
 

 

Supreme Court Judgment in Lyrica/Pregabalin Case 

In recent years, pharma companies have sued pharmacy owners as well as 

generics companies when alleging that their patents have been infringed. A few 

weeks ago, the Supreme Court handed down its judgment in a dispute that 

affects the potential liability for community pharmacies in patent infringement 

cases. 

Pfizer had sued Mylan, alleging that Mylan’s launch of generic pregabalin 

infringed the patent for Lyrica.  The Lyrica patent was originally granted to protect 

the use of the drug in the treatment of seizure disorders, notably epilepsy.  

However, Pfizer was later granted a second patent for the treatment of 

neuropathic pain.  The latter patent remained current after the patent for treating 

seizure disorders had expired.  If Pfizer was right in asserting that the second 

patent was valid, it would mean amongst other things that any pharmacy or 

pharmacist who supplied generic pregabalin to a patient who had a seizure 

disorder would have breached the patent and be liable for substantial damages 

or loss of profits, even if the pharmacist did not know the condition for which 

pregabalin had been prescribed. 

The Supreme Court decided that Pfizer’s patent for the treatment of neuropathic 

pain was invalid.  Amongst other things: 

 The Supreme Court was very much alive to the risk that if the later patent was 

valid, pharmacists who acted in good faith could be sued for large sums of 

money for unintentionally breaching the patent.  The court also recognised 

that this risk would stifle the generics market and pharmacists would not be 

willing to supply the generic version if there was a risk of being sued. 

 The judges held that if the outward appearance (including packaging, 

labelling and patient information leaflet) was presented as suitable for the 

patented use, a pharmacist who dispensed it for a non-patented use (such as 

epilepsy in this case) would not be liable for patent infringement except, 

perhaps, in a rare case where the context made it obvious that the outward 

appearance should not be taken at face value  

 It is worth bearing in mind that the case was about “second use” patents ie 

Pfizer already had a valid patent for Lyrica for the original use, and were 

seeking to extend it for use in the treatment of neuropathic pain. If the original 

Lyrica patent was still current for the treatment of seizure disorders, a 

pharmacist who supplied a generic version could still be sued. 
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Season’s Greetings! 
 
We wish all our readers a 
happy, peaceful and 
prosperous New Year.  
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Liability of Unqualified Staff 

In the autumn, the Supreme Court handed down its judgment in Darnley v 

Croydon Health Services NHS Trust.  The claimant, Michael Darnley, had been 

struck on the head.  A friend drove him to the A&E Department at Mayday 

Hospital in Croydon.  The claimant told the receptionist that he thought he had 

had a head injury and was feeling very unwell.  The receptionist said there was a 

wait of up to four or five hours.   The claimant told the receptionist he was feeling 

too unwell to wait that long.  After waiting 19 minutes, he left because he was 

feeling too unwell to remain, and went to his mother's home.  The claimant's 

condition worsened and he suffered severe and permanent brain damage 

because he had not been treated when he first attended the hospital. 

 The A&E receptionist had failed to inform the claimant that he would be seen by 

a triage nurse within 30 minutes of arrival. Had he been told this, he would not 

have left the hospital.  At the trial and in the Court of Appeal, the claimant's claim 

was dismissed on the basis that the receptionist did not owe the claimant a duty 

of care, and also because there was no causal link between any breach of duty 

and the injury. 

The Supreme Court allowed the claimant's appeal, holding amongst other things 

that where there is a duty of care, it is not appropriate to distinguish between 

medical and non-medical staff because the Hospital Trust had given the A&E 

receptionist the role of being the first point of contact for persons seeking medical 

assistance and, as a result, the receptionist was responsible for providing 

accurate information about the availability of medical assistance. 

The case may have implications for community pharmacies employ who counter 

assistants who may be the first point of contact when patients enter a pharmacy. 

We suggest pharmacy owners should review relevant SOPs, and consider 

whether staff training should address what patients seeking advice or treatment 

are told; especially if for any reason the responsible pharmacist is not.  

 

Pharmacy Regulation and Inspection 

In your last issue, we reported on the number of consultations that were 

launched over the summer, including the GPhC’s consultation on pharmacy 

inspections and the publication of inspection reports.  There were mixed views 

about some of the GPhC’s proposals, and just as went to press, the GPhC 

announced: 

  It is moving to a system of unannounced inspections 
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 There will be two inspection outcomes – either “standards met” or “standards 

not all met” 

  Pharmacies will have to meet all standards before being given a “all 

standards met” outcome 

 Relevant improvement action plans will be published 

 Pharmacy owners will be expected to display inspection outcomes in their 

pharmacies 

 

Social Media and Healthcare Professionals 

We have previously reported on the case of the student healthcare professional 

who was excluded from his course because he had posted on social media 

comments that reflected his genuinely held religious views condemning 

homosexuality.  The High Court rejected an application for judicial review of the 

exclusion, but an appeal is now due to be heard by February next year.   

 

Cannabis on Prescription 

Following a review prompted by the well-publicised cases of Alfie Dingley and 

Sophie Dixon in the Summer, the Misuse of Drugs Regulations were amended 

on 1 November so as to allow a medical practitioner who is on a specialist 

register to prescribe medicinal cannabis as a special. 
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Noel Wardle, Partner 

+44 (0)20 7203 5395 

noel.wardle@crsblaw.com  

 

Our understanding of pharmacy 
businesses enables us to offer a 
competitively priced, added value, 
full service for clients, both large 
and small, and whether buying or 
selling companies, pharmacy 
partnerships or sole trader 
businesses. We can offer a one-
stop service by bringing in 

valuation and other expertise. 
 
Contact Tim Jenkins on 01483 
252529 or email 
tim.jenkins@crsblaw.com  
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