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ABSTRACT 

This thesis explores the regulation of stem cell research internationally with a view to 

providing a suitable regulatory framework for Ireland. It examines the ethical, legal and 

economic issues which can is raised by stem cell research. Due to the uncertain status of 

embryos in vitro, this study focuses almost exclusively on embryonic stem cell research 

(ESCR). However, this study offers recommendations that apply equally to all forms of stem 

cell research. The impact that the ethical discourse on the status of the embryo should have 

on public policy is also explored. While this thesis does not seek to defend a particular ethical 

viewpoint on the moral status of the embryo, it does provide recommendations on how public 

policy may be formulated in light of this debate. It then assesses the differing approaches to 

regulation, including traditional “command-and-control” methods such as legislation and 

independent regulatory authorities, and reliance on economic instruments such as the 

patenting system and public funding. This feeds into the discussion of ESCR in Ireland and 

the thesis ends with a series of recommendations as regards the development of a suitable 

regulatory framework for ESCR in Ireland. 
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Embryonic Stem Cell Research: Between Promises and Controversies 

“The blood of those who will die if biomedical research is not pursued will be upon 

the hands of those who don't do it.”
1
 

1. Introduction 

Today, people across the world are dying from Parkinson’s disease, heart disease, from a 

failure to access organs necessary for transplantation, as well as suffering from spinal cord 

injuries and diabetes, to name but a few. Developments in embryology have led to the 

discovery of the “ultimate cell” or the “mother of all cells”: the embryonic stem cell.
2
 This 

cell has the potential to develop into any cell type in the body, and can be engineered to 

produce new tissues or organs, and brings hope to those suffering from regenerative illness as 

well as incurable diseases.
3
  

Despite these potential benefits, the research has faced much opposition. This is largely due 

to the fact that the creation of an embryonic stem cell results in the destruction of an embryo.
4
 

For many, embryonic stem cell research (ESCR) can never be justified as an embryo is a 

human life and, as such, ESCR results in the destruction of human life.
5
 Yet many disagree 

with this contention that an embryo is life, arguing that defining human life has become much 

more difficult due to our increasing level of scientific information.
6
 Others still argue that the 

embryo is nothing more than a clump of cells, with the renowned scientist, Prof Lawrence 

Goldstein, stating 

“I am a basic biomedical scientist who is interested in understanding and treating 

human disease. I have, to the best of my ability, thought through the ethics of these 

issues. At the end of that process, I have concluded that my commitment in trying to 

help people who have the terrible diseases I want to treat outweighs our social and 

ethical responsibility to an early human embryo. Part of my view comes from the 

obvious fact that the embryos in question are simple clusters or balls of cells that have 

been generated in a dish in the lab, have never been in a woman’s body, and are thus 

not pregnancies or foetuses.”
7
 

                                                           
1
 Nobel Laureate Joshua Ledetberg in personal conversation with Daniel Callahan. D Callahan, ‘Promises, 

Promises. Is embryonic Stem Cell Research Sound Public Policy?’ (2005) Commonweal 12, 12. 
2
 Singapore National Bioethics Advisory Committee, Human Embryonic Stem Cells: Science and Ethics para 2. 

3
 For more on the potential of the research see Editorial, ‘The Promise of Stem Cells’ (2004) 7 Nature 

Neuroscience 1013. 
4
 For a description on the creation of an embryonic stem cell, see J Thompson, J Itskovitz-Eldor, S Shapiro, M 

Waknitz, J Swiergiel, V Marshall & J Jones, ‘Embryonic Stem Cell Lines Derived from Human Blastocysts’ 

(1998) 282 Science 1145.  
5
 For example see Congregation for the Doctrine of the Faith, Instruction Dignitas Personae on Certain 

Biological Questions (2008). 
6
 K Fitzgerald, ‘Human Embryonic Stem Cell Research: Ethics in the Face of Uncertainty’ in N Snow, Stem 

Cell Research: New Frontiers in Ethics and Science (Notre Dame Press 2003) 30. 
7
 L Goldstein, ‘Political Issues in the Stem Cell Debate: The View from California’ in K Renwick Monroe, R 

Miller & J Tobis, Fundamental of the Stem Cell Debate (University of California Press 2008) 95. 
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In the face of such differing opinions on the status of the embryo, what are policy makers to 

do? Should they err on the side of caution and decide that as the embryo could be human life, 

they should prohibit ESCR? Should the potential value of the research be so persuasive that 

the research should be permitted? Or due to the lack of consensus on the status of the embryo, 

should policy makers do nothing?  

These are issues which policy makers across the world have recently considered and there 

appears to be a growing trend internationally to introduce some regulations governing ESCR. 

Yet, to date, the Irish legislature has failed to address these issues, leaving scientists operating 

in a legal vacuum in Ireland. This thesis aims to address this vacuum and through an 

examination of the issues that have impacted upon ESCR regulations internationally, it will 

propose recommendations on the regulation of ESCR in Ireland. This introduction will 

provide a background to ESCR. This will include a brief overview of the differing types of 

stem cells as well as their potential benefits. The importance of this study will be highlighted 

before an overview of this thesis is offered. 

2. Background to this Thesis 

2.1 Stem Cell Research 

Although embryo research has been on-going for some time, ESCR hit the headlines in 1998 

with the announcement that Dr James Thompson had successfully derived the first human 

embryonic stem cell.
8
 The embryos used in that study had been created through in vitro 

fertilisation (IVF) and had been donated after informed consent from the individuals involved 

as well as institutional review board approval.
9
 Yet embryonic stem cells are not the only 

cells that can be used in research, with research on adult stem cells and induced pluripotent 

stem (IPS) cells also currently underway.  

An adult stem cell is a cell type which is found in all tissues or organs in the body. The role 

of the adult stem cell is to repair and replace the tissue in which it is found. It can only 

replace that cell type in which it is found and in this way its use is limited. Thus an adult stem 

cell found in the liver can only replace another liver cell. If these stem cells can be isolated in 

a laboratory, they could potentially be used to grow new tissues or organs. Adult stem cell 

research has already had clinical application, with blood-forming stem cells used in bone 

marrow transplants for over 40 years,
10

 as well as over one hundred ailments being treated by 

adult stem cells.
11

 

An embryonic stem cell is a cell found in an early-stage embryo. It has the ability to develop 

into any cell in the body and thus has the potential to be used in the development of many 

                                                           
8
 Thompson, Itskovitz-Eldor, Shapiro, Waknitz, Swiergiel, Marshall & Jones (n 4). 

9
 Ibid. 

10
 National Institutes of Health, ‘Stem Cell Information’ 

<http://stemcells.nih.gov/info/basics/pages/basics4.aspx> accessed  5 February 2013. 
11

 UK Stem Cell Foundation, ‘Stem Cell Research: Benefits and Future Hopes’ 

http://www.ukscf.org/research/benefitsandhopes.html accessed 5 February 2013. 

http://stemcells.nih.gov/info/basics/pages/basics4.aspx
http://www.ukscf.org/research/benefitsandhopes.html
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therapies. It is also one of the easiest cell types to grow.
12

 In particular it is thought that 

ESCR may potentially benefit the following: 

1. Transplantation therapy: Today, the only possible therapy for organ failure is organ 

transplantation. The rise in chronic diseases, as well as an increasing aging population 

has led to increased demand for transplantation but the number of available donors 

has decreased.13 As embryonic stem cells can produce unlimited quantities of any cell 

in the body, they have the potential to create any organ required for transplantation. 

Furthermore, organs may be grown using somatic cell nuclear transfer (SCNT), which 

will prevent organ rejection as they will be genetically identical to the patient. This 

will mean that patients can avoid a lifetime of immunosuppressant drugs.
14

 Embryos 

created through SCNT are cloned embryos and it is often referred to as “therapeutic 

cloning” as they are cloned for research purposes and not reproduction.
15

  

 

2. Human Development Biology: As embryonic stem cells can be developed (or 

differentiated) into any cell in the body, they offer the possibility to further understand 

the early developmental process of the human body. Research on embryonic stem 

cells may not only provide the opportunity to understand fertility problems, premature 

pregnancy and birth defects, but may also eliminate the need to use foetuses for this 

research. 

 

3. Pharmaceutical development: It is possible that embryonic stem cells can be grown 

into certain cell types that can be used for drug screening and testing. In particular, it 

may be possible to screen for drugs that can cause birth defects.16 

However the controversy surrounding ESCR is that, in deriving an embryonic stem cell, the 

embryo is destroyed. 

IPS cells are adult stem cells that have been reprogrammed to act like embryonic stem cells.
17

 

In this sense, the science is "turning back the clock".
18

 While they act like embryonic stem 

cells they are not such cells. Although the research is very much in its infancy and it is 

unclear whether it will be successful, it does raise the possibility that it may be feasible to 

obtain stem cells with the same properties as embryonic stem cells without the need to 

destroy an embryo. Following this, it has been argued that ESCR should not be permitted if it 

is possible to get the same benefits from other sources of stem cells.
19

 However, many 

scientists disagree, with the European Science Foundation arguing that all types of stem cell 

                                                           
12

 R Lovell-Badge, ‘The Future for Stem Cell Research’ (2001) 414 Nature 88, 89. 
13

 European Science Foundation, Human Stem Cell Research and Regenerative Medicine European Perspective 

on Scientific, Ethical and Legal Issues (2010) 2. 
14

 H Semb, ‘Human Embryonic Stem Cells: Origins, Properties and Applications’ (2005) 113 APMIS 743, 747. 
15

 The Ethics Committee of the American Society for Reproductive Medicine, ‘Human Somatic Cell Nuclear 

Transfer and Cloning’ (2012) 98 Fertility and Sterility 804, 804. 
16

 Singapore National Bioethics Advisory Committee (n 2) para 10. 
17

 K Takahashi & S Yamanaka, ‘Induction of pluripotent stem cells from mouse embryonic and adult fibroblast 

cultures by defined factors’ (2006) 126 Cell 663. 
18

 European Science Foundation (n 13) 5. 
19

 S Holm ‘Going to the Roots of the Stem Cell Controversy’ (2002) 16 Bioethics 493, 503. 
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research should be encouraged.
20

 In particular, it has been submitted both that ESCR and IPS 

cell research shall continue concurrently, as IPS cells and ESCR complements each other, 

and the risks and benefits of either research is not sufficiently known.
21

 Further complications 

to this debate arise when one considers that it is unclear whether embryonic stem cells will 

ever realise their potential in terms of clinical application.
22

  

In the face of such uncertainty, what are policy makers to do? Do the benefits of ESCR 

outweigh the harm it causes the embryo,
23

 or should ESCR be prohibited in favour of adult 

stem cell research and IPS cell research? 

2.2 The Development of ESCR Policy Internationally 

The Warnock Report was one of the first reports in the world to consider embryo research. It 

recommended that while the embryo in vitro (the embryo outside of the womb) should be 

afforded some respect in law, this respect should be balanced against the benefits of the 

research.
24

 Arising from this report, the Human Fertilisation and Embryology Act 1990 set 

out to regulate embryo research with the Human Fertilisation and Embryology Authority now 

regulating ESCR within the UK.
25

 Since then, the majority of European and Asian countries, 

as well as Canada and the US, have adopted ESCR policies. These have ranged from very 

restrictive policies, such as the German Stem Cell Law of 2002 which only permits research 

on imported stem cell lines,
26

 to much more permissive policies, such as the Australian 

Research Involving Human Embryos Act 2002. The regulatory frameworks have also ranged 

from the introduction of legislation and independent regulatory authorities
27

 to the adoption 

of economic policies to encourage or restrict the research.
28

 

2.3 The Legal Vacuum in Ireland 

Unlike its international counterparts, no policy on ESCR has been forthcoming in Ireland. As 

will be discussed later,
29

 the embryo in vitro in Ireland currently has no legal protection. Thus 

scientists can arguably engage in any type of research using the embryo, even if it leads to the 

destruction of the embryo. There have been repeated calls for the introduction of regulations 

on ESCR to resolve this legal vacuum.
30

 Despite the regulation of ESCR appearing on the 

current Programme for Government for the Fine Gael/Labour coalition, none has been 
                                                           
20

 European Science Foundation (n 13) 10. 
21

 Ibid. 
22

 Holm (n 19)  505-506. 
23

 Commission on Assisted Human Reproduction Report of the Commission on Assisted Human Reproduction 

(2005) at paragraph 8.2. 
24

 Department of Health and Security, Report of the Committee of Inquiry into Human Fertilisation and 

Embryology (Cm 9314 1984) para 11.1.5. (Hereinafter the Warnock Report) 
25

 For more on the Human Fertilisation and Embryology Act 1990 and the Human Fertilisation and Embryology 

Authority see Chapter 4. 
26

 For more on this law see Chapter 1. 
27

 See Chapter 4. 
28

 See Chapter 5. 
29

 See Chapter 6. 
30

 See Commission on Assisted Human Reproduction, Report of the Commission on Assisted Human 

Reproduction (2005) and Irish Council for Bioethics, Ethical, Scientific and Legal Issues Concerning Stem Cell 

Research (2008). 
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forthcoming. Trinity College Dublin and University College Cork have introduced guidelines 

on ESCR,
31

 yet due to the ban on the public funding of ESCR in Ireland, it is unclear whether 

any ESCR is taking place in Ireland.
32

  

It is thus open to question whether ESCR is permitted in Ireland, what legal status and legal 

protection can be accorded to the embryo in vitro, and also whether there should be any 

ethical oversight of the research. To address these issues, this study will examine the 

international experience with regulating ESCR. It will then apply this to Ireland to first 

discuss the legal status of ESCR and, second, to recommend the formation of public policy 

on ESCR in Ireland.  

3. Outline of this thesis 

Part I of this thesis will consider the impact that the ethical discussion should have on the 

formation of public policy. 

Chapter 1 focuses on the ethical debate surrounding the status of the embryo. While this 

thesis will not involve a discussion on the differing ethical arguments used to justify a 

particular viewpoint on the status of the embryo, it is important to acknowledge that there is 

an ethical debate and that it remains unresolved. The focus here will rather be on the 

influence that this debate should have on the formation of public policy and in particular, how 

policy makers should accommodate competing moral claims when determining the legal 

status of the embryo. 

Differing moral views on the status of the embryo can lead to the adoption of restrictive, 

intermediate, or permissive ESCR regulatory frameworks. In the face of ethical disagreement, 

policy makers may consider taking the “do nothing” approach or attempt to reach consensus 

on the issue. Adopting a “do nothing” approach whereby policy makers fail to engage with 

the issues and introduce policy means that policy makers can avoid engaging with the ethical 

issues involved in ESCR. However, as will be illustrated, a decision will often still be made 

as, at times, the courts have been forced to consider the issues. It is submitted that policy 

makers should instead engage with the contentious ethical debate and provide legal clarity on 

the status of the embryo and ESCR. Democratic deliberation is an approach which policy 

makers can and should adopt, as it encourages a reasoned debate in the hope that consensus 

between all stakeholders can be achieved. It is submitted that from this debate, sound policy 

on ESCR may begin to emerge. 

Part II of this thesis will focus on the regulation of ESCR internationally. 

Chapter 2 will provide an overview of the regulation of ESCR. The concept of regulation is 

introduced and the rise of the regulatory state will be explored. Focus is given to the 

                                                           
31

 See Trinity College Dublin, Policy on Good Research Practice (2009) and University College Cork, Code of 

Practice for research Using Embryonic Stem Cell Lines (2008), available at: 

<http://www.ucc.ie/en/mandc/news/newsarchive/2008PressReleases/fullstory-63377-en.html> accessed 13 

March 2012. 
32

 <http://www.sfi.ie/funding/grant-policies/research-using-human-embryonic-stem-cells/> accessed 13 March 

2012. 

http://www.ucc.ie/en/mandc/news/newsarchive/2008PressReleases/fullstory-63377-en.html
http://www.sfi.ie/funding/grant-policies/research-using-human-embryonic-stem-cells/
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principles of “Better Regulation” which are used to analyse the differing regulatory 

frameworks to determine their suitability in regulating ESCR. 

Chapter 3 puts forward the concept of the ethical precautionary principle. While the 

precautionary principle, which urges the restriction of a technology or activity if there is the 

potential for environmental damage, has been a part of environmental public policy for the 

past twenty years, the ethical precautionary principle is slightly different. This principle 

suggests that if the ethical status of a new technology or research is unclear, attention must be 

given to the potential restriction of that research.  

Consideration is, however, given to the precautionary principle as it is traditionally 

understood, and its status internationally. Particular attention is given to the problems 

inherent in the principle, such as the difficulty in assessing risk in the face of insufficient 

scientific information. Despite such problems, the precautionary principle can be used to 

justify a particular policy decision. In much the same way, the ethical precautionary principle 

may explain whether a restrictive, intermediate or permissive regulatory regime is adopted. 

Chapter 4 will examine the regulation of ESCR through so-called “command-and-control” 

regulation, i.e. legally-binding rules by public authorities. In exploring the use of legal rules, 

Chapter 4 analyses the Human Fertilisation and Embryology Act 1990 as a case study in 

regulation through legislation. It explores the benefits and pitfalls of such a model of 

regulation and examines the legislation in light of the principles of Better Regulation. 

One particular problem with legislation is that developments in science may often render it 

outdated. To resolve this issue, independent regulatory authorities may be established. 

Regulatory agencies are generally independent of the government and staffed with experts in 

the areas they seeks to govern. The input of scientific, legal and ethical experts can be 

integral to the successful regulation of ESCR and as such consideration is given to the 

formation of regulatory authorities. The UK Human Fertilisation and Embryology Authority 

will be analysed as a case study. The Authority will be analysed under the principles of Better 

Regulation to determine the suitability of an authority in regulating ESCR. As the principles 

of Better Regulation have become a hallmark of good regulation, it is essential that the use of 

both legislation and regulatory authorities in ESCR regulation conform to these principles. 

