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Welcome 
Welcome to our first Life Sciences Legal Review. In this edition we report on 

proposals to reform clinical trial regulation in the European Union and provide a 

brief introduction to the Government's new Patent Box tax relief regime. 

We also look at what the Unified Patent Court and Unitary Patent regime will 

mean for European Patents and provide an update on recent cases and new 

legislation. 

We hope you find these articles useful and interesting. 

If you have any topics you would like covered in future editions please let us 

know (using the contact details on the back page). 

Clinical trials: European commission proposal to 

replace the clinical trials directive 

Background 

In the European Union (EU) the conduct of clinical trials is tightly regulated. The 

rules for the conduct of clinical trials are currently contained in Directive 

2001/20/EC (Clinical Trials Directive). 

Since the Clinical Trials Directive was introduced in 2004, it has been widely 

criticised by patients, researchers and the pharmaceutical industry. 

The common opinion of such stakeholders is that the Clinical Trials Directive has 

reduced the attractiveness of the EU for conducting clinical trials. Concerns are 

that the Clinical Trials Directive has brought in unnecessary administrative and 

regulatory burdens and lacks clarity in certain aspects.  

Further, the Clinical Trials Directive has not been implemented uniformly by all 

Member States of the EU. Such reduced harmonisation has resulted in delays 

and increased costs for researchers conducting multinational trials. 

Since the Clinical Trials Directive was introduced the costs of conducting a trial, 

the administrative burdens and the lead time in launching a trial have all 

increased. 

Proposed Regulation 

The European Commission now proposes to simplify the rules for the conduct of 

clinical trials and to harmonise them across the EU to ensure uniformity. 

Consequently, on 17 July 2012 the European Commission adopted a proposal 
for a European Regulation which will replace the Clinical Trials Directive and 
ensure that rules for conducting clinical trials are identical across the EU. 
 
Issues addressed by the proposed Regulation include: 
 

 Authorisation process: The Regulation will simplify and streamline the 

Life Sciences Legal Review 
Spring/Summer 2013 

Issues addressed by the proposed 

European Regulation: 

 Authorisation process 

Reporting procedure 

 Co-sponsorship 

 “Low Intervention Clinical Trials” 

 Compensation for damages 
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authorisation of clinical trials in the EU. It is proposed that there is to be a 

harmonised authorisation dossier and that all applications for clinical trials to be 

conducted in the EU (both single and multi-state) will be submitted through a 

single EU portal. With respect to multi-state trials, the submission will be 

assessed by all EU Member States involved and a single decision will be given. 

 

 Reporting procedure: There will be a more streamlined procedure. This will 

include reporting of serious adverse reactions being made direct to the 

EudraVilgilance database, the option to identify certain adverse events which 

do not need to be reported by the investigator to the sponsor, and simplified 

submission of the annual safety report by the sponsor (with an exemption for 

certain authorised investigational medicinal products). 

 

 Co-sponsorship: The Regulation will allow for co-sponsorship with the co-

sponsors being able to divide responsibility for the clinical trial between them. 

 

 “Low-intervention clinical trials”: The Regulation will introduce the concept 

of “low intervention clinical trials”, which is a clinical trial where the 

investigational medicinal product is authorised and used in accordance with its 

marketing authorisation and the additional risk posed by the trial compared to 

normal clinical practice is no more than minimal. Such trials will be authorised 

within shorter timeframes and subject to fewer burdensome regulatory 

requirements. 

 

 Compensation for damages: The Clinical Trials Directive introduced an 

“obligatory insurance/indemnity” which has substantially increased the costs 

and administrative burden of conducting clinical trials. The proposed Regulation 

recognises that clinical trials do not always pose additional risk to the subjects 

over normal clinical treatment. Therefore in cases where there is no additional 

risk, or such risk is negligible, no specific damage compensation (insurance or 

indemnity) will be required. With respect to trials where there is additional risk 

and the sponsor is obliged to ensure compensation, the proposed Regulation 

puts EU Member States under an obligation to set up a national indemnification 

mechanism on a not-for-profit basis. This should be of particular value to non-

commercial sponsors, for whom it has been difficult to obtain compensation 

coverage. 

 
It is proposed that the provisions of the Clinical Trials Directive which are to be 
retained are to be clarified as needed, and where necessary the proposed 
Regulation will bring together the rules contained in the Good Clinical Practice 
Directive (Directive 2005/28/EC) and associated Commission guidelines. 
Ultimately, it is hoped that the proposed Regulation will restore the EU’s 
competitiveness in clinical research. 
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Next steps 

The proposal for the Regulation has been submitted to the Council and the 
European Parliament for consideration and adoption. It is expected that the new 
Regulation will come into effect in 2016. 
 

