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Welcome 
Welcome to our second Life Sciences Legal Review. We hope that this edition 

will provide something of interest for everybody in the field, ranging from 

research based companies to manufacturers and distributors. 

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

know – if a topic is of interest to you than it is likely to be of interest to others. 

The CJEU’s decision in Brustle – the implications for 

stem cell research 
Stem cell research involves the use of embryonic stem cells (as well as adult 

stem cells) in research. As the embryonic stem cells used in research are 

derived from animals, including humans, stem cell research has become 

associated with ethical, moral and religious concerns. An issue which has arisen 

from those concerns is whether inventions which involve stems cells and their 

uses should be patentable. 

The Biotechnology Directive 

Patentability confers protection and commercial advantages for a patent owner. 

However, not all inventions are patentable. The Biotechnology Directive provides 

that the human body at the various stages of its formation and development, and 

the simple discovery of one of its elements, cannot constitute patentable 

inventions. Further, Article 6(2)(c) of the Biotechnology Directive expressly 

provides that the use of human embryos for industrial and commercial purposes 

is unpatentable. 

Questions however remain: If uses of “human embryos” are not patentable, are 

stem cells derived from human embryos patentable or are methods of use of 

stem cells derived from human embryos patentable? In fact, what is meant by 

the term “human embryos” under the Biotechnology Directive? 

The question of what constitutes a human embryo for the purposes of Article 6(2) 

(c) of the Biotechnology Directive was considered in the case of Oliver Brustle v 

Greenpeace (Brustle). 

The CJEU’s decision in Brustle 

Mr Brustle was the owner of a German patent concerning isolated and purified 

neural precursor cells. His patented invention used pluripotent embryonic stem 

cells (stems cells which are capable of developing into many different types of 

specialised cells but not all) to produce isolated and purified precursor cells 

which could be used in the treatment of neurological diseases such as 

Parkinson’s disease. Greenpeace applied to revoke Mr Brustle’s patent. The 

German court referred questions to the Court of Justice of the European Union 

(CJEU) concerning, amongst other things, the meaning of “human embryos”; 

and “uses of human embryos for industrial or commercial purposes” within the 
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What are stem cells and why are 

they important for research? 

Stem cells are unspecialised cells 

which have the ability to divide 

(proliferate), thus creating a supply of 

new identical (daughter) cells that, 

once divided, may develop into cells 

specialised for particular functions (for 

example, muscle cells, nerve or brain 

cells). It is this potential to proliferate 

and develop into specialised cells (and 

the manner in which proliferation and 

specialisation are regulated) which 

makes stem cells so important for 

medical research and the treatment of 

disease. 

The law 

In the UK, the use of stem cells in 

medical research is understandably 

subject to regulatory constraints. In 

addition, the patentability of inventions 

relating to stem cell research is 

subject to the provisions of the 

Directive on the legal protection of 

biotechnological inventions (the 

Biotechnology Directive). 
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meaning of Article 6(2)(c) of the Biotechnology Directive. 

The CJEU said that the concept of human embryos must be understood in a 

wide sense. In the court’s opinion, the following constituted “human embryos”: 

 a human ovum as soon as it is fertilised, if that fertilisation is such as to 

commence the process of development of a human being 

 a non-fertilised human ovum into which the cell nucleus from a mature human 

cell has been transplanted, and 

 a non-fertilised human ovum whose division and further development have 

been stimulated by parthenogenesis (if it is capable of commencing the 

process of development of a human being just as an embryo created by 

fertilisation could do). 

However, disappointingly, the CJEU said it was for the referring court to decide 

whether a pluripotent stem cell removed from a human embryo at the blastocyst 

stage of development constituted a human embryo within the meaning of Article 

6 (2)(c).  

Although Mr Brustle’s invention did not mention the use of human embryos, the 

stem cells were obtained at the blastocyst stage and at that time the removal of 

the cells resulted in the destruction of the embryo. The CJEU decided that an 

invention was to be excluded from patentability where the procedure required the 

prior destruction of human embryos or the use of human embryos beforehand, 

as base material, thus removing a possible loophole available where a patent 

application was silent as to the use of human embryos. 

Concerning the question as to what is meant by “use of human embryos for 

industrial or commercial purposes”, the CJEU said that scientific research 

involving the use of human embryos was not distinguishable from industrial and 

commercial use and therefore such scientific research use is not patentable. 