Chapter 5 will examine the impact that economic policies can have in regulating ESCR, in 

particular the impact of the public funding of the research and the patent system. Despite a 

lack of detail analysis on this area, decisions on whether to fund ESCR can have a profound 

impact on its regulation, particularly if national guidelines only apply to the recipients of the 

funding. This can result in a system whereby some researchers will remain outside of the 

regulatory control. To assess such a model, the funding policies of the US and the EU are 

explored and these systems will be analysed under the Better Regulation principles. The 

patenting policies of the US and EU are discussed, as well as the consequences a particular 

patenting policy can have on the development of research. The patent system will also be 

analysed under the Better Regulation principles. 
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Part II will illustrate that a coherent regulatory framework, which includes legislation, 

regulatory authorities as well as economic policies that reflect the overall policy, is essential 

for ESCR. 

In Part III the focus moves to the regulation of ESCR in Ireland. 

Chapter 6 attempts to decipher the legal status of ESCR in Ireland. An understanding of the 

abortion debate in Ireland is necessary as it led to the enshrinement of a provision into the 

Constitution of Ireland whereby the “unborn” is protected. Until recently, it was not known 

whether the embryo in vitro came under the definition of the unborn. Despite many calls for 

clarification on the status of the unborn, none has been forthcoming from the legislature. The 

history of the insertion of this amendment and the jurisprudence of the Irish and European 

courts are discussed in order to decipher the status of the embryo, and thus ESCR, in Irish 

law. 

Chapter 7 will recall the key findings of this thesis before making a series of 

recommendations for the development of a coherent stem cell policy for Ireland. The focus 

here is on the process that policy makers should follow and the issues they should consider. 

In this way, this thesis will provide a template for the introduction of a suitable regulatory 

framework for ESCR in Ireland. 
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Part I  Ethics, Public Policy and Embryonic Stem Cell Research 

Chapter 1 Ethics and Embryonic Stem Cell Research 

1. Introduction 

Developments in human biotechnology often bring fresh ethical concerns. Just as the early 

years of organ transplant technology brought about a change in our concept of death, 

developments in embryology are challenging our concept of what it is to be human life.  

Progress in medical science has now made it possible to not only create an embryo in a 

laboratory, but to destroy that same embryo for medical research. While there is great 

potential for the research in regenerative medicine, the fact that the embryo must be 

destroyed has resulted in embryonic stem cell research (ESCR) being described as the most 

contentious bioethical issue of recent times.
33

  

This debate surrounding ESCR is not new and revives the centuries old debate on the moral 

status of the embryo. If the moral status of the embryo is such that it cannot be destroyed for 

research purposes, there will be deep opposition to permissive ESCR policy. It would not 

reflect the values of society thus, the lack of consensus on the moral status of the embryo 

leads to difficulty in regulating ESCR. 

The purpose of this chapter is to discuss the moral status of the embryo and, more 

importantly, the impact that the ethical discourse should have in framing a public policy. A 

number of differing approaches will be assessed from the point of view of ethics. The 

justifications for arriving at any particular position will be explored, noting that the decision 

on the status of the embryo may have more to do with political compromise than any concrete 

ethical principles. Finally, a process through which policy makers can regulate ethically 

controversial practices such as ESCR will be proposed, with a particular focus on democratic 

deliberation as part of that process. 

2. Moral Status of the Embryo 

Although the debate on the moral status of the embryo has been ongoing for centuries in 

relation to abortion, a consensus has failed to materialise. Disagreement lies in whether the 

embryo has the same moral status as that of a person, whether it is nothing more than a clump 

of cells and thus has no moral status, or whether it occupies some intermediate moral status. 

This section will first discuss the link between morality and the law and the issues the law has 

at times in enforcing morality. The varying positions policy makers may take will 

subsequently be outlined. 
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2.1 Moral Principles and the Law 

The importance of establishing the moral status of the embryo lies in the fact that morality 

has long guided the law. It is argued that the law is only followed because it consists of 

morally-binding principles which represent the ideals of society.
34

 In a sense, moral and legal 

principles have a symbiotic relationship as moral principles are a quest for the ideal, for what 

society should be,
35

 while the law attempts to ensure that these ideals are implemented 

through sanctions if they are not followed. Thus while ethics can promote good behaviour, 

the power of the law lies in its ability to punish undesirable behaviour.
36

 Indeed natural law 

theorists would argue that the law cannot be neutral but must be guided by a sense of 

morality.
37

 

Differences, however, begin to emerge in the application of the moral and legal principles in 

society. First, moral principles can be quite aspirational in nature, with little guidance on how 

to ensure that the principles are followed. For example, the principle of respect for human 

dignity often appears on human rights treaties
38

 yet it is hard to define, with the concept 

likely to have different meanings for different people. Indeed the vagueness of the principle 

has been criticised for lacking in content and has been argued that it should not appear in any 

legislation or policy statements without qualification.
39

 The law can ill afford any such 

uncertainty but must instead be clear and precise so that individuals know their rights and 

duties and the protections guaranteed by law. 

Second, the law may be called upon to decide between competing rights and interests that 

may impinge upon a person’s moral beliefs. For example, a person is entitled to the freedom 

to practise their religion and the refusal of a blood transfusion may be an expression of their 

religious beliefs. Yet this may be limited in certain situations, such as in the case of a 

pregnant woman.
40

 A conflict of rights may also manifest itself where the rights of an 

individual are in conflict with the beliefs of society. This can occur in the case of euthanasia 

where a person with a terminal illness may believe that their right to dignity includes the right 
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to die in dignity and on their terms, which may necessitate them dying with the assistance of 

another. Yet society in the past has generally believed that it is contrary to the right to life to 

allow a person to be intentionally killed, irrespective of the situation. Thus euthanasia is 

generally prohibited internationally, with The Netherlands and Switzerland being among 

some of the limited exceptions.
41

 

Problems arise, however, when society cannot agree on moral principles, and policy makers 

must accommodate these differing moral beliefs while providing for a coherent set of legally 

binding rules or principles. This difficulty is compounded by the increasingly pluralistic 

nature of society in recent years, which has made reaching a consensus much more difficult 

on issues ranging from immigration to health care. Rawls has argued that these differing 

views are also a result of the democratic process: 

“The political culture of a democratic society is always marked by a diversity of 

opposing and irreconcilable religious, philosophical, and moral doctrines. Some of 

these are perfectly reasonable, and this diversity among reasonable doctrines of 

political liberalism sees as the inevitable long-run result of the powers of human 

reason at work within the background of enduring free institutions.”
42

 

Brownsword on the other hand argues that “the more technologically sophisticated societies 

become, the more likely it is that value pluralism will abound”.
43

 In other words, 

developments in embryology and ESCR have brought an increased awareness of the 

developmental process of the embryo coupled with knowledge of the potential benefits that 

ESCR may bring. The potential benefits of the technology may impact upon society’s view of 

the moral status of the embryo and perhaps persuade many that ESCR should be permitted in 

some circumstances. 

Yet whether society’s differing views are an expression of democracy or are a reflection of 

the advances in technology in the stem cell context, the challenge for policy makers is to 

respect each of these differing views while not “being held hostage to any single view of 

embryonic life”.
44

 Policy makers must consider the differing moral positions but resist opting 

for one moral position that does not have consensus approval as to do so would risk 

alienating large portions of society. 

This task is not made any easier by the reactionary nature of the law to developments in 

science. As science develops, the law must quickly react to these technological advances to 

ensure that certain practices fall under government regulation or are prohibited. The difficulty 

is that there may be insufficient time to consider the relevant issues, which may result in 

poorly drafted legislation. A pattern appears to have emerged with developments in science 

being followed by a moral discussion of the technology, which is in turn followed by a legal 
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reaction that may have to be rushed through parliament.
45

 As Beauchamp and Childress note 

“morality exists before we are instructed in its relevant rules”.
46

 For example whether it is 

possible to clone a person is a scientific issue, whether it is right or wrong is an ethical issue
47

 

and how it should be permitted or prohibited is a matter for the law. By following this path, 

the law attempts to enforce a common morality which society holds; however as technology 

tends to develop rapidly and continuously, and society has become increasingly pluralistic, 

the common morality is less obvious and at times non-existent. 

The challenge for the law is how to apprehend and regulate scientific developments in the 

absence of this common morality. While undoubtedly the task of policy makers is much more 

difficult as the emerging ethical challenges threaten the ability of public policy to respond,
48

 

they must nevertheless provide clarity as to the legal status of stem cell research. It is of 

importance that policy makers do not confuse their role of clarifying the legal status of stem 

cell research with making a decision on the moral status of the embryo.
49

 The issue then is 

not for legislators to resolve the moral dilemma but to ensure that there is clarity as to the 

permitted boundaries of research within some ethical framework if possible. This point was 

eloquently put by Denham J in Roche v Roche when she stated: 

“This case is not about the wonder and mystery of human life. This is a court of law 

which has been requested to make a legal decision on the construction of an article of 

the Constitution of Ireland. The question raised is whether the term “unborn” in the 

Constitution includes the three frozen embryos in issue in this case. It is a matter of 

construing the word in the Constitution to determine its constitutional meaning.”
50

 

However, while policy makers are not expected to resolve the status of the embryo debate, 

public policy should be informed by ethics, particularly if there is a common morality or a 

consensus amongst the community. Indeed it has been argued that the greater the consensus 

on issues, the more “powerful” the law is.
51

 If there is a common morality that the embryo 

has moral status, then a good justification is necessary to destroy them for research purposes. 

Furthermore, the greater the moral status that society affords the embryo, the greater the 

justification required before the embryo can be destroyed for ESCR.
52

 Otherwise the law may 

permit an activity which is contrary to the moral conscience of society.  
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Based on a consideration of the moral status of the embryo, policy makers may adopt a 

liberal, conservative or intermediate approach to regulating ESCR. 

2.2 Restrictive Approach 

The restrictive position states that the embryo is a human being from fertilisation. The 

embryo thus has the same moral status as that of a living person from the moment of 

fertilisation and destroying any embryo for research purposes would contravene the sanctity 

of life. Such an approach is taken by some religions, notably the Catholic Church.
53

 Religions 

that oppose ESCR believe that man is made in God’s image and this extends to the embryo. It 

is irrelevant that an increased understanding of the developmental process of an embryo has 

shown that the embryo does not in fact resemble a human being as it is believed that “no 

amount of embryological investigation could conceivably crack what is held to be an 

awesome mystery”.
54

  

However, the principle of the sanctity of life often comes in conflict with other rights and the 

courts have held that the sanctity of life does not always prevail. The English case of Airedale 

NHS Trust v Bland concerned the removal of artificial nutrition and hydration from a man 

who was in a persistent vegetative state.
55

 The removal of nutrition and hydration would 

result in the starving of the man to death. It was argued that this was contrary to the sanctity 

of life, while Bland’s family argued that he would have wished to have all treatment ceased 

and that a refusal to do so was contrary to his right to self-determination. In permitting the 

withdrawal of artificial nutrition and hydration, the House of Lords noted that, at times, the 

principle of the sanctity of life must accommodate other principles and is not absolute.
56

  

Others who favour the restrictive approach argue that an embryo has the same moral status as 

a human being, due to its potential to develop into a person. In some respects this potential is 

recognised by society as pregnant women are advised to take care of their health from the 

beginning of (and often prior to) their pregnancy. It is now also common for health warnings 

to appear on alcoholic drinks and cigarette packaging, advising women of the dangers of the 

product for their unborn child.
57

  

A problem with ascribing moral status based on potential is that it is a potential only, a 

potential which may not be realised.
58

 In this sense, the oft-quoted comparison between the 

acorn and the tree has value: while the acorn has the potential to become a tree, it is not yet a 
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tree and should not be treated as such.
59

 Similarly, in its opinion on the Ethical, Scientific and 

Legal Issues Concerning Stem Cell Research, the Irish Council for Bioethics noted that every 

person has the potential to become a criminal but they are not treated as such until they do in 

fact commit the crime.
60

 While the Council did refute this argument as the type of potential a 

person has is much more basic, these examples do question why we must treat A as being B 

when it is clearly still A. 

It is important to note the possibility that an embryo may never become a person: it may 

become a hydatiform mole,
61

 it may never implant due to a contraceptive barrier such as that 

of the intrauterine system (IUS), it may be frozen indefinitely in an IVF clinic,
62

 or, if 

implanted, the foetus may spontaneously abort. Furthermore it is highly unlikely that an 

embryo will ever become a person as up to 80% of all embryos never implant due to “natural 

wastage”.
63

 Thus Watt’s argument that an increase in the likelihood of developing into 

another form is not a reason for conferring moral status has some credence as while an 

embryo’s chances of surviving increases as it develops, it is not guaranteed.
64

  

A further look at accepted health policy also indicates that society does not generally protect 

the embryo from the point of fertilisation. The “morning after” pill which is designed to 

prevent pregnancy by precluding implantation after fertilisation, is widely available. Turning 

back to the example of pregnant women, while society may encourage pregnant women to 

take care of their health through the provision of free health care, pregnant women are rarely 

legally prohibited from engaging in certain activities or consuming certain products due to 

their pregnancy. 

Furthermore Cohen argues that this potential to become a person exists in the reproductive 

context only and thus is not an issue in regenerative medicine such as embryonic stem cell 

research. Cohen argues that an embryo only has moral status due to its potential to provide 

medical assistance to those already living.
65

 According to this theory, full moral status cannot 

be afforded to every embryo as it was not intended that a live birth would result. This 

argument raises issues such as whether certain sources of embryos should be used beyond the 

purpose for which they were created; however, that is beyond the scope of this thesis. 
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2.3 Permissive Approach 

A much more liberal or permissive approach to embryonic stem cell research may consider 

that only human beings should have moral status. To be considered a person, an entity must 

have the capacity to be rational, have the capacity to be self-conscious or aware of themselves 

and the capacity to react to stimuli.
66

 The first criterion (i.e. the capacity for self-

consciousness) requires that a person ought to be aware of themselves and their interaction 

with others
67

 and this recognition of self must be more than the presence of the ability to 

communicate
68

 but include an ability to perceive others.
69

 The criterion of rationality states 

that personhood is limited to entities which have the capacity to think rationally or, as Locke 

defines it, to an entity which is a “thinking intelligent being”.
70

 The final criterion requires 

that entities react to stimuli such as pain or pleasure, warmth or cold. 

For Lockwood, it is only when an organism has a brain that it should have moral status. Prior 

to the formation of the brain the entity has the potential to become a human being, but for 

Lockwood, this potential is irrelevant.
71

 Lockwood is of the opinion that the notion of a 

“brain life” is what should be used to determine the beginning of a human life as this is 

consistent with the concept of brain death, the time when a human being is thought to no 

longer exist.
72

 Thus Lockwood argues that unless another human being’s interests are 

affected, it is morally permissible to engage in research on an embryo or developing foetus up 

to the point of brain development.
73

 

The problem with both approaches is that there is the danger that they will exclude certain 

members of society. For example, in considering the criteria to be a person, the first two 

criteria potentially removes newborns, people with a disability or those in a coma from being 

a person, as they may not have the ability to both interact with others or rationalise. Such a 

move would also be contrary to disability rights conventions.
74

 It is also unclear what level of 

self-awareness or rationality is required. On the other hand, the third criterion (reaction to 

stimuli) has the ability to expand the definition of person to both plants and animals. Animal 

will react to extreme heat much in the same way as a person does and plants react to sunlight 

by growing towards it.
75
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Under these criteria and Lockwood’s concept of brain life, the embryo would have no moral 

status and thus no protection. Even in the most liberal of embryonic stem cell regimes, there 

is some protection afforded to the embryo. This is often expressed through the limits on the 

research and the particular sources of embryos that can be used. While the ethical principles 

underpinning such an approach can be questioned, it arguably more accurately reflects public 

opinion, which, while it may be uncertain as to the status of the embryo, does consider that 

the embryo should have some degree of protection from the law. 

2.4 Intermediate Position 

While many positions can broadly be broken up into the restrictive and liberal position, there 

is a continuum of ethical opinion that does not neatly fit into either category. Rather these 

positions occupy some form of intermediate status that is somewhere between a restrictive 

and permissive position and can vary according to jurisdictions. According to this position, 

the embryo is deserving of “respect” or some form of moral status, but it does not have the 

same moral status as that of a human being.  

Many who adopt this intermediate status subscribe to the gradualist theory, which states that 

an embryo gradually acquires status as it develops. The theory acknowledges that no single 

stage of the development of the embryo is more important than the others, but rather each 

stage is important as the embryo cannot develop without all stages. While acknowledging that 

there is no point at which the embryo can be said to be a person,
76

 as the embryo develops 

and becomes closer to being a person, the moral status of the embryo increases.
77

  

Following this theory, it would appear that the embryo has the lowest level of moral status at 

the one cell stage when the embryo is initially formed after fertilisation, and has the highest 

level of moral status prior to birth. As the embryo’s chances of becoming a person increase 

upon implantation, the implanted embryo would have a higher moral status than that of the 

embryo in vitro or the unimplanted embryo in vivo. One could also assume that following this 

theory, the embryo prior to implantation has the lowest moral status that the embryo could 

have. Thus if a choice had to be made between research on an eight cell, unimplanted embryo 

and a 30 week foetus, research should be carried out on it over the 30 week foetus. Similarly, 

when faced with the option of using a 16-cell stage embryo or a 14-day old embryo, the 

guidance from the gradualist theory is clear that the 16-cell stage embryo should be used.  