The Patent Box tax regime – a brief insight into its 

application 
The new Patent Box tax regime provides companies with the option of applying 
a reduced 10% corporation tax rate to the proportion of profits derived from the 
exploitation of patents granted by the UK Intellectual Property Office, the 
European Patent Office or certain other specified EEA countries (Patents) (the 
regime also extends to other similar intellectual property rights but for the 
purpose of this article we will refer to Patents only). 

Qualifying for the Patent Box regime 

In order for a company (the Company) to benefit from the Patent Box certain 

conditions must be met: 

 Patent ownership requirements: the Company must be the owner or an 

exclusive licensee of the Patents. 

 Development condition: the Company, or subject to certain conditions 

another company in the Company’s group, must have carried out “Qualifying 

Development” in respect of the Patents. 

 Active Ownership condition: in the event that the Company is part of a group 

of companies, the Company must meet the “Active Ownership” condition. The 

Active Ownership condition is met if either:  

1. the Company performs a significant amount of management activity in 

respect of the Patents, where “management activity” means formulating 

plans and making decisions in relation to the development or 

exploitation of the Patents, or  

2. the Company has itself carried out Qualifying Development in respect of 

the Patents, rather than it having been carried out by another group 

company. 

The upshot of this condition is that if the Development Condition has only been 

met by virtue of a company within the Company’s group having carried out the 

Qualifying Development, then in order for the Company to benefit from the 

regime it must be playing an active role in the management of the Patents. 

Therefore, in certain circumstances an IP holding company within a group will be 
able to benefit from the regime. 

Relevant IP income 

The following categories of income are taken into account when calculating the 
profits which will benefit from the Patent Box regime: 
 

 Income from all sales of the patented item, or an item incorporating a  

Background information 

The Patent Box enables companies to 

apply a lower rate of Corporation Tax 

to profits earned after 1 April 2013 

from its patented inventions and 

certain other innovations. The relief is 

being phased in from 1 April 2013 and 

the lower rate of Corporation Tax to be 

applied will be 10 per cent. 

 Qualifying Development 

“Qualifying Development” means that 

either:  

 creating, or significantly contributing 

to the creation of, the invention, or 

 performing a significant amount of 

activity for the purposes of 

developing the invention or any 

product or process incorporating the 

invention. 

Merely commercialising a fully 

developed product or process 

incorporating the invention will not be 

enough by itself. 
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patented item. 

 

 Licence fee and royalty income received under any agreement granting third 

parties: (a) a right in respect of the Patents, (b) any other right in respect of 

items or processes protected by the Patents, and/or (c) in the case an 

agreement granting rights alongside (a) or (b), any other right granted for the 

same purpose as those rights. The income in the above two categories 

includes income from sales made, and licences granted, in territories outside of 

the protection of the Patents. 

 Income from the sale or disposal of the Patents. 

 Amounts received in respect of infringement, or alleged infringement, of the 

Patents – ie damages or settlement payments. 

 Other compensation paid in respect of items falling into category 1 or other lost 

relevant IP income. This, for example, would include damages from an 

overseas infringement claim in respect of items covered by the Patents. 

Notional royalty 

There is an additional way a company may benefit from the regime if it is using 

an invention which is covered by a Patent to generate income but such income 

does not fall within categories 1 or 2 above.  

For example, where a company uses a patented tool to produce the items it 

sells, or uses a patented process to provide a service to customers. In this event, 

the Company can claim the benefit of the regime in respect of an amount 

equivalent to the royalty the Company would expect to have pay if it needed a 

licence from a third party in order to exploit the Patent in such manner. 

Example scenarios 

Can the company in question benefit from the Patent Box in each of the 

scenarios below, and if so, how? 

Scenario 1 

Company A is a member of a group of companies. Company A invents and 

subsequently patents a product, which it then markets. 

 Company A meets the Patent Ownership Requirements as it is the owner of 

the Patent covering the product. 

 Company A meets the Development Condition as, having created the 

invention, it will have carried out Qualifying Development in respect of the 

Patent. 

 As Company A is a member of a group of companies the Active Ownership 

Condition must be met but as Company A carried out the Qualifying 

Development itself this condition will be met automatically. 