Following the CJEU’s ruling, the case went back to the German court for final 

resolution. The German court followed the CJEU’s reasoning but concluded that 

the Brustle patent was not entirely invalid. It held that stem cells removed at the 

blastocyst stage did not constitute “human embryos” as such cells, although 

pluripotent and capable of developing into different kinds of tissues, were 

incapable of developing into a complete human body. Therefore, if such cells 

could be produced without destroying the blastocyst (ie the “human embryo”), 

patent protection may be possible. 

What does Brustle mean for future stem cell inventions? 

Following the decision in Brustle, in 2012 the European Patent Office (EPO) 

published new guidelines on the subject of patenting stem cell inventions. The 

new guidelines follow Brustle and make clear that a stem cell invention should 

not be directed to a human embryo nor should the invention have required prior 

destruction of a human embryo. Inventions relating to adult stem cells or human 

induced pluripotent stem cells or a method of removal of embryonic stem cells 
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without destroying the embryo (a method of doing so was published in 2008) 

should be eligible for patent protection. 

In 2013, the UK High Court in International Stem Cell Corporation v Comptroller 

General of Patents made a reference to the CJEU requesting clarification of the 

term “human embryos” in Article 6(2)(c). The High Court asked whether “human 

embryos” include unfertilised human ova whose division and further development 

have been stimulated by parthenogenesis and which, in contrast to fertilised ova, 

contain only pluripotent cells and are incapable themselves of developing into 

human beings. 

On the face of it, International Stem Cell Corporation’s patent applications 

claimed methods in which an unfertilised oocyte was activated by 

parthenogenesis and caused to develop into a blastocyst-like structure used to 

produce stem cells. 

Following Brustle, such an invention amounted to commercial or industrial use of 

a human embryo and as such was unpatentable. However, the applicant had 

argued before the UK Intellectual Property Office that in Brustle the CJEU was 

incorrect to find that an oocyte stimulated by parthenogensis was as capable as 

a fertilised ovum of producing a human being and, further, the applicant provided 

evidence that an oocyte stimulated by parthenogenesis could not ever develop 

into a human being. 

The decision of the CJEU is awaited with interest. Stem cells without doubt have 

significant potential for treatment of disease. If inventions relating to cells which 

will never be capable of developing into a viable human being are to be excluded 

from patentability, the resulting commercial disadvantage for the biotechnology 

industry is likely to negatively impact the viability of future stem cell research and 

may have serious implications for the future management and treatment of 

disease. 

Biological medicines and biosimilars 
A watershed moment was seen in September 2013 with the grant by the 

European Commission of marketing authorisations throughout the European 

Union for the first two biosimilar versions of the monoclonal antibody, infliximab 

(Remicade®). 

In this article we give an overview of biological medicines and biosimilars and 

looks at why this is such an important event. 

What is a biosimilar and how are they regulated? 

Because the originating company’s cell line and manufacturing processes will be 

proprietary/confidential to them it is impossible for another company to reproduce 

a biological medicine in the same way that an identical “generic” version of a 

chemical medicine can be produced. 
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A “biosimilar” is therefore a biological medicine which is developed to be as close 

to the original biological medicine as possible. 

Applications for marketing authorisations for all biological medicines, including 

biosimilars, are required to be submitted to the European Medicines Agency 

(EMA) through the European Centralised procedure. In the EU there is a specific 

regulatory pathway for the approval of biosimilars. However, because of the 

inevitable differences between the biosimilar and the original biological medicine 

(the Reference Medicine) and hence the potential for differences in safety and 

efficacy, obtaining a marketing authorisation for a biosimilar is still much more 

complex and costly than obtaining a marketing authorisation for a generic 

medicine, where a much abridged procedure can be followed. 

As the Reference Medicine has been authorised in the EU for several years and 

its clinical benefit is established, some studies carried out with the Reference 

Medicine may not need to be reproduced. The main part of the approval process 

for a biosimilar is therefore a comparison of it against the Reference Medicine to 

show that there are no significant differences between them in terms of quality, 

safety and effectiveness. This includes comprehensive comparisons of the 

structure and biological activity of the active substances and an assessment of 

differences in their respective benefit and risk. The EMA does not however 

specifically evaluate whether a biosimilar can be used interchangeably with its 

Reference Medicine. 

Biosimilar manufacturers must provide all of the pre-clinical and clinical data 

required to demonstrate the similarity of their product with the Reference 

Medicine. The level of data required is assessed on a case by case basis but it 

will be less than that required for an original biological medicine. 