While it is clear that under this theory an embryo in vitro would have a low level of moral 

status, it fails to indicate whether the embryo has such a low level of moral status that 

destructive research may be carried out in the first place. It also fails to indicate what moral 

status the embryo has at a particular point in its development, as opposed to its relative moral 

status. The theory provides guidance when faced with the choice of carrying out embryo-
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destructive research on embryos which are at different points in their development but not 

when faced with the question of whether ESCR should be permitted, or the question of what 

the moral status of the early embryo is. 

Despite the lack of definitive guidance from this theory, it has been adopted, for example, by 

the Warnock Committee
78

 and the Singapore Bioethics Advisory Commission.
79

 It has also 

become associated with the notion of “respect” whereby the respect afforded to the embryo 

gradually increases as it grows. Thus an implanted embryo would have more respect than an 

unimplanted embryo. In this way, respect is granted according to the stage of development of 

the embryo. The embryo may also be respected by ensuring that it is only used for essential 

research such as for life-saving therapies and not for cosmetic research. Thus, while the 

embryo may have substantial moral status, this may be outweighed by the potential of the 

research, provided only necessary research is carried out.
80

 

While “respecting” the embryo is consistent with permitting some, albeit limited, research on 

the embryo,
81

 there is generally seen to be a cut-off point at which embryonic research is 

prohibited due to the increasing moral status of the embryo. This cut off point is often the 

formation of the primitive streak, which occurs around day 14. This point is seen as important 

as the primitive streak is necessary for brain function and also the formation of the central 

nervous system. 

Although this intermediate position may be influenced by some ethical values, its legal 

counterpart is in reality often a political compromise, with due deference to the competing 

moral arguments as to the status of the embryo.
82

 Such a compromise could state that ESCR 

is only permitted for research into very serious illnesses. In a commissioned paper by the US 

National Bioethics Advisory Commission the following was put forward as a position, that 

both liberal and conservatives could agree upon: 
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“Research that involves the destruction of embryos is permissible where there is good 

reason to believe that it is necessary to cure life-threatening or severely debilitating 

diseases.”
83

 

President Bush’s decision on permitting federal funding on certain limited embryonic stem 

cell lines, while restrictive, still was a political compromise. Indeed it has been argued that 

there was no ethical reason for his cut-off date; rather it was simply a political decision 

designed to satisfy the electorate and not grounded in any ethical principles.
84

 Pro-life 

proponents were opposed to the decision as they view embryonic life as equivalent to that of 

a child, and it was opposed by researchers who were of the view that the decision represented 

an implicit position that embryonic life cannot be used for research in the future. 

Furthermore, it was opposed by certain sections of the academic community who saw the 

decision as being both ethically flawed and inconsistent. Yet many praised it as being a good 

political compromise between the opposing liberal and conservative views on ESCR.
85

 

The difficulty with pursuing a policy that arises out of a political compromise is that it is 

difficult at times to ethically justify the position. If, for example, research is permitted up to a 

certain point in the developmental process of the embryo and on certain embryos only, it can 

at times be difficult to justify the cut-off point. Taking President Bush’s decision as an 

example, if embryonic life has such a high moral status that it cannot be sacrificed for 

research, it should be prohibited irrespective of whether the embryonic stem cell lines have 

already been derived. To hold otherwise would suggest that the research is morally tainted. 

Yet with controversial research such as ESCR, any decision is likely to be a political 

compromise with the policy lying somewhere along the conservative-liberal spectrum. The 

moral status, while perhaps not expressly stated, is likely to be expressed through policies on 

the cut-off date for research on embryos, the sources of embryos in which ESCR is permitted 

to be used and also the purpose for which ESCR may be carried out. 

The problem thus becomes how best to achieve this political compromise as there are three 

competing moral viewpoints which policy makers must contend with: the liberal position, the 

conservative position and the intermediate position. Although the decision is likely to be as a 

result of a political compromise, good public policy should be motivated by and incorporate 

moral considerations,
86

 thus policy makers will need to address and access the competing 

moral considerations of each group.
87
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In light of the moral debate, a consensus may not be obvious but policy makers must work to 

achieve a compromise which puts societal interests at the heart of the discussion. Despite the 

opposing views present in the stem cell debate, it is possible that there is some consensus on 

these issues. This may form the basis of a discussion through which legal status may be 

afforded to the embryo which nonetheless permits some research on the embryo. It is the role 

of the policy makers to establish such a consensus. 

3. From Moral Principles to Public Policy 

Although a discussion of the moral status of the embryo is likely to form the basis of a 

discussion on public policy, there is the danger that the debate will descend into a bitter and 

divisive debate as occurred with the abortion debate in both Ireland and the US. Debates on 

bioethical issues have become increasingly divisive in the US and these debates have their 

beginnings in what is termed the “culture wars”. While these debates began in the 1990s, 

their origins can be traced to the early days of bioethics when it was discovered that 

bioethical issues had political as well as ethical consequences.
88

 The culture wars have 

focused on the role of government in public and private life, with the issues ranging from the 

welfare state, to feminism, to gay rights. The debates have been characterised by both sides 

accusing the other of being too liberal or too conservative rather than focusing on the actual 

issues.
89

 Callahan has argued that this has led to the words “liberal” or “conservative” having 

nasty overtones and has enabled others to question the motives of the opposing side in issues 

that have no impact on the debate at hand.
90

 Indeed neither side is willing to fully explore its 

stance on any issue lest it lead to the revelation of “nasty skeletons in their ethical 

cupboard”.
91

 

The culture wars in the US are probably enabled by the two party-political system. Party 

positions on issues are labelled as inherently liberal or conservative rather than facilitating 

any attempt to adequately discuss the issues so as to determine the reasoning behind their 

views.
92

 However the labelling of “conservative” or “liberal” on stem cell research should not 

be the focus of the debate but rather the debate should be concerned with determining what is 

a State’s policy on ESCR. 

This section will consider the options available to policy makers. First, due to the potential 

political repercussions associated with engaging with the issues involved in the debate, policy 

makers may opt to do nothing. The problems associated with this approach will be discussed, 

along with the evidence that such an approach results in bad policy. The consensus approach, 

                                                           
88

 D Callahan, ‘Bioethics and the Culture Wars’ (2005) 14 Cambridge Quarterly of Healthcare Ethics 424, 424. 
89

 Ibid, 424-425. It has been argued that there is unlikely to ever be a consensus on abortion in the US due to 

politicised climate around the issue. M Leinhos The Logic and Legitimacy of American Bioethics (Cambria 

Press 2008) 175. 
90

 Callahan (n 88) 428. 
91

 Holm (52) 377. 
92

 Callahan has noted: 

“Unlike Europe, the United States does not have a green party, or for that matter any significant groups 

on the left who any longer raise critical, troublesome questions about medical technologies. That fact 

means that the debates get pushed in either a liberal or conservative direction, with little room for 

nuanced maneuver.” Callahan (n 88) 428-9. 



26 
 

whereby policy makers attempt to formulate policy based on the deliberations of the public 

and which generally has agreement across society, will be considered. As will be shown, 

central to this approach is the concept of democratic deliberation. 

3.1. “Do nothing” approach 

Despite the need for a debate on the issue, due to the divisiveness of the debate and potential 

political fallout, policy makers may opt to do nothing. Such an approach enables policy 

makers to avoid the legal, political and ethical debates surrounding the moral status of the 

embryo. This approach obviously implies a lack of legislation or ethical guidance on ESCR 

and as the International Bioethics Committee has noted, leaves the matter of whether to 

engage in the research up to the individual conscience of the person concerned.
93

 

Ireland is one jurisdiction that has pursued this policy. Public inaction as public policy is 

particularly prevalent in debates relating to the abortion debate and the definition of the 

“unborn”. As a result of the bitter abortion debate,
94

 Irish policy makers not only have sought 

to avoid being drawn into debates on the status of the embryo, but have also sought to avoid 

legislating even when it is required. With regard to the need for abortion legislation, both the 

High Court and Supreme Court have stated that guidance is necessary to assist medical 

professionals, the courts and lawyers in deciding when it is permissible for a woman to have 

an abortion in Ireland. Yet rather than discussing this ethically contentious issue and 

introduce legislation, the government continued to ignore the courts’ advice until the 

European Court of Human Rights (ECtHR) held in 2010 that in order for Ireland to comply 

with the European Convention on Human Rights (ECHR), guidance on the boundaries of 

permissible abortion must be introduced.
95

 The net result of this “do nothing” policy adopted 

by the government has resulted in a lack of clarity as to the boundaries of a legal abortion in 

Ireland. It has also forced many women to travel abroad for medically recommended 

abortions due to the refusal of doctors to perform an abortion in Ireland for fear of legal 

proceedings.
96

 

The Irish government has also adopted this approach in relation to both assisted reproduction 

and ESCR. In 1982 the Attorney General questioned whether the word “unborn” in the 

proposed Article 40.3.3 included embryos in vitro;
97

 in 1996 the Constitution Review Group 

noted that it was unclear whether Article 40.3.3 protected the embryo in vitro;
98

 and in 2005 

the Commission on Assisted Human Reproduction was of the view that the embryo in vitro 

was not protected by Article 40.3.3
99

 and thus had no protection under Irish law. Despite the 

uncertainty of the legal status of the embryo in vitro, no government has been willing to 

regulate assisted reproduction or ESCR, or to introduce legislation outlining the status of the 
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embryo in vitro. Once again the courts were forced to address the issue in Roche v Roche 

where both the High Court and Supreme Court held that the embryo in vitro is not protected 

by Article 40.3.3 of the Irish Constitution.
100

  

Clearly the justification for taking such an approach was to avoid the ethically divisive debate 

of the status of the embryo, which may be politically damaging. Politically it was a wise 

decision as no party in the history of the Irish state has entered government on the back of a 

promise to liberalise abortion or to regulate assisted human reproduction and ESCR.
101

 

However, this policy has no basis on ethical principles.
102

 In stark contrast to the full legal 

status of the embryo in vivo, by refusing to confront the moral debate on the status of the 

embryo in vitro, successive Irish governments have offered the embryo in vitro no protection. 

Thus the status of the embryo depends on its environment, which is an ethically flawed 

policy. For example the theory of potentiality would argue that the embryo in vivo has a 

greater potential for developing into a human being than the embryo in vitro. Yet the theory 

would still give the embryo in vitro some moral status irrespective of its location as it has the 

potential to develop into a human being. Similarly while the gradualist theory would give a 

greater moral status to the embryo in vivo, it would still give some moral status to the embryo 

in vitro. 

Although it is unlikely that affording status based on environment is the intention of a 

majority of Irish citizens, the “do nothing” approach has resulted in an implicit decision to 

not protect the embryo in vitro. Thus despite the avoidance of a debate on the status of the 

embryo, an implicit decision has still been made. Indeed it is argued that policy makers 

“cannot not determine the moral status of embryos” as any decision they make will either 

implicitly or explicitly make a determination as to the moral status of the embryo.
103

  

Finally it is important to emphasise that many of the ethical issues discussed in this debate 

concern issues such as who belongs in our community,
104

 or who has moral status worthy of 

legal protection. Such fundamental issues are not something on which the law should be 

silent, otherwise counter-majoritarian institutions such as the courts will have to decide on 

them. This has occurred in the United States where federal abortion policy has been dictated 

by the courts and not by the democratically elected Congress. The case of Roe v Wade 

established that a woman’s right to privacy permitted her to have an abortion if she so 

wished, subject to certain conditions.
105

 Despite criticisms of the Roe decision,
106

 Congress 
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has refused to intervene and provide clarity with a federal abortion statute. Similarly in 

Ireland, there has been a continued lack of legislative guidance and the courts have found it 

difficult to decide cases in such a vacuum.
107

 Yet despite repeated calls for clarity on the 

status of the embryo in vitro
108

 and a clear need for legislation on the issues, the Irish courts 

have been forced to determine whether the embryo in vitro is constitutionally protected.
109

 

Furthermore judges are theoretically required to interpret the law and not create it, but when 

presented with cases on abortion or the status of the embryo in vitro, judges are forced to 

make a decision with little or no guidance from an elected legislature which may have the 

effect of creating policy that does not reflect the will of the people.
110

 

The central problem with the “do nothing” approach is that an implicit choice is being 

made
111

 and it is often left to judges to decide on legal issues, which should arguably be the 

role of Parliament; thus legislators are arguably not fulfilling their constitutional role.
112

 

Decisions are made on a case-by-case basis and dictated by the particular set of facts before 

the Court, rather than on the basis of principles that should apply generally, and without 

taking into account broader public policy questions. The arguably politically wise decision 

from the view of the political parties not to engage in an ethical debate therefore often results 

in legal uncertainties in the future which the courts are forced to attempt to resolve. 

3.2 Consensus Approach 

As illustrated, the “do nothing” approach will not only result in an implicit decision being 

made but also result in policy gaps as the legislature fails to address public policy needs. 

With such an unsatisfactory outcome, it is submitted that policy makers should proactively 

engage with the issues and clarify the regulatory framework in which ESCR must operate. 

However, as there is no clear consensus on the moral status of the embryo within society, it is 
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likely that there is no correct answer to the moral status of the embryo
113

 and that the debate 

is unlikely to “resolve itself into a broadly shared consensus”.
114

 Thus the question becomes 

whether policy makers can and should act in the absence of a consensus. 

While new technologies undoubtedly bring new challenges for the law, legislators should not 

hide behind ethical uncertainty, but must respond to the developing technologies as they 

emerge. Indeed there are areas where policy has adapted to changes in technology which 

question our concept of life, notably in relation to organ transplants. Advances in technology 

made it possible for an organ from a recently deceased person to be transplanted into a living 

person, bringing with it a raft of legal, ethical and policy issues. As continued blood 

circulation is necessary to ensure the further use of organs, the heart must continue to beat 

while the organ is removed. This necessitated a change in a definition of death.
115

 While the 

medical profession took the lead in devising a new definition of death based on brain 

functioning, social and moral perspectives were also sought with the aim of achieving a 

consensus. While the process was not without controversy, it resulted in a definition that has 

been adopted and accepted by most stakeholders.
116

 Part of the reason for the success was 

that no attempt was made to resolve the ethical issues associated with taking organs from a 

person whose heart was still beating. Rather the focus was on responding to a legal vacuum 

which the new technology brought. 

Thus it is possible for policy makers to engage with the relevant stakeholders and formulate a 

policy based on some consensus. Key to building a consensus is ensuring that the relevant 

issues, groups and processes are considered. This can be done first by examining the history 

of the particular jurisdiction and how it has responded to developments in embryology; 

second, by ensuring that the relevant stakeholders and interest groups, such as the religions, 

are consulted; third, by ensuring that the debate is correctly framed; and fourth, by ensuring 

that the appropriate deliberative process is followed to ensure that there is a consensus on 

policy. 

3.2.1 History of the jurisdiction 

While policy makers should be willing to change their approach to policy issues concerning 

embryology according to changes in technology as well as changing societal attitudes, 

historical factors peculiar to a jurisdiction may indicate the direction policy is likely to take. 

The history of Germany, for example, may be taken into account when seeking to make sense 

of its ESCR legislation. Arguably, without understanding the crimes of Nazi Germany, it 
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would be impossible to appreciate Germany’s ESCR policy.
117

 The eugenic policies central 

to Nazi Germany have had a lasting impact on the regulation of biotechnology. Article 1 of 

the German Basic Law adopted in 1949 states that human dignity is inviolable and it is the 

duty of the state authorities to ensure that human dignity is protected. While it can be argued 

that the destruction of the embryo is not the destruction of a human and thus not contrary to 

Article 1, for many the destruction of the embryo, which represents the earliest forms of life, 

in pursuit of scientific research would be “to repeat the sins of the past”.
118

 As a result, the 

German Embryo Protection Act of 1990 prohibits the fertilisation of an egg for any purpose 

other than for reproductive purposes.
119

 

However, in early 2002, the Deutsche Forschungsgemeinschaft (DFG), Germany’s research 

funding agency, proposed that ESCR be permitted on imported stem cell lines as the research 

would be on the stem cell lines and not embryos and thus the Embryo Protection Act would 

not be violated.
120

 A Study Commission on Law and Ethics in Modern Medicine was 

convened in March 2001 to examine this issue. In the meantime Chancellor Gerhard Schroder 

established the National Ethics Commission in May 2001 to also report on the importation 

issue. The Study Commission recommended against a policy change while the National 

Ethics Commission recommended that embryonic stem cell lines be imported for research 

purposes.
121

 

The debate pitted Chancellor Schroder, who was in favour of ESCR on imported lines, 

against President Rau, who argued that events which took place during World War II should 

not be forgotten where “an uncontrolled scientific community did research for the sake of 

research aims, without any moral scruples”.
122

 While Schroder did defend ESCR, pointing 

out the benefits in healing those in need of research, he did not get much support in the 

Bundestag and it is likely that this was due to the fear that a liberalising of stem cell policy
123

 

could be seen as being reminiscent of Nazi policy. Despite these fears, the German Stem Cell 

Law was eventually passed in 2002. It permits the importation of embryonic stem cell lines 

that were derived prior to 2002
124

 thus allowing some limited ESCR in Germany. 

