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Living costs--Crown use and the cost of pharmaceuticals 
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IP & IT analysis: Women being treated by the NHS for secondary breast cancer will soon fall victim to the 
withdrawal of the costly but life-prolonging drug, Kadcyla. Dr Penny Gilbert, partner at Powell Gilbert LLP, takes 
a look at the use of patents and Crown use, and whether a stern public mood could combine with legal redress to 
fix an unseemly situation. 
 

Original news 

Campaigners urge Health Secretary to allow cheaper breast cancer drug, LNB News 01/10/2015 34 

Guardian, 1 October 2015: A coalition of patients, clinicians and campaigners is urging the health secretary to effectively 
tear up the patent of a breast cancer drug after it was dropped by the NHS for being too expensive. The coalition is also 
asking for the import or manufacture of a generic copy of Kadcyla, which offers an extra six months of life to women with 
the HER2 type of breast cancer. 
 

What is the background to recent controversy caused by the Kadcyla drug? 

Kadcyla (trastuzumab emtansine or TDM-1), is a targeted chemotherapy drug for secondary breast cancer. It is designed 
specifically for advanced cancers that have stopped responding to conventional therapies. Kadcyla allows women with 
secondary breast cancer precious extra months, possibly years, of life. 

The treatment, however, is not cheap and reportedly costs, on average, more than £70,000 per year per patient, at list 
price. Because of the high price of the drug, it now falls short of the inclusion criteria for the Cancer Drugs Fund (CDF) 
which was established to provide an additional funding source to enable patients to access cancer drugs that would not 
otherwise be available on the NHS (having been rejected by NICE). 

Breast Cancer Now, the UK's largest breast cancer charity, recently launched a petition directed at the manufacturer of 
Kadcyla, Roche, to drop its price to a level that the NHS can afford--at least until the wider issue of access and pricing for 
new and effective cancer treatments can be addressed by negotiation between government and the pharmaceutical 
industry. Together with the pressure group 'Coalition for Affordable T-DM' it has called upon the UK's Health Secretary to 
grant a compulsory licence for patents that cover Kadcyla, indicating that an un-named company would be willing to 
produce a biosimilar if a compulsory licence is issued. 
 

Are there circumstances in which a patented medicine can be legally acquired from an 
organisation other than the patent holder? 

In order to manufacture and sell a medicinal product that is protected by a patent the manufacturer must have a licence to 
carry out those acts which would otherwise amount to infringement. 

The UK Patents Act 1977 (PA 1977) provides that the UK Intellectual Property Office (UKIPO) may grant compulsory 
licences where, in essence, the demand for a patented product is not being met on commercially reasonable terms or 
where an important technical advance relating to the field of the patent is being hindered. The UKIPO receives very few 
applications for compulsory licences (estimated to be less than one per year on average since PA 1977 came into force) 
and even fewer of these are granted. The requirement for the applicant to have first sought to obtain a licence, on 
reasonable terms, directly from the patentee, followed by the potentially ensuing legal proceedings (with consequent cost 
and delay) could explain the reluctance to apply.  

Alternatively, PA 1977, s 55 provides for any government department, or person authorised by that department in writing, 
to carry out acts for the services of the Crown that would otherwise amount to patent infringement. This Crown use 
provision is limited to patents relevant to foreign defence purposes or drugs and medicines. The permission of the 
patentee is not required and Crown use effectively provides a compulsory licence in the national interest. Pfizer Corpn v 
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Ministry of Health [1965] AC 512, [1965] 1 All ER 450, a decision of the Court of Appeal under the Patents Act 1949, 
confirmed that the use of drugs in the treatment of NHS patients amounts to use for services of the Crown. 

The patent proprietor, or exclusive licensee, is entitled to receive compensation from the Crown where such rights are 
exercised. PA 1977, s 57A provides that the measure of compensation will include the loss of profit from not being 
awarded a contract to supply the patented medicine. 
 

What are the chances of campaigners achieving this outcome? Are there precedents for 
successful use of PA 1977, s 55? 

There are no recent examples of Crown use being ordered. Apart from the case of Henry Bros (Magherafelt) Ltd v 
Ministry of Defence and Northern Ireland Office [1997] RPC 693, relating to the use of a patented invention in the building 
of a police station, there are no reported cases under PA 1977. 

In reality, the Crown use provision is intended to deal with emergencies where a particular patented product is not 
available in the UK at all, rather than to enable a cheaper version of a drug to be produced. The fact that the patentee is 
entitled to compensation for its lost profits suggests that, in any event, the route of Crown use would not provide an 
economic means of obtaining an alternative supply of a drug that is already available. 

It should also be noted that even if a biosimilar manufacturer were to receive written authorisation from the Crown to 
produce and supply its own version of Kadcyla in the UK, that biosimilar product would itself have to receive regulatory 
approval by the medicines regulator before it could be provided to patients. The regulatory approval process takes time 
and money in order to generate the necessary clinical data to demonstrate quality, safety and efficacy. It is hard to see 
how the grant of Crown use would alleviate the imminent need for an affordable supply of Kadcyla before its removal from 
the CDF in just a few weeks' time. 
 

What lessons can lawyers take from the NICE decision on Kadcyla? 

Until a biosimilar--or generic--product becomes available, following regulatory approval in the normal course of events, it 
is difficult to envisage how a solution can be found to providing a cheaper version of a drug rejected by NICE. Patent law, 
as it stands, does not provide a solution. 

In the case of Kadcyla, newspaper headlines reporting 'Health secretary urged to tear up patent on breast cancer drug' 
are wishful thinking and do not offer an answer to the current dilemma. It is to be hoped that--at least in the short term--an 
accommodation on pricing can be reached with the manufacturer to allow women with secondary breast cancer to benefit 
from Kadcyla therapy in England. 

In the longer term, the problem of increasingly costly therapies being unavailable to NHS patients may lead to a call for a 
political solution, and the possible review of compulsory licence provisions for life prolonging therapies.  

Interviewed by Julian Sayarer. 

The views expressed by our Legal Analysis interviewees are not necessarily those of the proprietor
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