The above can be contrasted with obtaining a marketing authorisation for a 

generic medicine, where non-clinical studies and clinical trials are not usually 

required, and the generic manufacturer only needs to demonstrate the 

bioequivalence of their product against the original product – which is usually a 

case of confirming that the blood levels of patients taking the generic product 

given at a certain dose are the same as they would be when taking the original 

product in a small number of healthy volunteers. 

Significance of these approvals 

The authorisation of these infliximab biosimilars (Remsima and Inflectra) is of 

great significance because monoclonal antibodies are particularly structurally 

complex substances that can locate and bind to specific molecules, and this is 

the first time that the biosimilar concept has been successfully applied to such a 

complex molecule. 

The European Generic Medicines Association has described this approval as the 

beginning of a new era of biosimilar medicines. It has long been argued by 

originators that the biosimilar concept carries higher risk for patients. In the case 

of these biosimilars the EMA applied regulatory criteria which required the 

What is biological medicine? 

Biological medicines are medicines 

which contain active substances made 

by or derived from a biological source 

– they are created by biological 

processes rather than by chemical 

synthesis. Examples include insulin 

and growth hormone, both proteins, 

and monoclonal antibodies. 

Biological medicines are far more 

complex and usually much bigger than 

medicines produced by chemical 

synthesis. This and the way that they 

are produced means that it is harder 

to reproduce biological medicines 

exactly. The fact that they are 

produced by complex manufacturing 

processes using living systems means 

they show considerable variability 

compared to chemical medicines. 

Differences in the cell line used and 

minor variations in conditions during 

the manufacturing process can result 

in significant variation in the properties 

of the biological medicine. Variability 

therefore occurs between batches in 

particular but can also occur within a 

single batch. 
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products to be subjected to extensive testing, including phase III trials, before 

marketing authorisation could be granted. It is hoped that the fact that such a 

robust process has resulted in a positive outcome, with Remsima and Inflectra 

being authorised for the full range of indications Remicade is authorised for, will 

set a precedent for future biosimilar antibody approvals. 

Proposed EU directive on the protection of 

confidential information 

Background 

The EU Commission has proposed a new directive, which is intended to ensure 

that confidential information is adequately protected throughout the entire 

European Union. Previously, the Commission had paid for studies of the laws of 

Member States, and had ascertained that the level of protection in the vast 

majority of states is poor. Furthermore, the Commission heard that there was 

forum shopping, with companies choosing to site R&D facilities in countries 

where there is greater protection. 

The proposal is supposed to be a harmonising measure, which means that it 

would most probably require the removal of national protection that goes beyond 

what is provided by the Directive. This is of particular significance in the UK 

which, in relative terms, has highly effective protection over and above that in the 

proposals. Whilst the intention of the Directive seems clear, it is likely that at 

some stage it will be necessary for the courts to clarify whether it is, indeed, a 

harmonising measure. We have seen similar litigation in the field of software 

copyright. 

Specifics of the Proposed Legislation 

What will it cover? 

Trade secrets 

It will cover “trade secrets”, which will be defined as: 

a) secret in the sense that it is not, as a body or in the precise configuration 

and assembly of its components, generally known among or readily 

accessible to persons within the circles that normally deal with the kind 

of information in question 

b) has commercial value because it is secret, and 

c) has been subject to reasonable steps under the circumstances, by the 

person lawfully in control of the information, to keep it secret. 

The proposal would cover a combination of information, where the precise 

combination is not in the public domain. The first limb effectively defines what the 

“public domain” will mean. The meaning of “precise” could well be the subject of 
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a reference to the European court in the future. 

The definition combines the words “generally known among or readily accessible 

to”, which would suggest that reverse engineering will only be permitted to a 

limited extent. In fact, this wording is inconsistent with the later wording permitting 

reverse engineering (see below). 

It becomes apparent, when reading the full directive, that it will also cover the 

overlap with privacy, provided that the secret has commercial value. So it should 

cover situations such as that in Douglas v Hello (a case involving the publication 

of wedding photos in breach of confidence), as well as industrial and commercial 

information. 

Drafting agreements 

It will not therefore be necessary to include wording to: 

a) deal with combinations of published information that are secret, or 

b) describe the public domain in any way. 

It will simply be a case of referring to a “trade secret” under the new law, 

although the subject matter of the secret should still be described with care. 