Company A will be able to benefit from the Patent Box in respect of income 

derived from the sales of the product as it will be Relevant IP Income  
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(category 1). 

Scenario 2 

Company B invents and subsequently patents a process which it then 

uses to provide services to its customers.  

As above, conditions for qualifying for the regime will be met but in this scenario 

the income received from customers in return for the service does not fall within 

the categories of Relevant IP Income. However, Company B will be able to 

benefit from the Patent Box regime by attributing a notional royalty in respect of 

the patented process. 

Scenario 3 

Company C invents and patents a product and then grants a non-exclusive 

licence to a third party permitting it to manufacture and sell the product.  

As before, the conditions for qualification are met. Company C will be able to 

benefit from the Patent Box in respect of income derived from the any licence 

fees and royalties received as they will be Relevant IP Income (category 2). Note 

that the licence that Company C grants does not need to be exclusive. 

Scenario 4 

Company D buys a Patent from a third party and then sells items 

incorporating the patented invention. 

 Company D meets the Patent Ownership Requirements as it is the owner of 

the Patent covering the product. 

 With respect to the Development Condition, Company D did not create the 

invention covered by the Patent. Therefore, in order to meet this condition 

Company D will need to have performed a significant amount of activity for the 

purpose of developing the product which incorporates the invention.  

If Company D meets the Development Condition it can benefit from the Patent 

Box and income received from sales of the products will be Relevant IP Income 

(category 1). 

Scenario 5 

Company E buys a Patent covering a product from a third party and then 

grants a licence to another third party permitting it to manufacture and sell 

the product. 

 Company E meets the Patent Ownership Requirements as it is the owner of 

the Patent covering the product. 

 Company E does not meet the Development Condition so will not be able to 

benefit from the Patent Box (in respect of the royalties received under the 

Patent licence, or otherwise). 
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Scenario 6 

Company F and Company G are members of a group of companies. 

Company F creates an invention. In accordance with the group’s IP 

strategy, the rights to the invention are assigned to Company G which 

obtains a Patent in respect of it. Company G then grants Company F an 

exclusive licence to exploit the Patent. Company F sell products covered 

by the Patent. 

Company F: 

 Company F meets the Patent Ownership Requirements as it is an exclusive 

licensee under the Patent. 

 Company F meets the Development Condition as it created the invention. 

 Company F automatically meets the Active Ownership Condition as it created 

the invention itself. 

Income received by Company F from product sales will be Relevant IP Income 

(category 1) hence Company F can benefit from the Patent Box. 

Company G: 

 Company G meets the Patent Ownership requirements as it is the owner of the 

Patent. 

 Company G meets the Development Condition as, although it did not carry out 

Qualifying Development itself, Company F did whilst they were part of the 

same group. 

 As Company G did not create the invention itself, in order to meet the Active 

Ownership Condition it needs to be performing a significant amount of 

management activity in respect of the Patent (see above). 

Provided that the Active Ownership Condition is met the royalty Company G 

receives from Company F under the licence with be Relevant IP Income 

(category 2) and Company G can benefit from the Patent Box. This is an 

example of how an IP holding company can benefit from the regime provided 

that it can satisfy the Active Ownership Condition. 

Mixed sources of income 

A further issue for companies when putting the regime into practice is what 

happens if there are mixed sources of income. For example, what if: (a) items 

which give rise to Relevant IP Income and items which do not are sold together 

as a single unit for a single price; or (b) income is derived under a single 

agreement which covers the sale of items or the grant of rights which would give 

rise to Relevant IP Income and others which do not? 

With respect to items the first issue may be for the company to establish that the 

item covered by the Patent is “incorporated” into the larger item which is being 

sold. HMRC’s view is that incorporation means that the item is physically part of 
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the larger item and is intended to be for its operating life (provided that it has not 

been incorporated merely to bring the regime into play). HMRC gives the 

example of a conservatory which contains a patented hinge as being a larger 

item which incorporates a patented item, and hence all income from the sale of 

that conservatory would be Relevant IP Income. 

HMRC’s example of a single unit which would contain items giving rise to 

Relevant IP Income and items which do not, is a home entertainment system 

where the TV is protected by Patents but the blu-ray player and surround sound 

system are not. In this case, the sale proceeds of the home entertainment 

system must be apportioned between Relevant IP Income and nonqualifying 

income on a “just and reasonable basis”. The same type of apportionment would 

be required if the sales price for the conservatory mentioned above included 

installation. 

