to customers downplay potential shortcomings of medical 
devices. Based on their expertise and experience, insureds 
should transparently present all relevant potential user 
adverse experience information, in particular for high-risk 
class products.  

 ̤ Understand how the insured gathers and evaluates post-
marketing safety and user complaint data, whether suitable 
systems and procedures are in place, and how post-
marketing data are aggregated and processed  
(eg periodic safety reviews). 
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