What is prohibited? 

Basic rule 

Protection is available to “prevent or obtain redress for, the unlawful acquisition, 

use or disclosure of a trade secret”. 

Acquisition is unlawful if carried out “intentionally or with gross negligence” by 

unauthorised access or copying of “documents, objects, materials, substances or 

electronic files, lawfully under the control of the trade secret holder”. 

The proposal also refers to theft, bribery, deception and “breach or inducement 

to breach a confidentiality agreement or any other duty to maintain secrecy”, as 

well as “conduct which, under the circumstances, is considered contrary to 

honest commercial practices”. It is likely that the concepts of “gross negligence”, 

"any other duty to maintain secrecy" and “honest commercial practices” will be 

clarified by the European Courts at some stage *. 

Use or disclosure is unlawful “whenever carried out, without the consent of the 

trade secret holder, intentionally or with gross negligence” if any of the following 

conditions are met: 

a) the trade secret has been acquired unlawfully 

b) there has been breach of a confidentiality agreement or any other duty 

to maintain secrecy, or  

Note that under the proposed 

system, confidentiality 

undertakings will be more 

important than ever. 

 *“Honest commercial practices” is 

used in the Trade Marks Regulation 

and Directive, but the context is 

different. 
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c) there is a breach of a contractual or any other duty to limit the use of 

the trade secret. 

So this deals with both unlawful acquisition and the situation where confidential 

information has been obtained lawfully, but is used in breach of confidence. 

However, it is not clear as to how the basic duty of confidence may be imposed; 

in particular, note the wording underlined in the text above. It appears that all 

disclosures (ie voluntary ones) must be under a confidentiality undertaking in 

order to ensure that the use or disclosure would be unlawful. 

Use or disclosure is unlawful if a “person, at the time of use or disclosure, knew 

or should, under the circumstances, have known that the trade secret was 

obtained from another person who was using or disclosing the trade secret 

unlawfully”. 

This should allow a recipient of information to receive the information lawfully but 
if they then become aware that it was disclosed unlawfully, at that point further use 

or disclosure by the recipient will become unlawful. 

 
Placing on the market 
 

“The conscious and deliberate production, offering or placing on the market of 

Infringing Goods, or import, export or storage of Infringing Goods is unlawful. 

Infringing Goods are “goods whose design, quality, manufacturing process or 

marketing significantly benefits from trade secrets unlawfully, acquired, used or 

disclosed”. 

This goes further than the current English law as it introduces the concept of 

infringing goods, which can then be traced, whereas English law does not allow 

people to prevent the dissemination of material that is already in the public 

domain. 

Lawful acquisition 

There is specific exemption for: 

a) independent discovery or creation 

b) independent study, disassembly or test of a product or object that has 

been made available to the public or that it is lawfully in the possession 

of the acquirer of the information 

c) exercise of the right of workers representatives to information and 

consultation in accordance with Union and national law and/or practices, 

or 

d) any other practice which, under the circumstances, is in conformity with 

honest commercial practices. 

Exception (b) clarifies the position on reverse engineering, which is permitted 
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provided that the product is acquired lawfully. We will have to see how far the 

exception for “honest commercial practices” extends when the issue is tried. 

In addition to the exceptions, there is to be no remedy available in the following 

cases: 

a) freedom of expression and information 

b) revealing an applicant’s misconduct or illegal activity to the extent 

necessary for that revelation, where the defendant acted in the public 

interest 

c) disclosure by workers representatives in the legitimate exercise of their 

representative functions 

d) for the purpose of fulfilling a non-contractual obligation, or 

e) for protecting a “legitimate interest”. 

The first two refer to press freedom and the interface with laws of freedom of 

expression. The exact remit of (d) and (e) remains to be seen as they look wide 

and will no doubt be clarified by the European Courts at some stage. 

What can you do about Unlawful acquisition, use or disclosure or placing 

on the market? 

There are general requirements for enforcement measures to be proportionate 

and to avoid the creation of barriers to trade, as well as providing safeguards 

against abuse of protection. 

Limitation period 

There is a minimum period of a year and maximum of 2 years from the date 

when the claimant first becomes aware of the breach, during which action can be 

taken. 

Under English law there is probably a limitation period of 6 years on all claims 

and it is not possible to obtain an injunction after a period of delay. 

Can you use a confidentiality undertaking to provide additional protection? 