It is this apportionment which may prove difficult for companies and where 

specialist accountancy input is likely to be required. 

The Unified Patent Court and the Unitary Patent 

regime 
Currently patents granted by the European Patent Office (European Patents) 

can only be enforced by taking action in the national courts of each country 

where there is infringement. The wheels are now in motion to establish a Unified 

Patent Court which will provide a means of enforcing patents in Europe through 

a single action. 

Alongside the establishment of the Unified Patent Court, a “Unitary Patent” 

regime is to be brought into effect. Unitary Patents will be granted by the 

European Patent Office and automatically valid in all Member States participating 

in the regime, rather than needing to be validated in each Member State as 

European Patents need to be. 

This article gives a brief explanation of the what the Unified Patent Court and the 

Unitary Patent regime will mean for European Patents. 

How will the establishment of the Unitary Patent and the Unified Patent 

Court affect European Patents? 

Unitary Patent 

The establishment of the Unitary Patent regime will not itself affect European 

Patents in any way. Once the Unitary Patent regime is in place an invention 

owner applying for a patent through the European Patent Office will be able to 

opt for either a Unitary Patent (conferring protection in all Member States 

participating in the scheme) or a European Patent (designating certain Member 

States for protection). 

Which one a patent owner chooses is likely to come down to which, and how 

many, Member States the patent owner is looking for protection in, and cost. For 

More information 

For more information about the Patent 

Box regime, please see the HMRC’s 

guide here. 

 

http://www.hmrc.gov.uk/ct/formsrates/claims/patent-box.htm
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example, if the patent owner would normally only seek protection in a few EU 

territories it would seem not to make sense financially to opt for a Unitary Patent 

if it would be more expensive. 

Unified Patent Court 

As stated above, the Unified Patent Court will eventually have exclusive 

jurisdiction over all litigation in relation to European Patents. This means that the 

owner of a European Patent will have to bring proceedings in the Unified Patent 

Court in respect of patent infringement in any of the territories covered by the 

European Patent in question (with the exception of the territories of Member 

States not participating in the scheme). For some patent owners this will be seen 

as a clear advantage. However, a certain downside for the patent owner is that a 

third party will only need to bring revocation or declaration of non-infringement 

proceedings in the Unified Patent Court in respect of all the territories (of 

participating Member States) covered by the European Patent. 

However, it will actually be a long time until the Unified Patent Court will have any 

unavoidable effect on European Patents. 

Firstly, although the agreement establishing the Unified Patent Court (the UPC 

Agreement) was signed by the participating Member States in February of this 

year, it must now be ratified by the required number of Member States before it 

comes into force. The earliest the UPC Agreement can come into force is 1 

January 2014 but some commentators are predicting that ratification will take a 

lot longer and that it is more likely the Unified Patent Court (and the Unitary 

Patent which is co-dependent on the UPC Agreement being in force) will not be 

in effect until 2015 or 2016. 

Furthermore, the UPC Agreement contains transitional provisions in relation to 

European Patents. These provide that during the period of seven years from the 

date that the UPC Agreement comes into force, litigation in relation to European 

Patents may be brought in the relevant national courts. In addition, owners of 

European Patents granted or applied for before the end of this transitional period 

shall have the option of opting out of the exclusive competence of the Unified 

Patent Court. Although, the wording of the UPC Agreement is not as clear as it 

could be, the general consensus of commentators is that the intention is that the 

Unified Patent Court will have no jurisdiction over European Patents which have 

opted out, for the life of the patent. 

The above, combined with the fact that it is possible to withdraw the “opt-out”, 

means that an owner of a European Patent can opt-out initially and avoid the risk 

of having “pan-European” revocation proceedings being brought against it in the 

Unified Patent Court but then withdraw the “opt-out” and use the Unified Patent 

Court to bring infringement proceedings, if it makes sense to do so, ie if there is 

infringement in multiple Member States. 

It is also possible that the above transitional period may be extended by the up to 

Jurisdiction of the Unified Patent 

Court 

 Unitary Patents: The Unified Patent 

Court will have exclusive jurisdiction 

over all kinds of litigation relating to 

Unitary Patents. 

 European Patents: Subject to the 

transitional provisions discussed 

below, the Unified Patent Court will 

also have exclusive jurisdiction in 

relation to European Patents. 

 National Patents: The Unified 

Patent Court will have no jurisdiction 

over patents granted by national 

patent offices (“National Patents”). 

Litigation in relation to National 

Patents will remain the jurisdiction of 

the national court of the country 

concerned.  
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a further seven years. 