German policy thus remains highly restrictive. The UK legislature on the other hand is not 

constrained by historical precedents and has traditionally been quite permissive in its 

approach to medical advances. While the introduction of the Human Fertilisation and 

Embryology Act 1990 was not without controversy, it had a relatively easy passage into law 

in comparison to experiences elsewhere. This passage was likely aided by the relative lack of 

public controversy in the UK regarding bioethical issues and also by the fact that the UK has 
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generally taken a pragmatic approach to such issues, while Germany has tended to be more 

principled for mostly historical reasons.
125

 

3.2.2 Religion 

Religious beliefs have been central to the shaping of moral principles and thus have had an 

impact on public policy.
126

 Indeed the moral principles of Western civilisation are generally 

those of Christianity.
127

 The Catholic Church in Ireland in particular has historically been 

quite influential in formulating policy, particularly in relation to issues such as family life, 

sexuality and contraception.
128

 While the Church’s influence has waned in Ireland and across 

the world, religious beliefs continue to have a role in shaping both moral principles and 

public policy.
129

 Callahan has argued that if religion is excluded from public debate, the 

accumulated knowledge of the religions on moral thinking will be ignored.
130

 However, it 

should be noted that the Catholic Church’s views on abortion, for example, have changed 

with developments in medical science. It was not until the nineteenth century when the 

process of fertilisation was discovered, that the Church came out against abortion from the 

moment of conception.
131

 

The issue for policy makers is to ensure that while religious beliefs are considered, they do 

not take over the debate, particularly in a multi-cultural society where differing religious 

beliefs are in play. Furthermore, policy makers should be aware that there are such deep 

divisions on the stem cell issue that great care is required to ensure that one religious view is 

not favoured over another.
132

 While there may be fears that a “fundamental stem cell 

theology”
133

 could emerge in consultations with the religions, this should not be a reason for 

preventing the religions from contributing to the debate, particularly as many people would 

describe themselves as belonging to a particular faith. The opinions of the various religious 

groups should be both sought and welcomed. Importantly, Article 17(3) of the Treaty on the 

Functioning of the EU requires the Union to “maintain an open, transparent and regular 

dialogue” with the churches and religious associations of the Member States, thus 
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recognising the important influence of the various churches.
134

 However, it is important that 

all religions are invited to contribute and that the views of one particular faith are not chosen 

as the basis for a stem cell policy.
135

 

In framing his stem cell policy, President Bush provided a classic example of how the views 

of one religion can dominate over the others. The President’s Council for Bioethics appointed 

by President Bush was criticised for only inviting Christian commentators to hearings,
136

 

whereas the National Bioethics Advisory Commission heard from a variety of faiths. It is 

alleged that this is contrary to a secular society, in which all religious views must be heard.
137

 

A preferred approach would be to invite all religions to speak in a public forum where they 

are given the opportunity to explain their beliefs and allow them to be challenged and debated 

and, just as must be done for ethical divergence, a compromise between the various religious 

views can be sought.
138

 

However, not all are in agreement with the criticisms levied at the Council and it has been 

argued that these attacks are in fact a symptom of the culture wars in the US.
139

 The previous 

Presidential Commissions were quite liberal in outlook and received very little criticism,
140

 

thus suggesting that there is a move against Commissions that are deemed to be conservative. 

While it is not inconceivable that President Bush would have appointed a Commission that 

would be likely to support his own political or religious views, the focus should not be on 

conservative or liberal views of the Commission but rather the issues at hand.  

However, President Bush’s first address to the nation reflected his personal beliefs on ESCR 

and his reasoning was heavily based on his Christian faith.
141

 It is because of this that his 

policy has been described as inappropriate for favouring one religious view over another in 

banning the federal funding of ESCR.
142

 In August 2001, President Bush announced that the 

federal funding of stem cell research would be restricted to lines that had been created before 

9 August 2001, a decision which has been criticised as being too strongly based on his faith 

and thus failing to adequately consider the benefits of ESCR.
143

 It is argued that rather than 
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allowing religion to cloud his view, President Bush should have relied more on scientific 

opinion and government reports and research developments in other jurisdictions.
144

 That 

said, President Bush did note the potential of the research and acknowledged that embryonic 

stem cells have “unique potential”.
145

 The President also acknowledged that the science may 

not live up to its potential. The problem with the President’s address is that he stated his 

belief that human life is a unique gift from “our creator” and that as the research destroys 

potential life it could result in a devaluation of life. His reliance on “our creator” or God as a 

justification for his decision imposes a religious angle on the United States policy which is 

not shared by all citizens.  

3.2.3 The Promise of Science 

It is important that policy makers engage with members of the scientific community. This 

will ensure that scientific facts and not ideology frame the debate. It will also ensure that the 

potential of the research is understood. Brownsword has argued that in a representative 

democracy, decision making needs to be properly informed and this includes understanding 

the relevant science.
146

 On the issue of scientific fact, the scientific community can outline 

the developmental process of the embryo and state that while this process is intimately 

understood, science cannot pin-point the beginning of life, as life is much more than simply a 

scientific issue. 

The potential of the research is likely to have an impact on public policy. If a jurisdiction opts 

for an intermediate approach to regulating ESCR such that research is permitted on the 

embryo in certain situations, policy makers may decide that embryo-destructive research may 

be used to cure life threatening or severely debilitating diseases.
147

 On the other hand, it 

would not be suitable for curing less serious ailments, such as finding a cure for baldness. 

The potential for other forms of research may have an impact on public policy. Policy makers 

may thus consider scientific developments in adult stem cell research and IPS cells. As adult 

or IPS cells do not require the destruction of the embryo, policy makers may opt to permit the 

use of IPS and adult stem cells, but prohibit ESCR. While the opinions of scientists will differ 

as to whether IPS cells or adults cells hold the same potential as embryonic stem cells, 

through engaging with scientists, policy makers can educate themselves to ensure that they 

are fully informed and make a decision based on the best scientific information. 

Two final issues must however be considered when engaging with the scientific community. 

First, embryonic stem cell research is still at the experimental stage, with its potential yet to 

be realised. If policy makers opt to permit some degree of research based on its potential, 
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they should consider that the potential may in fact never be realised and whether a time frame 

should be put on the research. Callahan has argued that if it is decided to permit embryo-

destructive research based on a proportionality analysis, the scientific potential should not be 

assumed but proven.
148

 While such a policy would all but stop medical research,
149

 Callahan 

has a point that while the potential of the research should be considered, it should not be the 

sole focus.  

Second, policy makers should consider that the scientific community’s opinions are not 

value-free and are likely to reflect a particular agenda, which is either in favour of or against 

ESCR.
150

 Furthermore it is not uncommon for the scientific community to exaggerate the 

promise of controversial research. Gene therapy, for example, faced ethical criticisms but was 

permitted due to the scientific promise of the research.
151

 While the promise of gene therapy 

is great, progress has been slow.
152

 Despite clinical trials beginning in 1990, gene therapy has 

yet to be approved for commercial use, illustrating that caution must be exercised when 

exaggerating the potential of a new science.
153

 ESCR scientists have equally exaggerated its 

potential with promise of stem cell therapies in five years,
154

 and therapies for age related 

diseases which will both improve the quality of life for older people and also reduce the cost 

of treating older people.
155

 Yet over ten years later there has been no such breakthrough. 

Scientific promises must not therefore be taken at face value.
156

 

Finally it must be remembered that the scientific community itself is divided as to whether 

ESCR should occur at all. While it is true that the potential of ESCR may never be realised, 

opponents of ESCR are quick to exaggerate the potential of adult stem cell research and 

suggest that ESCR is not necessary. Both William May and Elizabeth Blackbum, who are 

two former member of President Bush’s President Council on Bioethics, were in fact critical 
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of the Council’s underestimation of ESCR and overestimation of adult stem cell research.
157

 

Thus while the input of the scientific community is important, policy makers must remember 

that scientists are likely to have an agenda, which could be the promotion of ESCR friendly 

regulations or a prohibition on ESCR so that investment is directed solely at adult or IPS cell 

research.    

3.2.4 Bioethics Commissions 

It has become increasingly common for policy makers to appoint bioethics commissions. 

Indeed the majority of European countries have an established national bioethics commission 

whose role it is to consider such issues. Such commissions are generally interdisciplinary and 

their membership includes experts in law, ethics and science. These commissions have the 

necessary expertise and time to engage with the issues associated with developments in 

biotechnology and can attempt to balance the interests of human rights, science and public 

policy in an environment that should be free from political influence.
158

 These commissions 

generally examine the issues and prepare a report with recommendations as to the best 

regulatory system for that particular jurisdiction. 

Successive commissions have deliberated on the moral status of the embryo and some have 

explicitly recommended an approach to regulating ESCR. For instance, the Singapore 

Bioethics Advisory Commission recommended that the embryo have an intermediate status, 

which would permit some research on the embryo.
159

 In the UK, the Warnock Committee 

explicitly sought a decision that society could accept irrespective of the personal objections 

of members of the committee, as their personal views were not to be used as a basis for 

recommendations.
160

 They attempted to reach a decision grounded in ethical principles on 

“how it is right to treat the embryo”.
161

 

However, bioethics commissions have, at times, been criticised for not being apolitical. In 

particular, President Bush’s President’s Council for Bioethics was criticised due to the 

appointment of Leon Kass as its chair. Leon Kass is generally viewed as one of the world’s 

leading conservative bioethicists
162

 and his appointment as the chair of President Bush’s 

President’s Council for Bioethics led to the expectation of a conservative report in line with 

President Bush’s views. This view was reinforced when two prominent dissenters of the 

report, Elizabeth Blackburn and William May, were not reinstated at the conclusion of their 
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two-year term.
163

 Thus it has been argued that the appointment of certain members to the 

Commission was to ensure that a particular political philosophy was followed.
164

 

In such a case the Commission is not fulfilling its role of considering the legal, ethical and 

scientific issues and recommending a framework in light of the legal and social 

considerations of that particular jurisdiction. Rather, its recommendations are based on its 

own particular moral principles or political philosophy. Arguably this occurred in Ireland 

when Gerry Whyte dissented from the Commission on Assisted Human Reproduction and 

opposed any activity that would lead to the destruction of the human embryo. While on the 

face of it, a reasoned expression of dissent should be welcomed as further informing the 

public debate, Whyte’s reasons appear to be solely based on his personal views as to the 

status of the embryo and whether it should have a right to life. In giving reasons for his 

dissent, Whyte went so far as to state “turning to my own position on this issue...”;
165

 thus he 

grounded his decisions in his personal opinion only and failed to consider whether his 

personal opinion resonates with Irish society. The Commission’s terms of reference was to 

consider the “social, ethical and legal factors to be taken into account in determining public 

policy” for assisted reproduction.
166

 Thus Whyte was not asked to formulate 

recommendations based on his own opinions but rather to consider the issues that should 

influence Irish public policy. 

Bioethics commissions have been criticised for enabling politicians to avoid making a 

decision on a politically-charged issue and thus transferring the decision making power to the 

commissions.
167

Although reports such as the Warnock Report have proved to be central to 

the framing of policy on assisted reproduction and ESCR,
168

 policy makers are under no 

obligation to follow these reports. The decision on whether the recommendations from the 

Commission are followed rests with the policy makers; the report simply ensures that policy 

makers make an informed decision. Therefore while bioethics commissions can be a valuable 

tool for policy makers, care should be taken to carefully consider and dissect reports to ensure 

that the recommendations of the report are unbiased and based on considerations of the 

ethical issues in light of society rather than a member’s personal views.
169

 Only if the 

members of a commission are fully independent and willing to put their personal opinions 

aside in the interests of society as a whole can a bioethics report truly contribute to the wider 

debate.
170
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4. Towards a Consensus on ESCR Policy 

Due to the pluralistic nature of the issues involved with ESCR, there is a view that a 

consensus will never be reached.
171

 This should not be taken to mean that it is not possible to 

achieve consensus on public policy or a regulatory framework. The historical approach to 

ethical issues and in particular embryology may indicate where a jurisdiction will lie on the 

liberal/conservative spectrum. Bioethics Commissions, if apolitical and interdisciplinary, can 

provide the expert opinion on the issue, while the religious groups, scientists and other 

interest groups can provide input into the debate. It is policy makers, however, who must 

strive to define a consensus on the issues. 

Policy makers must therefore be clear about what their role is. They are not expected to 

determine the moral status of the embryo or indeed the legal status of the embryo; their role is 

to determine the status of the embryo in the context of ESCR. Policy makers should aim to 

achieve complete agreement on the issues. Not only will this benefit them politically,
172

 but it 

will also result in social policy that has been reached through a consensus and thus reflective 

of society. One way in which this may be achieved is through democratic deliberation. 

4.1 Democratic Deliberation 

Democratic deliberation is a collaborative decision-making process that encourages 

individuals to put societal interests over their own personal interests. It promotes an 

environment for debate and decision-making that focuses on common ground while ensuring 

mutual respect where differences remain.
173

 While acknowledging that there are times when 

no consensus may emerge, by encouraging respectful debate coupled with a desire to achieve 

some common ground, a decision which all parties can agree on should emerge. 

There are a number of features to this policy: first, policy makers are required to give reasons 

for their decisions; second, this reasoning should be accessible and understood by all; third, 

the process results in a decision which is binding for some period of time and finally the 

process must be dynamic.
174

  

Providing a reasoned decision is the most important aspect of democratic deliberation, as it is 

through the discussion of opinions and explanation of the reasons for holding beliefs that 
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common ground may be found
175

 and mutual respect can be ensured. Habermas has argued 

that despite the differing moral opinions amongst society, citizens are expected to respect one 

another, and when confronted with a contentious issue, they are expected to look for 

agreement.
176

 In reaching this agreement, Habermas argues that “they owe one another good 

reasons”.
177

 By deliberating and justifying their position, others can begin to see the “moral 

merit” in their arguments.
178

 Respecting one another in the debate will ensure that it does not 

descend into a culture war and importantly it recognises that often there are no right or wrong 

answers but rather a series of differing moral opinions. Focusing on the reasons will also 

ensure that the attacks do not become personal but rather that the debate remains focused on 

the issues.
179

 This approach has been affirmed by the US National Bioethics Advisory 

Commission, which recommended a policy that would  

“demonstrate respect for all reasonable alternative points of view and that focus, when 

possible, on the shared fundamental values that these divergent opinions, in their own 

ways, seek to affirm”.
180

 

It must be noted that while the purpose of this process is to focus on shared values and areas 

of agreement so that a consensus begins to emerge, its aim is not to rid the political process of 

moral differences. Guttman and Thompson argue that if, in a pluralist society certain moral 

differences are so deep that they can never be reconciled, these differences can only 

disappear through repression.
181

 Thus, while looking for shared values and common ground, 

this process should also acknowledge that there are differing moral values in any democratic 

society. 

This policy of reasoned argument has also received recent support from the Presidential 

Commission for the Study of Bioethical Issues. In its 2010 report on synthetic biology the 

Commission highlighted “the importance of robust public participation in both the 

development and implementation of specific policies”.
182

 It also recommended that scientific, 

religious, civic engagement scientists, policy makers, and religious, secular, and civil society 

groups maintain an on-going dialogue about synthetic biology with policy makers.
183

 

Looking to Europe, Article 11 of the TEU requires that the EU institutions maintain a regular 

dialogue with the citizens of the EU and representative organisations, and that the 
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Commission carry out consultations with parties concerned “in order to ensure that the 

Union's actions are coherent and transparent”. 

In the stem cell context, a reasoned debate should focus on the justifications each side has for 

their views. Proponents of ESCR are likely to be in favour of the research due to its potential 

for advancing medical science. Opponents of ESCR may indicate that while they are not anti-

science or anti-research, they are not in favour of research that devalues human life, which 

they believe is one implication of embryo destructive research. While both sides are unlikely 

to resolve their core differences, they will at least understand the other’s viewpoint. This 

echoes what Brownsword has noted when he states that “if society is to get away from trench 

warfare between the rival constituencies” both sides of the debate must get away from their 

entrenched and at times extreme views and begin a discussion towards a reasoned 

outcome.
184

 

Following this understanding the debate can move to the core issue of determining the status 

of the embryo and the legal status of ESCR. Despite having opposing views on ESCR, both 

sides of the debate are likely to agree that the embryo is deserving of some level of 

protection. For some it should be absolute protection, equivalent to that of a human being 

while for others protecting or respecting the embryo may mean that the embryo may only be 

used for research for the most serious diseases. The issue thus becomes the level of protection 

that the law should afford the embryo.
185

 Indeed the National Bioethics Advisory 

Commission has stated that the debate should not be set as being between those who believe 

that the embryo has a right to life against those who believe that the embryo has little or no 

moral status as if it is framed in this particular way there will be no resolution.
186

 

A final point to note is that while the focus is on common ground, during the debate and 

reasoning process, it is likely that more areas of agreement will begin to emerge. For instance 

during the debate on the Human Fertilisation and Embryology Act 1990, it was found that the 

prolonged period of debate from the Warnock Report to the debates in Parliament resulted in 

an increasing amount of common ground.
187

 

4.2 From Consensus to Compromise 

Democratic deliberation recognises that there are differences that cannot be eliminated 

irrespective of deliberations. These differences can involve disagreements when it is not clear 

which side is clearly right or wrong, and furthermore, involve arguments that cannot 

reasonably be rejected.
188

 In such a situation each side must attempt to discuss their position 

with a view to minimising differences but accept differences if they persist. Guttman and 

Thompson give the example of the debate on gay marriage and the resulting decision as to 
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how the process may be carried out. In acknowledging that both heterosexual and 

homosexual couples should have the option of entering into marriage should they wish to do 

so, states do not force religions to permit homosexual unions.
189

 Thus any legislation on same 

sex marriage will apply to civil unions only.  

The problem for policy makers is what they should do in the event that a consensus on all 

issues does not emerge. While Guttman and Thompson dislike the political bargaining 

process, there is likely no other mechanism in which the dispute can be politically resolved 

and legislators should acknowledge this.
190

 In discussing the work of the US Human Embryo 

Research Panel, Charo was critical of the Panel’s failure to acknowledge that it is not possible 

for a government to decide the status of the embryo. He believes that if the Panel had 

accepted this and stated that part of its work was an attempt at a compromise to the differing 

views of the status of the embryo, the Report would have received less criticism.
191

 

Due to the differing views on ESCR, it is unlikely that any decision on the status of the 

embryo will not be without its critics. However, the public acknowledgment by legislators 

that they are seeking a compromise to any issues which have not yet received agreement is 

the correct path to take. This makes it clear that rather than taking a moral stance on what 

they believe to be the status of the embryo, they are making a decision which the majority of 

the public is most likely to accept. While the public may not appreciate the difference 

between ethics and politics, legislators must make it clear that they have made a decision 

based on what emerged through the process of democratic deliberation; any issues which 

could not be resolved came as a result of political bargaining between the differing groups. 