Under current English law it is possible to provide additional contractual 

protection for confidential information, for example by setting out the exact scope 

of the information and the purposes for which it may be used. However, a 

contract cannot be used to protect information that does not fulfil the basic 

requirements of confidential information. 

In this regard, the position under the proposed directive is uncertain, but it would 

make sense for the European courts to take a similar line. The intention of the 

directive will be to harmonise European law, so it is highly unlikely that it will be 

possible to contract out of the terms. However, it may well be possible to use the 

terms in the directive to best advantage, for example, by clarifying the subject 
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matter of the confidence and by setting out the way in which the relationship will 

be managed. 

Reverse Payments in Patent Settlements – “Pay for 

Delay”? 
It is a well established principle of competition law that a payment by one 

competitor to another competitor in return for the second competitor staying out 

of the market is anti-competitive. Whether that principle applies in the context of 

settlement of patent disputes is an issue which has recently been examined on 

both sides of the Atlantic. 

Both the US Supreme Court, in the case of FTC v Actavis, Inc and the European 

Commission (the Commission), in its investigation into the dealings of the 

pharmaceutical company Lundbeck, have now ruled that settlements of patent 

litigation proceedings which involve the patent owner paying consideration to the 

alleged infringer and result in delay to the entry to the market of competing 

generic drugs may lead to serious infringement of competition laws. 

European Commission Proceedings 

The Commission has been monitoring patent settlement agreements in the 

pharmaceutical sector since 2009 in order to identify those settlements which 

violate competition law. The Commission’s report in 2012 indicates that 11 

percent of the settlement agreements it reviewed in 2011 are likely to be 

problematic from a competition law perspective. 

Lundbeck 

This investigation involved Lundbeck’s citalopram product, a very successful 

antidepressant drug. 

After Lundbeck's basic patent for the citalopram molecule expired, it was faced 

with relying on a number of related process patents which provided more limited 

protection. Producers of cheaper, generic versions of citalopram therefore sought 

to enter the market. Generic competition generally drives prices down 

significantly, reducing the profits of the originator of the product and directly 

benefitting patients. 

However, according to the Commission’s finding, in 2002 Lundbeck entered into 

agreements with several producers of generic medicines (namely Alpharma, 

Merck, Arrow and Ranbaxy) to delay the market entry of cheaper generic 

versions of citalopram. 

The Commission stated that Lundbeck did not prevent market entry by 

successfully enforcing its patent rights but rather paid competitors not to 

compete, giving them the equivalent of what they would have earned had they 

entered the market.  

It is a well established principle of 

competition law that a payment 

by one competitor to another 

competitor in return for the 

second competitor staying out of 

the market is anti-competitive. 
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Lundbeck: 

 paid significant lump sums 

 purchased generics producers' stock for the sole purpose of destroying it, and 

 offered the generics producers guaranteed profits in distribution arrangements. 

The payments and other inducements from Lundbeck amounted to tens of 

millions of Euros and the agreements gave Lundbeck certainty that the generics 

producers would stay out of the market for a certain amount of time. The 

Commission ruled that such agreements were a severe infringement of competition 

law and fined Lundbeck €93.8 million and the generics companies fines totalling 

€52.2 million. 

Further, Lundbeck and the generics companies face the risk of further claims as 

any person or firm affected by anti-competitive behaviour may seek damages 

before the courts of Member States, as is the case with the French 

pharmaceutical company Servier. 

Servier 

Servier is currently the subject of a similar Commission investigation in relation to 

practices which potentially delayed the generic entry of the cardio-vascular 

medicine, perindopril. 

The Commission has already issued a Statement of Objections stating that it is 

of the view that certain patent settlements agreements entered into by Servier 

are in violation EU competition law and that Servier unduly protected its market 

exclusivity by inducing its generic competitors to conclude patent settlements. 

In addition to the Commission’s investigation, Servier is also being sued by the 

Secretary of State for Health on the basis that such agreements are a breach of 

competition law and the NHS suffered loss as a result of the unavailability of the 

generic product. The Secretary of State for Health’s claim is for £220 million. 

Will Reverse Payment Settlement Agreements always violate competition 

law? 

The Commission has clearly taken a hard line on reverse payment settlement 

agreements stating that these agreements constitute “severe infringements of 

EU competition law” and going so far as to say: 

“Paying competitors to stay out of the market at the expense of European 

citizens has nothing to do with the legitimate protection of intellectual property: it 

is an illegal practice and the Commission will fight against it." 