Case law 

High court finds patent for United Kingdom’s most successful antimalarial 

drug invalid 

In the case of Glenmark Generics (Europe) Limited & others v The 

Wellcome Foundation Limited and Glaxo Group Ltd ([2013] EWHC 148 

(Pat)) the High Court has found that Wellcome’s patent for the anti-malarial drug 

Malarone is invalid and hence should be revoked. 

In order for a patent to be valid the invention which it covers must (amongst other 

things) be: new; and involve an inventive step. Malarone is a pharmaceutical 

composition which is comprised of a combination of the drugs atovaquone and 

proguanil in the ratio 5:2. It was this combination of the drugs which was 

protected by the patent rather than the drugs themselves. 

The Judge found that combining the drugs in the above ratio to treat malaria was 

not inventive over studies that had been performed and disclosed to the public in 

articles and presentations before the date of the patent. Although the exact ratio 

of the drugs was not disclosed, the Judge found that the relevant skilled team 

(the standard which is applied when patent validity is being considered) would 

have found it obvious to try a 5:2 ratio and hence the invention lacked the 

required inventive step. 

Combination products are common in the pharmaceutical industry and this 

decision highlights the vulnerability of the patents protecting such products where 

the molecules themselves are not protected. 

Combination products are common in the pharmaceutical industry and this 

decision highlights the vulnerability of the patents protecting such products where 

the molecules themselves are not protected. Glenmark Generics reportedly 

launched the first generic atovaquone proguanil combination as soon as the 

Malarone patent was revoked. 

Court of Justice clarifies meaning of medical device 

In the case Brain Products GmbH v BioSemi VOF (Case C-219/11) the Court 

of Justice for the European Union (CJEU) has clarified the meaning of “medical 

device”. 

The European directive which governs medical devices (Council Directive 

93/42/EEC (the Directive) defines them as: 

a) “any instrument, apparatus, appliance, software, material or other 

article… intended by the manufacturer to be used for human beings for 

the purpose of: 

b) diagnosis, prevention, monitoring, treatment or alleviation of disease, 
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c) diagnosis, monitoring, treatment, alleviation of or compensation for an 

injury or handicap,  

d) investigation, replacement or modification of the anatomy or of a 

physiological process, 

e) control of conception, and which does not achieve its principal intended 

action in or on the human body by pharmacological, immunological or 

metabolic means, but which may be assisted in its function by such 

means.” 

One of the requirements of the Directive is that, in order to be marketed in 

Europe, all medical devices must have CE certification and bear a CE mark. 

The defendants in this case produced equipment which enables human brain 

activity to be recorded. The claimants argued that such equipment fell within  

part (c) of the above definition and hence should be classed as a medical device. 

In turn, as the defendants did not have CE certification for the equipment, the 

claimants argued that they should be prohibited for marketing the product. 

 

The defendants counter-argued that as the equipment was not intended for 

medical use it could not be a medical device. 

The CJEU held that part (c) of the definition must be interpreted as meaning that 

the concept of “medical device” covers an object conceived by its manufacturer 

to be used for human beings for the purpose of investigation of a physiological 

process only if it is intended for a medical purpose. The equipment in question 

therefore did not require CE certification. 

To find otherwise would mean that other goods (such as sports goods) which 

enable the functioning of certain organs in the human body to be measured 

without any medical use would fall within the definition and be subject to the CE 

certification procedure without any justification. The requirement for CE 

certification, and hence the potential limitation of free movement of goods, is 

justified by the necessity to protect public health. 
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Legislation update 

Clinical trials to be exempt from patent infringement 

Following publication of the results of the Intellectual Property Office’s 

consultation on the subject, the 

Government has announced that the Patents Act (section 60(5)) shall be 

amended to include an exemption from infringement for activities involved in 

preparing or running clinical or field trials of innovative drugs for the purpose of 

gaining regulatory approval in any country. 

This change will exempt from infringement the activities required to secure 

regulatory approval to market innovative drugs, and also activities necessary for 

health technology assessment – for example, data to support assessment by the 

National Institute for Health and Clinical Excellence. 

It is hoped that the change in law will improve the clinical trials environment in the 

UK, making it a more desirable location for clinical trials and, in turn, benefitting 

patients, the industry and the economy. 

It is proposed that the amendments to the Patents Act will come into effect on 1 

October 2013.  

Contact 

Jennifer Pierce 
Partner 
+44 (0)20 7203 5062 
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