Indeed, Chowcat argues that the public has the right to know the basis on which such 

decisions are made.
192

 

In the stem cell context, it is possible that there is a point at which political bargaining 

becomes a feature with one, or both, sides agreeing to compromise some of their views. Thus 

while policy makers should aim to achieve a consensus among the stakeholders of the debate, 

this consensus does not mean complete agreement on every issue and may involve some 

compromise.
193

 For example in the abortion context, many who are morally opposed to 

abortion did not wish it to be prohibited in law.
194
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However, while this process may go some way to achieving a consensus either through the 

collaborative decision-making process or political bargaining, it is likely that some 

stakeholders in the stem cell debate will be unwilling to compromise. They may explain their 

views, respect alternative views and engage in the debate; yet their views may be so strongly 

held that they are unwilling to accept anything other than a recognition of full moral status of 

an embryo in law (for example). It is at this point that policy makers must act and implement 

legislation based on the discussions arising from the deliberations. It is possible that there is a 

consensus amongst the majority of stakeholders, and policy makers are likely to proceed 

based on this majority as this is politically expedient and will ensure that the majority of the 

population is in agreement with its policy. For those not in agreement with the policy, it must 

be borne in mind that the process is dynamic, the law can be revisited in future when the 

potential of the research is fully understood and thus both sides have the opportunity to once 

again put forward their viewpoints.
195

 

5. Conclusion 

It is clear from the foregoing discussion that ethical consensus on the status of the embryo is 

not possible. Differing ethical viewpoints ascribe differing levels of moral status to the 

embryo and at differing times in its developmental process. The debate is further hindered by 

the uncertainty surrounding the science. The only certainty based on current scientific 

knowledge is that the embryo will be destroyed in the research; the potential of the research is 

potential only and may never be realised. 

The concept of the moral status of the embryo will vary across society and may depend on 

competing interests such as religious teachings and moral values, as well as other issues such 

as the value placed on scientific progress. Should policy makers adopt one ethical viewpoint, 

they risk alienating other members of the public who do not agree with their ethical 

justification and furthermore, they risk grounding their decision in a theory that can easily be 

discarded. 

The value of a discussion on the moral status of the embryo lies in identifying whether 

society is liberal or conservative in its approach to ESCR. Once this is identified, policy 

makers should not concern themselves with this debate, but rather focus on the legal status of 

the embryo and ESCR. To achieve this end, the process of democratic deliberation should be 

adopted to ensure that the debate is reasoned and focuses on common ground. As the 

National Bioethics Advisory Commission stated: 
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“Although many of the issues remain contested on moral grounds, they co-exist 

within a broad area of consensus upon which public policy can, at least in part, be 

constructed.”
196

 

This process acknowledges that at times a consensus may not be achieved, but by focusing on 

areas of agreement and justifying a decision, it is more likely that a decision will be 

acceptable to those who do not necessarily disagree with the decision. Furthermore this 

process seeks, although does not necessarily achieve, consensus without requiring those 

involved in the process to abandon their philosophical, moral or religious beliefs.
197

 While 

those engaged in debates surrounding abortion or ESCR may have very polarised views, this 

process attempts to reconcile both sides of the debate with one another so that they at least 

respect one another’s viewpoints and also create an environment in which active debate is 

encouraged. It is a process that, at its core, seeks to get all sides of the debate to reach a 

collaborative decision on policy. 
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Part II: The International Regulation of Embryonic Stem Cell 

Research 

Chapter 2:  The Regulation of Embryonic Stem Cell Research: An 

Overview 

1. Introduction 

Having established the necessity of regulating ESCR, and a process by which the legal status 

of the embryo and thus ESCR can be agreed, policy makers must next consider the regulatory 

regime for ESCR. The process of consulting with stakeholders through democratic 

deliberation will assist policy makers in establishing a regulatory framework, as the 

boundaries of the research will likely have been agreed. The role for policy makers is now to 

formulate a regulatory regime that reflects this discussion and that also conforms to the 

principles of “Better Regulation” and “smart regulation” as espoused by the European 

Commission. 

European governance has evolved from a period of considerable regulation to the beginning 

of mass deregulation, as initiated by the Thatcher and Regan administrations.
198

 While the 

tide has turned on deregulation, there is a refocus on the need for regulation and whether 

policy outcomes can be achieved through other means. Where state regulation is deemed to 

be necessary, policy makers are increasingly following the Principles of “Better Regulation”, 

or its successor “smart regulation”, as encouraged by the OECD and the European 

Commission.
199

 By adopting these principles, policy makers ensure that regulations achieve 

the desired policy outcomes and also that state regulation only intervenes where necessary. 

Policy makers may thus look to other regulatory options such as market controls, self-

regulation and co-regulation. Analysing these various forms of regulation under the principles 

of Better Regulation can aid policy makers in determining their suitability to form part of the 

regulatory structure for ESCR. 

Part II of this thesis will analyse the various structures which are used to regulate ESCR 

internationally. In particular, it will focus on direct state intervention, such as legislation and 

regulatory authorities, and economic measures, such as the use of the patent system and the 

public funding of ESCR to regulate the industry. Each will be analysed under the principles 

of Better Regulation. To provide some context, this chapter will provide an overview of 

regulation and the factors that must be considered when regulating ESCR. In discussing the 

purpose of regulation it will discuss the origin and evolution of the principles of Better 

Regulation. Furthermore the importance of regulatory impact statements will be highlighted 

and the impact that regulatory impact reports may have on ESCR will be outlined. Finally, 
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there will a discussion of the regulatory tilt and the regulatory mix and the need to establish 

both as part of the ESCR regulatory framework. 

2. Main purpose of Regulation 

While definitions of regulation may differ, at its core, regulation is concerned with 

controlling behaviour. A House of Lords Select Committee report has argued that regulation 

can be broadly divided into three categories: “economic regulation aimed at controlling the 

abuse of monopoly power; regulation of public goods and external effects, such as 

environmental pollution; and social regulation”.
200

 Whether one agrees with this break-down, 

common to all three types of regulation is the need to control certain activities or behaviour. 

This control may manifest itself through either the prohibition or permitting of certain 

activities, but irrespective of its purpose, regulations will seek to manipulate a particular 

aspect of social behaviour. In the stem cell context, the purpose of regulation may be to 

prohibit or permit the research within certain boundaries. A particular challenge for policy 

makers seeking to permit the research is balancing the legal, social and ethical concerns with 

their desire to encourage innovation.
201

 

A narrow conception of regulation focuses solely on state-sanctioned actions to influence 

behaviour, be it through the adoption of legislation or the enforcement of legal rules.
202

 As 

Galligan describes it, regulation “means simply the use of law and legal techniques to 

supervise an area of activity”.
203

 Thus, for example, if the government sought to increase the 

use of seat belts, criminal sanctions could be imposed for a failure to wear seatbelts. A 

narrow definition of regulation may therefore be any deliberate attempt by the state to 

influence social behaviour which may have potential negative side-effects by monitoring, 

establishing and enforcing legal rules. 

On the other hand, a broad view of regulation encompasses all forms of social control, 

regardless of whether it is imposed by a state actor or some other social institution.
204

 It may 

cover “any form of controlling or channelling strategy”
205

 irrespective of whether this attempt 

to control is initiated by the government or some other group. As Scott has stated, 

“governments do not and cannot regulate everything”.
206

 Similarly Braithwaite argues that 
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the regulation overseen by government is “but the tip of the iceberg”
207

 as social norms and 

market forces, such as the price of goods or services, can control behaviour without the need 

for legal rules. It is thus unsurprising that it has been noted that a lack of regulation by public 

authorities does not necessarily result in a regulatory void.
208

 Returning to the seatbelt 

example, under a broader view of regulation a public education campaign highlighting the 

risks of not wearing seatbelts, or charging those injured in a car accident for their medical 

expenses if they did not wear their seatbelt, could be considered as alternatives to criminal 

sanctions.
209

  

Further regulation can also include not only controlling individuals behaviour, but also the 

effect of individual’s behaviour on society.
210

 For example, a law will not prevent you from 

breaking your own vase but may prevent you from breaking someone else’s vase.
211

 In the 

stem cell context, this is of importance as governmental regulation of the technology may be 

to influence the moral beliefs of the public. Thus the purpose of regulating ESCR may be to 

ensure that the moral principles of society are preserved. 

For the purposes of this thesis, the broader view of regulation will be adopted. This 

recognises, as Grabosky has stated, that public policy can no longer be understood as 

originating from either solely private or public institutions, but should be understood as being 

a blend of public and private frameworks.
212

 While the view of regulation adopted here will 

consider the traditional command and control regulation, it will also consider social norms 

and the role of the market in regulating ESCR. This is due to the important impact that ESCR 

public funding policies and also both national and international patenting policies have had 

on the regulation of ESCR globally. Furthermore, such an approach is consistent with Scott’s 

concept of a regulatory regime, which he defines as “the aggregation of the activities of those 

whose actions shape behaviour within a particular set of activities”.
213

 This involves an 

examination of an issue, in this case embryonic stem cell research, and the factors that will 

influence that research, rather than merely an examination of the rules.
214

 Thus, for Scott, the 

importance of regulation lies not only in the rules that govern the behaviour of relevant social 

actors but how regulation occurs.
215

 Taking such an approach will ensure a deeper 

understanding of how regulatory regimes evolved internationally. 
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2.1 Principles of Good Regulation 

In the past, there has been a perceived notion that the solution to any crisis is the introduction 

of state regulation. This attitude muted any potential voluntary response.
216

 Since the late 

1990s, there has been a move within the EU and its Member States towards reducing 

bureaucracy and improving the regulatory process.
217

 This movement has also sought to 

reduce the burden on businesses,
218

 which should lead to a reduction in the costs for 

businesses. To achieve this end, the EU has begun to devote time to improving its legal 

proposals, reducing unnecessary or over-lapping rules and making its laws more 

understandable.
219

 This is part of an attempt to improve European governance, and the reform 

of European governance was identified as a strategic objective by the European Commission 

in 2000.
220

 It has also become a feature of many international organisations such as the 

OECD, the World Bank, the International Labour Organisation (ILO) and the IMF.
221

 This 

improved governance focuses on participation and power sharing, multi-level integration, 

diversity and decentralisation, flexibility and revisability, deliberation and experimentation 

and knowledge creation.
222

 It has emerged due to, amongst other issues, the increasing 

complexity and uncertainty of issues, irreducible diversity, legitimacy concerns and new 

approaches to public administration and law.
223

 

This drive towards good governance has become known as “Better Regulation” and it covers 

the entire process from the initial conception, to implementation and enforcement.
224

 It 

describes the desire of governments to ensure that government policies are created using the 

correct tools and that they achieve the desired outcomes.
225

 The Commission is of the opinion 

that this has led to improvements in how it makes policies and proposals to regulate.
226

 

The concept of Better Regulation has emerged from combining the American tool of 

regulatory impact assessments (RIA) with European initiatives of simplification and 
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standardisation.
227

 Its purpose is to ensure that there is good governance within the regulatory 

state
228

 and to reduce the perceived growth in regulatory burdens on businesses.
229

   

In the 2001 Mandelkern Report on Better Regulation, which forms the basis of better 

regulation within the EU, the seven common principles for better regulation were set out. 

They are: necessity, proportionality, subsidiarity, transparency, accountability, accessibility 

and simplicity.
230

 

(i) Principle of Necessity 

The principle of necessity requires that prior to the introduction of a new policy, it must be 

determined whether the regulations are in fact necessary. This will involve an examination of 

the various forms of public actions, other than legislation, that may achieve the desired 

aims.
231

 The UK Better Regulation Task Force (BTRF) has noted that, too often, the response 

is that we need to regulate, rather than determining whether this is in fact the best way to 

resolve a problem.
232

  

(ii) Principle of Proportionality 

The regulations must be proportional to their aims and a balance must be struck between the 

advantages of the regulations versus the constraints that they impose. In considering the 

various regulatory instruments, the Commission and the Member States must opt for the 

regulatory instrument that is most proportional to their aims; or as the House of Lords Select 

Committee has stated, regulation must achieve “the desired outcome in the most effective and 

least burdensome way”.
233

 To achieve this end, there must be consideration of the various 

instruments such as primary and secondary regulation, framework directives and co-

regulation.
234

 

(iii) Principle of Subsidiarity 

The principle of subsidiarity ensures that decisions are taken at the level closest to the citizen. 

Thus, if the objectives of the regulations can be better met by action at a Member State level, 

this must be opted for over EU action.
235

 

(iv) Principle of Transparency 

The regulations must be transparent and all interested stakeholders must be given the 

opportunity to participate in the process prior to the introduction of the regulations.
236

 This 
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not only conforms to the principles of democratic deliberation,
237

 but it also ensures that 

potential side-effects of regulations, which may be unforeseen to policy makers, may be 

raised and addressed at an early stage. The importance of transparency in regulating 

biotechnology was stressed in the 2002 strategy on life sciences and biotechnology where the 

European Commission stated that more transparency was required in how regulators dealt 

with risk.
238

 Thus the Commission is advocating for transparency throughout the regulatory 

process and not only in the drafting of regulations. 

(v) Principle of Accountability 

The principle of accountability requires that the policies and the parties which the policies are 

intended to affect are clearly identified. Where there is difficulty in implementing the 

regulations, the party overseeing the regulations must be informed so that they may be 

amended.
239

 It has been noted that one risk of delegating regulation to private groups is the 

potential loss of accountability, as these groups are not accountable to the public and the 

democratic process.
240

 

(vi) Principle of Accessibility 

The regulations must be accessible and understood by those they intend to regulate. This is 

important to ensure that the regulations are implemented and complied with. This may 

involve additional work on behalf of the regulators to ensure that relevant groups are aware 

of the regulations as, due to their individual situation, they may have difficulty in asserting 

their rights.
241

 

(vii) Principle of Simplicity 

The principle of simplicity requires that the regulations are simple and easy to both use and 

understand: “regulation should be as detailed as necessary and as simple as possible”.
 
This 

can result in savings for all parties involved while also relieving the public administrative 

burden.
242

 

The principles of Better Regulation have been adopted throughout Europe, although not in a 

uniform fashion. In the UK, the Better Regulation Task Force focused on five principles of 

better regulation: proportionality, accountability, consistency, transparency and targeting.
243

 

In Ireland, however, there are six principles of Better Regulation: transparency, 

accountability, proportionality, consistency, effectiveness and necessity.
244

 These principles 
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represent a move away from an assumption that there is a need to introduce state regulation 

towards a system which seeks to determine the best way to deal with an issue. As a result of 

better regulation, the Commission has claimed that regulation is now simpler, with less red-

tape and administrative burden for businesses.
245

 Although there are deviations at times, 

Member States have generally followed the principles.
246

 

Recently, there has been a move away from Better Regulation, with the concepts of smart 

regulation and responsive regulation becoming vogue. At the core of the responsive 

regulation approach is the premise that the state is not always the most effective regulatory 

agency, as other actors may be in a position to regulate much more effectively.
247

 Policy 

makers will first seek to use less invasive strategies such as education or persuasion, and will 

gradually begin to use more stringent approaches to ensure compliance.
248

 The advantage of 

responsive regulation is that it seeks to determine the most suitable body to regulate a given 

issue,
249

 and it is built on three principles: 

 First, all formal and informal regulatory strategies must be considered; 

 Second, the strategies must be arranged in a hierarchy from the least intrusive to the 

most intrusive, with preference given to the least intrusive strategy that ensures 

compliance; 

 Third, there must be dialogue about why regulation is necessary which aims to seek 

out a commitment to voluntary compliance in the future.
250

 

Since 2010, the Commission’s focus has shifted from responsive regulation to smart 

regulation. Under the Commission’s definition, smart regulation is about “the whole policy 

cycle - from the design of a piece of legislation, to implementation, enforcement, evaluation 

and revision”.
251

 It aims to improve EU legislation, ensure that new legislation is the best 

possible and improve the implementation of EU legislation.
252

 The focus in smart regulation 

is not on the regulatory strategy but rather achieving the goal of regulation through a 

combination of necessary regulatory strategies.
253

 As Johnson et al state “regulation is 
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smartest when it chooses a mix of regulatory instruments that maximises the achievement of 

regulatory objectives at minimum cost”.
254

 By using multiple policy instruments, a regulatory 

strategy can be tailored to suit a particular problem.
255

 

Smart regulation is now part of the EU 2020 Strategy whereby the Commission will consider 

the wider use of regulations rather than directives, launch ex-post evaluation of existing 

legislation, pursue market monitoring, reduce administrative burdens, remove tax obstacles 

and improve the business environment, particularly for SMEs and support 

entrepreneurship.
256

 In other words, a regime which adopts smart regulation, in theory, will 

adopt the best range of regulatory instruments.
257

 While smart regulation does look to a mix 

of regulatory instruments, it is arguably much the same as Better Regulation.
258

 

2.2 Regulatory Impact Assessments 

In parallel with the emergence of the principles of Better Regulation and smart regulation, the 

use of regulatory impact assessments (RIAs) has grown and has been described as being 

crucial to the reform of regulatory strategy within Europe.
259

 RIAs involve an examination of 

the current problem, whether the status quo suffices to deal with the issue, the identification 

of regulatory options and a consultation with the stakeholders.
260

 They can also identify the 

potential impacts of regulation on business costs, the environment and some social groups.
261

 

An Impact Assessment Board (IAB) is now in existence and its role is to provide advice and 

assistance in drafting RIAs within the Commission.
262

 RIAs should be seen as integral to the 

regulation of biotechnology. Biotechnology often raises complex ethical issues, with 

innovations leading to new discoveries that can challenge our regulatory structures.
263

 RIAs 

ensure that policy makers take into consideration these complex issues in areas of rapidly 

developing science. 