The US Supreme Court in FTC v. Actavis, Inc, however, seems to have taken a 

softer stance holding that whether reverse payment settlements breach antitrust 

rules depends upon the particular facts of a case, and rejecting the FTC’s view 

that such agreements are presumptively illegal. In some cases a reverse 
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payment settlement may be reasonable – for example, where the payment 

reflects traditional settlement considerations, such as avoiding litigation costs. 

The Commission’s rhetoric is at the moment pointing towards a stricter approach 

under which such agreements are presumed to infringe EU competition law. 

Challenges to the basis of the Lundbeck decision 

Despite the Commission’s clearly bullish standpoint on this issue, Lundbeck is 

appealing on several grounds, some of which are of general application to the 

assessment of reverse payment settlements. Lundbeck contends as follows: 

 The generic companies and Lundbeck were not potential competitors: 

The generic companies entering the market at risk and challenging the 

validity of the patents cannot be an expression of competition – otherwise, 

this would ignore the basic principle of EU law that patents are presumed to 

be valid until invalidity has been proven. In other words, the generics 

companies were not able to lawfully enter the market during the term of 

settlement agreements anyway. 

 The transfer of value under the settlement agreement is irrelevant for 

anticompetitive assessment: It is wrong to infer that the transfer of value 

means that the limitations agreed in the settlement agreement do not reflect the 

parties’ assessment of the patent. Reverse payments aim at avoiding: 

i) the inherent uncertainty of patent litigation 

ii) the significant time and resource commitment required to obtain a 

preliminary injunction, and 

iii) exposure to the irreversible harm an originator may suffer if 

infringing entry occurs before the preliminary injunction is obtained 

(for example, irreversible drop in re-imbursement price), considering 

the asymmetry of risk between the originator and the generic 

company. 

 The correct test for assessing whether a patent settlement agreement is 

anti-competitive should be whether the restrictions in the settlement 

agreement go further than the scope of the patent: Settlement agreements 

within the scope of the patent are not anti-competitive because: 

i) they have the legitimate purpose of enforcing a valid patent 

ii) they do not restrict otherwise existing competition, and 

iii) the same result could be achieved through court proceedings. 

Such a settlement agreement would not therefore restrict market entry any more 

than the patent does. 

A decision on the Lundbeck appeal is expected within the next two to three 

years.  

In the meantime it will be interesting to see whether the Commission retains its 
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current approach in respect of Servier, as well as Cephalon, Inc. and Johnson & 

Johnson which are also currently being investigated. The Commission’s findings 

in those investigations are expected later this year. 

House of Commons Science and Technology 

Committee report on Clinical Trials 
In our last edition we reported on the European Commission’s proposal to 

replace the Clinical Trials Directive (Directive 2001/20/EC) with a new Clinical 

Trials Regulation). 

The House of Commons Science and Technology Committee has now 

published a report on clinical trials in which it welcomes this proposal, 

recognising that it will make it easier to conduct trials across the EU, but 

concludes that more needs to be done to make the UK an easier place to 

conduct clinical research. 

The report recommends that the Government and the MHRA continue engaging 

at a European level to ensure that the Clinical Trials Regulation is sufficiently 

clear so as to avoid inconsistencies in its implementation between Member 

States of the EU and to ensure that when it is introduced the administration of 

clinical trials in the UK will be pragmatic and proportionate. 

The report goes on to state how, while improvements were needed at the 

European level, there remain several barriers to conducting a clinical trial 

specifically within the UK which the Government needs to address. The biggest 

barrier being the fact that clinical trials are subject to approval from each NHS 

organisation involved. 

Increased clinical trial transparency was also recommended with a view to 

achieving improved patient outcomes, enhanced scientific knowledge and 

increased public trust in research.  

The Committee suggests that: 

 all clinical trials conducted in the UK, and all trials related to treatments used by 

the NHS are subject to mandatory registration in a WHO-listed primary registry 

 summary-level results are made publically available for all trials 

 Clincial Study Reports are placed in the public domain once a regulatory 

decision has been made (with identifiable patient data redacted), and 

 individual patient-level data is made accessible to specific individuals on a 

controlled access basis. 

The full report can be found here. 

 

More information 

Report on the European Commission’s 

proposal to replace the Clinical Trials 

Directive. 

The House of Commons Science and 

Technology Committee full report. 
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