In outlining the potential impacts of policy options, the RIA assists in the creation of a 

regulatory strategy and has been described as “an effective tool for modern, evidence-based 

policy making”.
264

 In this way, it is thought that RIAs should result in improved regulatory 

policies and outcomes
265

 and they should aid rather than control the political decision making 
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process.
266

 The 2009 Regulatory Impact Assessment Guidelines require the following steps to 

be taken: 

 Identification of the problem; 

 Defining the objectives; 

 Develop main policy options; 

 Analyse the impacts of the options; 

 Compare the options; 

 Outline policy monitoring and evaluation.
267

 

The advantage of an RIA is that an analysis of regulations is done prior to the introduction of 

any regulations. There is thus opportunity for stakeholders to have influence at the creation of 

the regulations rather than attempting to alter after the introduction of a regulatory strategy.
268

 

Furthermore any decision will be an informed decision, which has taken into consideration 

the potential costs of regulation. It has also been cautioned that RIAs open the Commission to 

scrutiny at the pre-legislative stage, where political bargaining has often been confidential.
269

 

However, despite this concern, encouraging consultation with stakeholders conforms to the 

principle of democratic deliberation and can ensure that decisions are made as a result of 

consensus rather than political bargaining.
270

 

RIAs can provide policy makers with a tool with which they can begin to formulate the best 

regulatory policy. Rather than being seen as another bureaucratic task, RIAs should assist the 

political process and provide a structured framework for considering policy problems and 

determining the most suitable response.
271

 The European Commission now requires all major 

policy proposals to undergo an RIA, which has resulted in a knowledge-based approach 

whereby decisions are made as a result of evidence.
272

 Similarly, boards such as the Office of 

Information and Regulatory Affairs (OIRA) in the USA, the Treasury Board Secretariat in 

Canada and the Better Regulation Executive and Regulatory Policy Committee in the UK are 

all tasked with reviewing regulations and whether they are required before they are passed. 

By conducting a RIA before a policy is put forward, there is the opportunity to explore 

alternative courses of action.
273
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2.3 Regulatory Tilt 

In drafting a regulatory framework, policy makers may wish to consider the regulatory tilt. 

This refers to the general permissiveness or restrictiveness of the regulatory framework
274

 and 

is thus concerned with the policy aims of the regulation rather than the regulatory tools 

adopted. The regulatory tilt may be similar to the general permissive or restrictive approach 

that policy should take, as decided through democratic deliberation, or it may be premised on 

caution. A restrictive approach may be taken due to social concerns regarding the research or 

where the eventual impact of the research on human nature or the environment is unclear. For 

example, the restrictive approach taken by the EU towards genetically modified foods is 

partly due to concerns regarding their environmental impact.
275

 In such a case, policy makers 

may opt to follow the precautionary principle, which means that caution should be taken 

when the scientific evidence is unknown, but there exists the possibility that a certain 

technology may be irreversibly damaging to the environment.
276

 On the other hand, the goal 

of public policy may be to increase innovation in the biotechnology industry and thus the 

regulatory tilt may be permissive and generally in favour of the research subject. China is one 

country that has adopted permissive ESCR regulations, and this has resulted in increased 

innovation in its biomedicine sector.
277

 

The regulatory tilt can serve as an important interpretive tool for the courts when there is 

uncertainty as to the application of the regulations. In Germany, the regulations prohibit 

ESCR except in limited circumstances and thus, in the absence of explicit permission, it will 

be presumed that the activity is prohibited. On the other hand, the UK generally has a 

permissive ESCR regulatory framework where, in the absence of guidelines to the contrary, 

the regulatory tilt will be towards permission.
278

 Knowing the regulatory tilt is important for 

the courts, particularly when the law has failed to keep pace with the technology,
279

 as 

occurred in R (Quintavalle) v Secretary of State.
280

 Overall, if the regulatory tilt is generally 

permissive, then courts will likely determine that the default position is in favour of 
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permitting the research and that silence on a particular type of research should be interpreted 

as allowing the research.
281

  

However, courts should be mindful that there are exceptions to this rule and a general 

permissiveness towards research may not be due to the regulatory tilt, but rather due to 

deficiencies in the regulatory framework or poor regulatory oversight. For instance, it has 

been argued that the permissive polices adopted by the Chinese government concerning 

ESCR are not in fact as a result of a general permissiveness towards ESCR, but rather as a 

result of a weak regulatory framework. Such an approach does ignore the differing moral 

principles underpinning Chinese society,
282

 which relies on Confucian ethics rather than the 

principles adopted in the Western world. 

Finally there is the possibility that the regulatory tilt is neither permissive nor restrictive, but 

rather urges caution in the face of scientific uncertainty. Thus, while regulators may be 

generally in favour of the research, due to the uncertain impacts of the research, or concerns 

regarding the ethics of the research, the regulatory framework adopts a cautious approach 

towards it. This is known as the precautionary principle and will be explored further below.
283

 

2.4 Regulatory Mix 

Once the regulatory tilt and the general policy goals of the research are determined, policy 

makers must next decide the regulatory mix. This refers to the differing regulatory options 

policy makers may adopt to form part of the regulatory strategy. These may involve direct 

governmental regulations such as legislation or the appointment of regulatory authorities to 

oversee the research, or other indirect measures such as market controls or self-regulation.  

Prior to determining the regulatory mix, there are a number of issues which are peculiar to 

biotechnology that policy makers should consider. Biotechnology is a rapidly developing 

technology which leaves policy makers with the challenge of ensuring that the regulatory 

strategy does not become outdated and thus have unintended consequences.
284

 While 

regulators may want “regulation to bind to the technology and to evolve with it”,
285

 whether 

this will be possible will depend upon the regulatory mix.  

The traditional command and control system of regulating through legislation tends to be 

time-consuming due to the need to draft legislation and get it through parliament. On the 

other hand, soft law (such as codes of conduct) may not require input from parliament and 

thus is easier to change via the voluntary body from which the soft law norms emerged. The 

danger with such forms of regulation is that they often do not have the force of law and thus 

compliance may be harder to obtain. Policy makers will need to balance the need to ensure 
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the policy can be easily amended and respond to scientific developments with the need for 

sustainability in the law.
286

 In other words, policy makers will need to balance flexibility 

within the law with the need for predictability while also ensuring that the regulations adhere 

to the principles of Better Regulation.   

3. Regulating Embryonic Stem Cell Research 

Policy makers tasked with introducing ESCR regulations must first conduct a RIA. As 

consultation forms a part of this RIA, this process will build upon the principle of democratic 

deliberation. The RIA will determine costs associated with regulation and it may also outline 

the impacts of a failure to regulate. The Commission has stated that “societal scrutiny and 

dialogue” should be part of the development of the governance of life sciences and 

biotechnology.
287

 This is of particular importance for ESCR, which is often the subject of 

much controversy. Thus it is unsurprising that the Commission considers that science-based 

regulatory oversight should enhance public confidence.
288

 A regulatory process that begins by 

examining the potential impacts of the various policy options will ensure that the public can 

have confidence in the regulatory system. 

Policy makers must next decide on the regulatory mix in regulating ESCR. The focus should 

be on whether direct legislation is necessary, or whether self-regulation will prove to be 

sufficient. Internationally, due to the complexity of issues involved in regulating 

biotechnology, regulators rely on a mix of regulatory options ranging from the traditional 

command and control methods of regulation, to economic factors and professional 

guidelines.
289

 In determining the regulatory mix, policy makers must not lose sight of the 

principles of Better Regulation and the final regulatory strategy must satisfy these principles. 

T aid this process, this thesis will later analyse the various models of regulating ESCR used 

internationally under the principles of Better Regulation. As this thesis aims to propose a 

regulatory structure suitable for Ireland, it will examine the regulatory strategies under the six 

principles of better regulation adopted by the Irish government. Briefly these principles are: 

1. Necessity: The principle of necessity requires that regulation only occurs when it is 

required. Furthermore regulatory frameworks and institutions currently in place must 

be kept under review. 

2. Effectiveness: Regulations must be targeted, enforced and complied with to ensure 

their efficacy. 

3. Proportionality: Regulations should be imposed only where necessary and thus 

regulatory impact assessments must be carried out. Furthermore, the burden for 

complying, as well as the burden for non-compliance, must be fair.  
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4. Transparency: Prior to regulation there will be a period of consultation to ensure that 

stakeholders in the debate can get involved. Regulations must also be clear, accessible 

and understood by those they seek to affect. 

5. Accountability: It must be clear who the regulations seek to control, who is to enforce 

the regulations and what the appeals process is. 

6. Consistency: The regulatory process must be predictable, with the rules enforced 

equally.
290

 

Analysing the regulatory structures under these six principles will indicate their suitability to 

become part of the regulatory framework for ESCR. 

4. Conclusion 

The move towards the principles of Better Regulation and smart regulation has ensured that 

there is a focus on the entire life cycle of regulatory policy, rather than simply calls for 

government regulation in response to policy problems. The introduction of RIAs has resulted 

in not only a consideration of whether regulation is necessary, but also an analysis of the 

potential impact of various regulatory policies. In the ESCR context this is important as the 

RIA should illustrate not only the cost associated with regulation for scientists, but also the 

potential impact of introducing regulations on such a controversial issue such as ESCR. The 

adoption of the Better Regulation principles has provided policy makers with a framework 

through which regulations may be assessed. In moving forward with ESCR regulation, policy 

makers must not only be mindful of these principles, but set out a regulatory regime that 

conforms to these principles. To aid policy makers in the delivery of such a regime, this 

thesis will analyse the various regulatory regimes for ESCR under the principles of Better 

Regulation. 
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Chapter 3 The Ethical Precautionary Principle 

1. Introduction 

Developments in technology have resulted in improved medicine as well as improvements in 

our daily lives. However, improved technology has often come at a cost and has led to 

increased risks of environmental damage as well as potentially damaging human health. 

These risks are not always clear, as scientific evidence may be inconclusive. Yet due to the 

potentially damaging effect of the technology, policy makers may seek to limit or restrain the 

use of that technology. This act of limiting the use of an activity due to potential, but 

uncertain, risk is known as the precautionary principle and it is often used as a mechanism by 

policy makers to protect the environment or human health. Simply put, it is a principle guided 

by the policy that it is better to be safe than sorry.
291

 

Over the past few decades the precautionary principle has become part of international and 

national legal structure, as a guiding principle in controlling the potentially damaging impact 

that human activity is having on the natural world.
292

 The principle has emerged from an 

increase in environmental awareness amongst society since the 1970s, and is recognition that 

our technological capabilities exceed our ability to foresee the impact of our increasing 

capabilities.
293

 Despite the principle’s long standing relationship with environmental policy, 

its remit has gone beyond that realm. It has recently been applied to the regulation of 

genetically modified organisms (GMOs) and it has been argued that the principle could also 

be applied to human genetics or any science which has a direct impact on humans.
294

  

In the stem cell context the principle may have two applications. First, it could prevent the 

clinical application of stem cell therapies until it is certain that the therapies are risk-free.
295

 

Second, the principle could be remodelled and applied where there is uncertainty as to 

whether the technology is ethical. This will be the focus of this chapter and will be termed the 

ethical precautionary principle. It will build upon the concept of deliberative democracy and 

seek to explain how the differing conservative, intermediate and liberal approaches to the 

moral status of the embryo and ESCR may manifest in public policy. In this way, it can 

explain the approaches countries have taken to their ESCR policy. The adoption of the ethical 

precautionary principle may prevent the use of certain sources of embryos for research and 

may restrict the use of the research for certain treatments only. Furthermore, as the potential 

therapeutic benefits of ESCR are currently uncertain, this too feeds into policy makers’ 

decisions and as a result the application of the ethical precautionary principle, for ESCR, 

involves a combination of ethical uncertainty and scientific uncertainty. 
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Much like the precautionary principle is adopted when the risks associated with a technology 

are unknown, the ethical precautionary principle will be adopted where the ethics of a new 

technology are uncertain. In the stem cell context, this precaution can take the form of an 

outright ban, as has occurred with reproductive cloning, or permitting research but within 

restrictive confines, such as the current stem cell research policy in Germany. The principle 

may be adopted in response to public fears that an ethical line will be crossed if certain 

research is permitted, from which there is no going back. In the stem cell context, the ethical 

concern is the destruction of the embryo, which many view as human life. For others, the 

concern is that the patenting of research arising out of ESCR may indirectly lead to the 

commercialisation of human life.
296

 As previously illustrated, there may be no agreement on 

the moral status of the embryo and thus the ethical implications of the research. Yet the fear 

that embryonic stem cell research could potentially cross an ethical Rubicon is nevertheless 

present and real for many people. The issue for policy makers to resolve is whether the 

ethical concerns of some people should trigger the precautionary principle when introducing 

embryonic stem cell research regulations.  

This chapter aims to discuss the idea of ethical precaution as a potentially key regulatory 

principle for ESCR. A brief overview of the meaning of the precautionary principle and its 

use internationally will first be offered. The application of this principle in the areas of 

environmental policy and biotechnology will then be analysed. An attempt to adapt the 

current principles of precautionary regulation will be made in order to see if it can be adapted 

to guide regulation where the ethical principles are uncertain. Finally, this chapter will 

suggest ways in which the ethical precautionary principle can be used to regulate stem cell 

research.  

2. The Precautionary Principle 

As previously noted, the precautionary principle occurs when policy makers opt to take 

preventative measures against a particular damage if it is thought that there will be lasting 

damage. The damage in question is generally environmental damage. The precautionary 

principle has also been adopted in other areas and often by people in their everyday lives. For 

example, many people take out health insurance, car insurance, wear seatbelts or refuse to 

walk in areas that are known to be dangerous in cities. Arguably the principle has been 

adopted into criminal procedure whereby the bail requirements guard against a suspect 

fleeing the jurisdiction.
297

 

There are both weak and strong versions of the principle.  

Under the “strong” version of the principle, regulation is required if there is a risk that the 

technology is harmful to public health or the environment (for example), even if that risk is 

speculative and the science uncertain.
298

 In other words, the precautionary principle should be 
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the default response to serious risks when there is scientific uncertainty.
299

 However, it is 

argued that the principle in its “strong” version is incoherent as there are risks on all sides of 

social situations,
300

 thus the introduction of a strong version of the principle brings risks, risks 

that the introduction of the principle is seeking to avoid. One such example is the use of 

Dichlorodiphenyltrichloroethane (DDT), which has been proven to be a cheap and effective 

method of treating malaria. It has also been linked with the decline of raptors internationally. 

Had the precautionary principle been applied to DDT, it would have had to be banned to 

preserve the number of raptors. This however would have led to a rise in malaria. In such a 

situation, irrespective of the choice of policy makers, there will be some risk involved.
301

 A 

similar problem has arisen with what is known as the ‘drug lag’. Policy makers usually take a 

highly precautionary approach to the introduction of new drugs and require that they undergo 

a series of clinical trials and tests prior to their introduction onto the market. This is to ensure 

that the public is not adversely affected by any new drug or treatment. The consequence of 

such an approach is that it causes delay in getting drugs to the market and thus deprives 

people from receiving potentially life-saving drugs.
302

  

A “weak” version of the precautionary principle would require strong evidence of the threat 

of environmental damage before there would be government intervention, thus it does not 

preclude the possibility of government intervention.
303

 The US government has generally 

adopted the weak approach to the precautionary principle, particularly in relation to 

environmental policy. However, both the US and Canada are opposed to the precautionary 

principle becoming a principle of customary international law.
304

 

3. The Precautionary Principle in International and European Law 

The precautionary principle has become a mainstay of environmental declarations since the 

Rio Declaration of 1992.
305

 The principle came to the fore in 1998 at the Wingspread 

Conference on the Precautionary Principle. This was followed by the Cartagena Protocol on 

Biosafety in 2000, which enshrined the principle in the use of GM organisms,
306

 and the 

principle has now become part of the EU Treaties: 

                                                                                                                                                                                     
“When an activity raises threats of harm to human health or the environment, precautionary measures 

should be taken even if some cause and effect relationships are not fully established scientifically.” 
299

 N Sachs, ‘Rescuing the Strong Precautionary Principle from its Critics’ (2011) University of Illinois Law 

Review 1285, 1295. 
300

 C Sustein, Laws of Fear: Beyond the Precautionary Principle (Cambridge University Press 2005) 4. 
301

 I Goklany, The Precautionary Principle: A Critical Appraisal of Environmental Risk Assessment (Cato 

Institute 2001), 1. 
302

 Sustein (n 291) 25. 
303

 Sachs (n 299) 1295. 
304

 A Trouwborst, Evolution and the Status of the Precautionary Principle in International Law (Kluwer Law 

International 2002) 280. 
305

 Principle 15 of the Declaration states: 

“In order to protect the environment, the precautionary approach shall be widely applied by States 

according to their capabilities. Where there are threats of serious or irreversible damage, lack of full 

scientific certainty shall not be used as a reason for postponing cost-effective measures to prevent 

environmental degradation.”  
306

 Article 1 states: 



59 
 

“Union policy on the environment shall aim at a high level of protection taking into 

account the diversity of situations in the various regions of the Union. It shall be 

based on the precautionary principle and on the principles that preventive action 

should be taken, that environmental damage should as a priority be rectified at source 

and that the polluter should pay.”
307

  

Prior to the formal adoption of the principle by the European Commission, the ECJ 

considered the principle.
308

 The Court noted  

“Where there is uncertainty as to the existence or extent of risks to human health, the 

institutions may take protective measures without having to wait until the reality and 

seriousness of those risks become fully apparent.”
309

 

The precautionary principle has been criticised as being ambiguous
310

 and being more of an 

idea rather than a clearly-defined concept.
311

 In 2000 the European Commission published a 

communication on the use of the precautionary principle. Its purpose is to provide guidance 

for the implantation of the principle to ensure that decisions are made in a proportionate, non-

discriminatory, transparent and coherent manner while also providing the chosen level of 

protection. The Communication stated that a structured decision-making process was 

required to deal with the scientific and objective information which considers the three 

elements of risk analysis:  

“the assessment of risk, the choice of risk management strategy and the 

communication of the risk”.
312

 

So as to avoid an excessive application of the precautionary principle, the Commission’s 

communication detailed factors that would trigger the use of the principle. It stated there 
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should be a scientific evaluation of the potentially negative effects of the technology based on 

current scientific knowledge.
313

 However, this risk assessment is likely to be inconclusive as 

there may be insufficient data, or the current scientific knowledge may be uncertain as to the 

risk posed.
314

 Furthermore it is argued that uncertainty is inherent in science as “certainty in 

science is the exception rather than the rule”.
315

 Policy makers must thus assess the potential 

consequences of inaction based on this incomplete data to determine whether they should act 

in accordance with the precautionary principle.
316

  

Should policy makers opt to act based on the precautionary principle, the following must be 

adhered to: 

1. The response must be proportionate to the level of protection required;
317

  

2. It must be applied in a non-discriminatory fashion so that similar situations are treated 

the same;
318

  

3. It must be consistent with measures adopted in similar situations;
319

  

4. There should be a cost-benefit analysis of inaction which can include an analysis of 

the economic and socio-economic impact;
320

 and  

5. The measures should be re-examined when there is new scientific data.
321

 

While the use of the precautionary principle can be justified on the grounds that without it 

there may be lasting environmental damage, strong versions of the principle can have an 

impact on technological innovation, which may impact economic development.
322

 Thus a 

cost-benefit analysis of the application of the precautionary principle may be necessary. This 

analysis may be useful in guiding policy makers and can ensure that both the benefits and the 

risks associated with a new technology are examined. 

This analysis should begin with a risk assessment of the impact of the new technology, an 

assessment that the Commission considers should be based on all existing scientific and 

statistical data.
323

 It must be noted, however, that due to the inherent uncertainty that often 

triggers the precautionary principle, the risks associated with the new technology may also be 

unclear or uncertain. This risk assessment should identify the negative effects of the new 

technology and this should be done by scientific evaluation.
324

 Furthermore the evaluation 
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should also consider measures necessary to protect the environment or human health.
325

 The 

net result of this evaluation should be an identification of not only the risk associated with the 

new technology, but also the activities that can prevent or minimise the risk. While the risks 

discussed may only be potential risks, the lack of scientific certainty as to the impact of the 

technology must not stand in the way of a comprehensive scientific evaluation.
326

 Despite the 

potential uncertainty of the risks, the European Commission has stated that the precautionary 

principle may be implemented if some risks associated with a new technology are identified, 

but scientific uncertainty makes it hard to ascertain the precise nature of the risk.
327

 

The focus on the scientific evaluation as part of the risk analysis ensures that scientific risks 

are taken seriously, and the European Commission has stated that scientific information is at 

the heart of the use of the precautionary principle where safety is an issue.
328

 Furthermore the 

principle does not always assume that developments in technology are always beneficial and 

thus should be permitted. Rather technological progress cannot come at the expense of the 

environment or human health.
329

  

This assessment of risk may now form part of the impact assessment, with the Commission’s 

guidelines on impact assessment requiring the economic, social and environmental impacts of 

proposed policy to be considered.
330

 Furthermore, a risk assessment must be carried out as 

part of the IA. In particular, where the risks concern the environment or human and animal 

health, an application of the precautionary principle may be the first step in the assessment of 

risk.
331

 

4. Assessing Risk 

Problems with the precautionary principle can emerge in the assessment of risk. In particular, 

an inadequate assessment of risk can lead to risk bias and probability neglect. Risk bias 

occurs when there is a biased opinion that a certain risk will occur, such as a natural 

disaster.
332

 This risk bias can be triggered by reporting certain risks, which, no matter how 

remote, can heighten the public’s fears and result in unnecessary regulation. 

A further problem in assessing risk is when the focus is on the “worst case scenario” rather 

than the probability that an event will occur.
333

 This is known as probability neglect and can 

lead to situations in which the probable outcome is ignored in favour of the potentially worse 

outcome. In order to avoid probability neglect, there must be an objective assessment of risk. 

However, for some, no objective assessment of risk will reduce their fears. One such example 

is nuclear technology, where opponents focus on its catastrophic potential, as one accident 
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can result in many deaths.
334

 While in democratic societies policy makers respond to the 

public’s fears,
335

 they should be careful that they are responding to actual risk rather than the 

public’s perception of risk. This is particularly important when considering the demands of 

interest groups, as they have been successful in exaggerating risk to further their aims. In 

1999, a study revealed that pollen from a GM corn could harm the monarch butterfly.
336

 The 

authors of the study noted that the results had the potential to profoundly impact the 

conservation of monarch butterflies. However they also cautioned that an assessment of the 

risks associated with this new technology must be compared with the risks posed by other 

pesticides.
337

 In other words, while the use of GM corn was potentially dangerous to the 

monarch butterfly, the authors considered it necessary to compare the GM corn with other 

pest control measures before acting. Such an approach would ensure that the least risky 

pesticide to the monarch butterfly would then be chosen. The Principal Investigator also 

cautioned against reading too much into the results without more data: 

“We need to look at the big picture here. Pollen from Bt-corn could represent a 

serious risk to populations of monarchs and other butterflies, but we can't predict how 

serious the risk is until we have a lot more data. And we can't forget that Bt-corn and 

other transgenic crops have a huge potential for reducing pesticide use and increasing 

yields. This study is just the first step, we need to do more research and then 

objectively weigh the risks versus the benefits of this new technology.”
338

 

Greenpeace, as part of their opposition to the use of GM crops, focused on the risks 

highlighted in the study to lobby for the prohibition of the GM crop within the EU. Despite 

the authors of the study stating that there was a need for further research before action should 

be taken, Greenpeace was effective and the EU banned the growing of GM maize crops.
339

 

Similarly, the focus of the media on one risk can lead to government intervention irrespective 

of the likelihood of the risk. For example, after the attacks on the World Trade Centre on 9 

September 2011, there was considerable attention paid by the media to the dangers of 

anthrax, a threat which did not accurately reflect the probability of death by anthrax. By 

October 2001, only four people had died from infection and approximately a dozen had fallen 

ill. Despite the low possibility of infection, the public fear provoked the American 

government to invest heavily in investigating anthrax infections.
340

 This government action 

was likely partly as a result of the potential political gains for responding to the public fears. 

Rather than educate the public as to the risks involved, there is often more to be gained 

politically by responding to the public’s fears. Sunstein has argued that politicians are prone 

to exploit the public’s fear of a particular risk, irrespective of the probability of the risk, as 

justification for the introduction of legislation that will result in political gain.
341

 While policy 
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makers are indeed accountable to the people, they must be careful not to introduce 

unnecessary regulation as otherwise they will fail to conform to the principles of Better 

Regulation.  

5. The Ethical Precautionary Principle 

The precautionary principle is used to justify the restriction of a new technology or industry 

where there is likely to be damage to the environment but the science is inconclusive. The 

ethical precautionary principle as explained here, on the other hand, may be adopted to 

restrict the operation of a new technology when the new technology raises ethical concerns, 

but it is currently unclear whether the technology is actually unethical. It is submitted that it 

generally arises where there are competing ethical values within society that make it unclear 

whether the new technology should be prohibited for being contrary to the ethics of society. 

Arguably, the ethical precautionary principle is part of the Commission’s communication on 

the precautionary principle. The communication states that non-economic factors, such as 

acceptability by the public, should also be considered, but as Majone points out, it is unclear 

who determines what is acceptable by the public.
342

 However, taking into consideration the 

views of the public may also involve an assessment of the moral values of the public and 

whether a new technology may impinge upon those values. It has also been noted that in 

reports considering GMOs, there has been a shift from a risk assessment of the science to 

reports that consider public perceptions of the science, as considered by experts in ethics.
343

 

It was previously noted that, depending on the moral argument adopted, policy makers may 

adopt a permissive, restrictive or intermediate approach to the legal status of the embryo. This 

may in turn feed into policy makers’ approach to regulating ESCR. Depending on the weight 

that policy makers attach to the moral arguments, they may adopt a restrictive, permissive or 

intermediate approach to ESCR. Within a generally permissive regime, it is possible for 

policy makers to restrict the operation of the research due to the ethical concerns raised. 

We will now discuss the operation of the ethical precautionary principle and how it is used to 

restrict potentially beneficial research due to the ethical concerns the operation of the 

technology raises. In particular, human reproductive cloning, where the potential damaging 

impact it could have on human dignity has led to its almost worldwide ban, will be discussed 

before the use of the ethical precautionary principle in regulating ESCR internationally is 

considered. Finally, a framework for the implementation of the ethical precautionary 

principle will be outlined. 
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5.1 The Ethical Precautionary Principle in Practice 

5.1.1 The Strong Version and its Main Manifestation: Prohibition 

Cloning hit the headlines in 1997 when a group of Scottish scientists announced that they had 

cloned the first live animal, commonly known as Dolly the Sheep.
344

Following this 

announcement there were public investigations of cloning world-wide and, in particular, an 

examination of the ethics of human reproductive cloning. In the US, President Clinton 

requested an opinion from the National Bioethics Advisory Commission on the ethical 

implications of cloning,
345

 while in the UK, the Human Genetics Advisory Commission 

completed a report on the impact of human reproductive cloning.
346

 It was reported that the 

vast majority of people in the UK found reproductive cloning ethically unacceptable and thus 

were against it.
347

 Bans on human reproductive cloning were soon introduced as it was 

considered that human reproductive cloning undermines the dignity of human beings, 

instrumentalises people
348

 and interferes with their right to genetic uniqueness.
349

 An 

additional protocol was also added to the Council of Europe’s Convention on Human Rights 

and Biomedicine that expressly prohibits human reproductive cloning on the grounds that it 

misuses biology and medicine, and is an affront to human dignity.
350

  

Similarly, a strong version of the ethical precautionary principle has been adopted in Italy in 

relation to ESCR. Law 40/2004 prohibits the creation of more than three embryos for IVF, all 

of which must be implanted, and bans all research on human embryos.
351

 Thus, despite the 

potential benefits of ESCR, Law 40/2004 prohibits any activity which may damage the 

dignity of the embryo.
352

  

The application of the strong version of the ethical precautionary principle recognises that, 

while scientific progress is generally to be welcomed, such progress should not be to the 

detriment of society’s moral values. As President Clinton stated, “any discovery that touches 
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upon human creation is not simply a matter of scientific inquiry, it is a matter of morality and 

spirituality as well”.
353

  

5.1.2 The Intermediate Position: Research under Certain Conditions 

While the strong version of the ethical precautionary principle may lead to prohibition, an 

intermediate version of the principle may permit the new technology under certain 

conditions. This has been demonstrated internationally in relation to the sources of embryonic 

stem cell lines that can be used for ESCR. At the more restrictive end of the scale, ESCR is 

only permitted on imported stem cell lines. Such an approach has been taken by Germany 

where ESCR is only permitted on imported embryonic stem cell lines which were derived 

prior to 1 May 2008.
354

 This limit is due to the importance of human dignity in the German 

Basic Law. By restricting ESCR to imported embryonic stem cell lines, the embryo is not 

destroyed in Germany and thus no act that may be considered an affront to human dignity 

occurs on German soil.
355

 

The most common approach is that supernumerary, or spare, embryos left over after IVF can 

be used for ESCR. As the embryos are surplus and may be discarded, it is contended that the 

embryos should be used for research purposes as they may potentially have a benefit.  Due to 

the ready supply of surplus embryos there may be no need for the creation of embryos for 

research purposes and thus it is considered unnecessary to permit the creation of embryos for 

research purposes. However this approach is not universal, with some opting to permit the 

creation of embryos for research purposes.  

Despite the ethical concerns that some research does bring, policy decisions are not made in 

isolation from the potential value of the research. This has been evidenced in the stem cell 

context. While a strong version of ethical precaution has been associated with human 

reproductive cloning, the same has not applied to the cloning of embryos for research 

purposes. In 2001 came the announcement of the first cloned human embryo for therapeutic 

purposes.
356

 Due to the negativity towards human reproductive cloning, attempts were made 

to distinguish between therapeutic cloning and human reproductive cloning.
357

 While the 

purpose of human reproductive cloning is to create a genetically identical human being, 

therapeutic cloning seeks to benefit the person who provides the cells.
358

 If ESCR realises its 

potential and is used in regenerative treatments, the best source of stem cells will be a cloned 

stem cell as it will be an “immune-compatible stem cell”. In other words, the body will not 

reject the cell treatment as the cells are the person’s own cloned cells. This will eradicate 

immune rejection in regenerative medicine, something that cannot occur if supernumerary 
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embryos are only used.
359

 Thus the purpose of therapeutic cloning is not reproductive, but to 

derive stem cells that can be used in regenerative medicine to ensure that the treatment is 

compatible with the patient.
360

 It is due to the potential regenerative benefits of the science 

that countries such as the UK permit therapeutic cloning while banning human reproductive 

cloning. In this way, the act of cloning an embryo may, in general, be considered an affront to 

human dignity. However, due to the potential therapeutic benefits of cloning an embryo for 

research, coupled with the fact that the cloning is not for reproductive purposes, therapeutic 

cloning is treated separately from reproductive cloning, with permissive policies found 

worldwide.  

Finally, as well as considering the potential of the research, policy makers may also consider 

the purpose of the research. It is not uncommon for restraint to be put on the type of research 

permitted. In this way, it is perhaps possible that policy makers are acknowledging that there 

are some risks that the research may raise unethical concerns and, as a result, should only be 

used for serious medical research. Such a justification is known as the proportionality 

principle and it was adopted by the Irish Council for Bioethics, which stated that the 

proportionality approach prevented the use of embryos being destroyed for research on 

cosmetics but not on therapeutic treatment. The Council also noted that balancing the 

therapeutic needs of the patient with the moral status of the embryo meant that only treatment 

which has the potential to have an impact on medical science should be authorised.
361

  

5.1.3. The Permissive Approach: No Barriers to ESCR 

The permissive approach to ESCR, or the weak version of the ethical precautionary principle, 

would manifest itself through the absence of barriers to ESCR. In practice, this would mean 

that scientists could carry out ESCR on any source of embryonic stem cell line and for any 

reason they desire. There would be no requirement that embryo-destructive research may 

only be used for research that is deemed to be medically necessary. However, due to the 

ethical concerns associated with the destruction of the embryo, it is common internationally 

that ESCR is limited to some degree and that ethical guidelines must be followed. It is for this 

reason that the restrictive or intermediate position is generally adopted worldwide. 

6. Conclusion 

While the traditional formulation of the precautionary principle urges caution or government 

intervention in the face of potential environmental damage, the ethical precautionary 

principle urges restraint on a new technology where a new technology raises ethical concerns. 

As the ethical precautionary principle considers the ethics of the research in formulating 

public policy, it is very much linked to the process of democratic deliberation. Through the 

process of democratic deliberation, agreement should be reached amongst the stakeholders of 

the debate as to the legal status of the embryo and the legal status of ESCR. If policy makers 

opt to permit ESCR, the prior debate should feed into the general policy on ESCR. 
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It may occur that while the stakeholders are generally in favour of permitting ESCR, they do 

not want this to result in a “free for all” where any source of embryo may be used for any 

research purposes. It may be that stakeholders agree to permit ESCR due to its potential 

regenerative promise, but still have concerns that an embryo should only be destroyed if truly 

necessary. Depending on the ethical concerns expressed in the debate amongst stakeholders, 

policy makers may apply differing levels of ethical precaution, which will likely manifest 

itself in the ESCR policy in two ways: first, it may limit the sources of embryos and second it 

may limit the use of the research to research for the most serious diseases. In this way, 

stakeholders and policy makers can ensure that while the research is permitted, it is within the 

confines of their ethical principles.  

The ethical precautionary principle can therefore explain the differing approaches countries 

have taken to their ESCR policy. If some level of ethical concern is enough for policy makers 

to restrict the research, this may lead to a restrictive policy for ESCR. On the other hand, 

policy makers may require consensus throughout society that the research is unethical before 

they will consider restricting ESCR. In such cases, there is likely to be an intermediate 

position on ESCR. Having thus established the level of ethical precaution, policy makers 

must next consider the regulatory framework required to implement their policy. As the 

House of Commons Science and Technology Committee noted: 

“Many of the decisions about what to regulate or to legislate about depend on the 

approach taken with regard to the balance of harm and benefit or potential harm and 

potential benefit.”
362

 

The level of ethical precaution will dictate what sources of embryonic stem cell lines may be 

used and the purposes for which the research may be adopted. The regulatory framework will 

ensure that these decisions are put into practice. In this way, the ethical precautionary 

principle provides the basis for ESCR regulatory frameworks. 
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Chapter 4 Regulating Embryonic Stem Cell Research through Command 

and Control Regulation  

1. Introduction 

Traditionally, it has been common for policy makers to regulate through the use of 

“command and control” regulation. This occurs when governments introduce legislation or 

administrative instruments whereby they can dictate that a certain activity must follow certain 

rules. Failure to comply with the legislation often results in punishment through fines or 

criminal sanctions. It is partly due to the power of enforcement that command and control 

regulation often has high compliance rates and can thus be an effective means of controlling 

an industry. Internationally, command and control legislation has formed part of the ESCR 

policy, as governments seek to directly control the development of the research, with 

breaches of the legislation subject to civil and criminal sanctions. 

In recent years, however, there has been a move away from direct state interference, with 

policy makers opting instead to appoint an independent regulatory authority, or pursue other 

indirect forms of regulation.
363

 Such regulatory authorities have the relevant expertise that 

may be necessary to ensure adequate regulation of certain activities, particularly when the 

control of this activity requires a high level of knowledge and skill. With the regulation of 

ESCR requiring expertise in science, ethics and the law, an independent regulatory authority 

may be suitable for regulating ESCR. This group could have the necessary expertise to 

oversee ESCR and be in a position to keep up to date with the advances and changes in the 

technology. 

This chapter will analyse state-based regulation and how it may regulate ESCR. It will 

involve an examination of the use of legislation as a regulatory tool before turning to a focus 

on the experiences of the UK. The UK has introduced legislation to regulate ESCR, thus the 

discussion of the UK legislation as a case study in the use of legislation will be presented. 

Furthermore this method of regulating ESCR will be examined under the principles of Better 

Regulation. The focus of the latter half of this chapter will move to independent regulatory 

authorities and the role they can play in regulating ESCR. Particular focus will be given to 

the UK’s Human Fertilisation and Embryology Authority (the HFEA) and its role in 

governing ESCR. This will also involve an examination of independent regulatory authorities 

under the principles of Better Regulation before concluding with a discussion of the use of 

state regulation as a legitimate and effective means for regulating ESCR. 

2. Command and Control Regulation 

Command and control regulations are direct measures enacted by the state to control certain 

behaviour or impose certain standards, which are usually backed by criminal sanctions in the 
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event of non-compliance.
364

 Such instruments, which are normally in the form of legislation, 

are generally relatively clear and accessible to the public, in particular those whom the 

legislation seeks to control.
365

 In this way, command and control regulation has been 

described as being “dependable”. Regulatees are aware of their duties under the legislation, 

making breaches of the law easily identifiable.
366

 Command and control regulation ensures 

that certain activities can be prohibited or limited in accordance with the public interest.
367

  

For embryonic stem cell researchers, this certainty is of importance as they need to know the 

legal status of ESCR and the legal boundaries of the research, before they commence. For 

example, it will be necessary to know what sources of embryos may be used and also what 

aims the research may be used for. Furthermore, as the research is controversial, the 

introduction of legislation provides an avenue for some public debate. A Bill is generally put 

forward which is then debated in public in Parliament before it becomes law, thus ensuring 

that there is some level of public scrutiny.
368

 If the Bill has the support of the majority in 

Parliament, it will be passed by democratically elected politicians, thus ensuring that there is 

some form of democratic accountability. 

Problems often begin to emerge with the command and control model of regulation when 

complex issues are at stake. Gunningham has noted that this model has many limitations 

when dealing with complex environmental problems.
369

 At times, what are required is 

targeted approaches to controlling environmental problems, which provide a range of 

activities to control or prevent certain environmental damage. Such an approach is preferable 

to a general law that, while reducing the risk of environmental damage, is not targeted.
370

 

Environmental protection legislation often seeks to impose a “one size fits all” solution that 

fails to appreciate the difference between the economic, organisational or technical capacities 

of companies.
371

 

Deeper analysis of command-and-control regulation reveals further problems. First, to ensure 

that the legislation adequately controls the targeted activity, a high level of knowledge of that 

activity is required. This can lead to an imbalance of power between industry and 

government, as the industry may seek to take advantage of the expertise that it has over the 
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government.
372

 It can also lead to regulatory capture whereby regulations are introduced for 

the benefit of certain interest groups rather than the public at large.
373

 

While policy makers may be in a position to consult widely on the issue to counteract this 

imbalance, this can be quite time-consuming and costly and thus not always in the public 

interest. Furthermore, as future changes to the law may be often required, policy makers will 

have to embark on this consultative process once again, consuming resources that may be 

best spent elsewhere. The imbalance of knowledge between the industries and the 

government is often successfully used by lobbyists to ensure that their concerns are met 

through legislation. Calls for state regulation typically come from interest groups or lobbyists 

who have a vested interest in regulation. Thus it is not always apparent that the legislation is 

necessary or in the public interest.
374

 Likewise, the expertise of interest groups can enable 

them to influence media reports, which in turn can influence policy. In addition, these interest 

groups are in a better position than the government to have the expert knowledge necessary to 

understand the area and also introduce regulations. This can lead to legislators being 

influenced by inaccurate media reports, and has resulted in claims that regulations are often 

in the interest of organised groups rather than the public interest.
375

 

Second, developments in technology can reveal gaps in the legislation that may require 

immediate change. Due to the usual lengthy nature of the legislative process, a substantial 

period of time can elapse from the drafting of a Bill through to its debate in Parliament and 

passage into law. In this way, legislation can be perceived as being inflexible and often 

cannot be quickly amended to respond to technological developments. This is a difficulty for 

drafters of legislation who may want to ensure that the legislation will not become outdated 

with developments in technology. There is a danger that in seeking to ensure that the 

legislation can adapt to change that drafters will make the legislation over-inclusive or under-

inclusive.
376

 Drafters should rather balance this need to ensure that the legislation is not 

quickly outdated with the requirement that the legislation conforms to Better Regulation 

principles. 

Third, the introduction of legislation can come on foot of electoral promise or political 

pressure. This can lead to the introduction of unnecessary legislation while other required 

changes are ignored. Furthermore there is little political incentive to introduce policies where 

the benefits will only be felt after the next general election.
377

 Thus policy makers may opt to 

introduce legislation where the benefits will be felt during the lifetime of that government, 

rather than long term policy which, while perhaps necessary, provides little political gain. 
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ESCR is a new and highly specialised scientific development. While government scientific 

advisors are likely to have certain knowledge of the research, it is possible that they may lack 

the requisite research necessary to regulate the industry. This may give stem cell groups, such 

as the Irish Stem Cell Foundation, an advantage over policy makers as these groups will seek 

to use their increased knowledge of the area to lobby for favourable regulations.  

A further problem is the fact that ESCR has been a rapidly developing area of science since 

the first stem cell line was derived in 1998. Thus there is the danger that frequent updating of 

legislation may be necessary. Failure to do so may result in new developments in the 

technology remaining outside the confines of the law. This may leave certain forms of the 

research unregulated and, no legal or ethical guidelines governing the research.  

To determine the suitability of legislation for regulating ESCR, the UK Human Fertilisation 

and Embryology Act 1990 (hereinafter the HFE Act 1990) will be examined. This Act, while 

introduced prior to the derivation of the first embryonic stem cell line, governs ESCR in the 

UK and has pertained many of the issues discussed above.  

2.1 Case Study: Human Fertilisation and Embryology Act 1990 

The HFE Act 1990 was introduced after a long process of debate,
378

 beginning with the 

publication of the Warnock Report in 1984 and the 1987 White Paper Human Fertilisation 

and Embryology: A Framework for Legislation.
379

 The HFE Act’s path to the legislative 

books was by no means smooth, with considerable opposition during its first reading in the 

House of Lords. In response to the Warnock Report, the Unborn Children (Protection) Bill 

was introduced in December 1984. This Bill sought to prohibit embryo research and only 

permit the fertilisation of a human ovum after the permission of the Secretary of State had 

been obtained. At its second reading the Bill in fact had a majority of 175 and only failed to 

become law due to the filibustering of supporters of the Warnock Report.
380

 

This opposition to the Warnock Report is hardly surprising, as assisted reproduction was still 

in its infancy at the time of the passage of the Act and the legislation was only the second of 

its kind to be introduced internationally.
381

 Despite the apparent disapproval of the Warnock 

Report and a free vote on issues such as embryo research in which the party whip rules did 

not apply, the HFE Act 1990 was passed.
382

 Thus the UK legislation provide, not only 
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clinical standards for assisted reproduction and embryo research but also ensures public 

confidence in the processes regulated under the legislation.
383

 

The Act itself adheres to the traditional command and control structure, as certain activities 

are prohibited and criminal sanctions are imposed in the event of infringement.  The Act also 

lays out a licence scheme for certain activities and establishes a regulatory authority tasked 

with licensing clinics, amongst other activities. It provides for three levels of control:  

(i) Legislative control through the absolute prohibitions outlined in the Act itself;  

(ii) Executive control through the powers vested in the Secretary of State to make 

regulations concerning the storage or use of embryos;  

(iii)The level of control that the HFEA can exercise.
384

  

Under the HFE Act 1990, non-compliance with the Act can lead to a fine, imprisonment, or 

both. In its 2006 review of the Act, the government was of the opinion that the imposition of 

criminal sanctions on offenders under the Act should continue. It believed that the model 

whereby criminal sanctions could apply to those who flout the law had worked well to 

date.
385

 Furthermore, the Department of Health has stated that the Act “has engendered public 

confidence in the ethical development and use of human reproductive technologies”.
386

 

During the debates of the HFE Act 1990, it was noted that the public needed assurance on the 

issues discussed in the Bill and also assurance that practices such as genetic manipulation and 

the inappropriate use of spare embryos would be prohibited.
387

 The Minister of Health was of 

the opinion that such assurances could only be provided by legislation.
388

 

It is likely that the threat of criminal sanctions under the Act ensures that there is a high level 

of compliance with the Act, particularly in relation to embryo research.  Indeed, the threat of 

sanctions may have gone some way to alleviating the opposition that the Act faced during the 

early stages of the Bill. 

Although the HFE Act provides clarity to clinics and patients, its passage into law illustrates 

some of the problems with the command and control model of regulating. While the HFE Act 

1990 debates were ongoing, the Voluntary Licensing Authority (VLA)
389

 was established to 

issue licences and provide a minimum set of standards that clinics should follow, during the 
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interim. The VLA also took it upon itself to educate Members of Parliament about the science 

behind IVF. This was in response to a concern that the parliamentarians would be influenced 

by media reports that depicted IVF as growing foetuses in test tubes.
390

 Despite this, Margaret 

Brazier is critical of the level of debate during the passage of the 1990 Act, arguing that some 

basic issues concerning fertility treatment were never addressed. Furthermore, she argues that 

only the most controversial issues, rather than the most important issues, will be focused on 

during parliamentary debates.
391

 While this will not always be the case, it serves as an 

example of the influence that the media can have on parliamentary debates. Attention during 

debates is often given to what has been discussed in the media. Well-funded interest groups 

can influence media reports and thus indirectly influence the public debate, leading to a 

discussion of issues that is often in the interest of a particular group rather than the public. 

Furthermore, new forms of social media can prove to be particularly useful in accessing a 

large group of people with minimum cost and effort. Mass media campaigns can thus be 

easily initiated and quickly get the attention of the media, the electorate, and importantly, 

parliamentarians.   

Further problems with the legislative process were highlighted during the Human 

Fertilisation and Embryology Act 2008, which sought to reform the provisions relating to the 

determination of parenthood for children born through assisted reproduction. Despite this 

being a fundamental change to the HFE Act 1990, it received very little attention from 

parliamentary committees, Parliament itself, and the media, despite the potentially far-

reaching consequences of these reforms.
392

 The reforms were instead overshadowed by the 

removal of the “need for a father” from the legislation (it provided for the first time that two 

women could be recognsed as the child’s legal parents from birth), as well the debate on 

“saviour siblings” and animal-human hybrid embryos.
393

 

Rather than focusing on certain aspects of the Bill, a debate on the entire Bill should have 

taken place as parliamentary debates provide one of the few opportunities in which serious 

debates can take place in public. Members of Parliament are given an opportunity to voice 

their concerns on behalf of their constituents, thus providing the process with a degree of 

transparency. Once a Bill becomes law it can only be challenged through the courts, a process 

which can be both lengthy and expensive.  

Furthermore, a number of features of the debate was criticised at the time, in particular the 

length of time that the Act was available for legislative scrutiny, the power of key individuals 

to influence the agenda of parliamentary committees, and the limited amount of time 

available for debate, which meant that certain items simply were not discussed.
394

 This 
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highlights two problems with the command and control model of regulation. First, if 

immediate amendments to legislation are required, this can only be done by rushing 

legislation through in the manner just described. This leads to the second problem of 

democratic accountability: while the process of enacting legislation is intended to be 

transparent and open for the public to see, if changes are rushed through, it prevents both 

parliamentarians and the general public from contributing to the debate in a public forum. 

Thus if the law is to be flexible, it is to the detriment of a thorough public debate. 

Finally, the experience of the HFE Act 1990 illustrates one of the key problems with relying 

solely on a command-and-control model: its frequent inability to keep pace with technology. 

While the HFE Act 1990 has often been hailed as setting out an ideal regulatory model,
395

 it 

too has at times failed to keep up with science.
396

 When the HFE Act was passed in 1990, 

Parliament made two assumptions: first, an embryo would be the result of fertilisation of an 

egg with a sperm, and second, if there was to be SCNT
397

 for the purposes of cloning, it 

would be as a result of the manipulation of the embryo, rather than the replacement of the 

nucleus of the egg.
398

 Developments in technology had made it possible to create an embryo 

through cloning whereby the nucleus of an embryo is replaced by the nucleus of an egg. As 

the definition of an embryo under the Act referred to fertilisation, a process which an embryo 

created through SCNT did not undergo, it was unclear whether an embryo created through 

SCNT came under the definition of an embryo and thus whether a research licence could be 

granted. 

It soon came before the Courts to determine whether embryos created by SCNT came under 

the definition of an embryo under the Act. In the High Court, Crane J was of the opinion that 

due to the wording of the 1990 Act, embryos created by SCNT did not come under the 

definition of an embryo.
399

 However, in the House of Lords, considerable attention was given 

to the intention of Parliament and in particular to Lord Wilberforce’s dissenting opinion in 

Royal College of Nursing of the United Kingdom v Department of Health and Social 
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Security.
400

 In determining whether an Act covered something that was not in existence at the 

time of the passage of the Act, Lord Wilberforce stated that the Court could consider the 

strictness of the words as laid out in the statute and whether the Act was intended to be 

restrictive or permissive. What the Courts could not do however is: 

“…fill gaps; they cannot by asking the question 'What would Parliament have done in 

this current case - not being one in contemplation - if the facts had been before it?' 

attempt themselves to supply the answer, if the answer is not to be found in the terms 

of the Act itself.”
401

 

In applying this to the 1990 Act, Lord Bingham was of the opinion that the 1990 Act was 

concerned about the creation of embryos in vitro and Parliament could not have intended to 

exclude embryos’ creation through SCNT as the technology was not in existence at the time 

of the passage of the Act. Thus the focus of the Act was on the embryos themselves rather 

than their creation.
402

 Lord Steyn was of the opinion that Parliament created a definition of an 

embryo as the science was understood at the time,
403

 but as Lord Millett pointed out, the 

question is whether Parliament intended to legislate for embryos created through that way 

only.
404

 According to Lord Millet there is no gap in the legislation as to whether embryos 

created under SCNT fall under the 1990 Act. Rather, by giving the words their natural 

meaning, SCNT embryos can be said to fall under the definition as the focus of the Act is on 

embryos in vitro and not the method in which embryos are created. Thus rather than updating 

the Act, Lord Millett was of the opinion that the Court was simply bringing embryos, created 

through a process unknown to Parliament at that time, into the regulatory scope of the Act.
405

 

Therefore, embryos created through SCNT fall under the definition of embryos under the 

Act. 

As evidenced by this case, developments in technology can bring uncertainty as to the scope 

of the Act. This can lead to confusion for clinics and researchers as well as patients. In this 

case, the Court’s interpretation of the Act ensured that there was a degree of flexibility in the 

Act, thus allowing it to include new technological developments. This interpretation has been 

backed up by a later report which states that all human embryos, regardless of the mode of 

creation of the embryo, should fall within the regulations set down by the HFE Act 1990.
406

 

Furthermore, fears that developments in technology could result in the Act becoming 

vulnerable to legal challenges have led to a suggestion that future legislation should not 
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define an embryo but rather only the circumstances in which it can be implanted.
407

 Such a 

move would ensure that embryos created by processes currently unknown are covered but the 

lack of a definition of the term embryo could also lead to difficulties in the future. However, 

a court in the future might not be so willing to read a new technology into a Parliamentary 

statute. If the intention of Parliament is unclear, the Courts may have no option but to 

determine that certain embryos are not covered under the Act thus requiring a change in 

legislation. Legislation, if rushed through, may bring claims of democratic unaccountability, 

or if considered appropriately by committees and Parliament, could result in criticisms from 

researchers that the system cannot adequately adapt to change. 

3. Regulating ESCR through Legislation and Compliance with Better Regulation 

Principles 

The HFE Act 1990 is the cornerstone of the regulation of assisted reproduction and 

embryonic stem cell research in the UK. The Act unambiguously states the permitted 

boundaries of ESCR and which activities are prohibited. However, further analysis is 

required to determine its suitability for regulating ESCR, and so the command and control 

model will now be examined under the Better Regulation Principles. 

3.1 Transparency 

The principle of transparency requires that there should be a period of consultation prior to 

the introduction of any regulations. This principle also requires that, once introduced, the 

regulations are clear, accessible and understandable by those that they seek to regulate.  

As the legislative process is quite lengthy, stakeholders to the debate generally have a number 

of opportunities to put forward their views on the legislation. For instance, this may be done 

at the committee stage where interested parties may be invited to give evidence, or individual 

parliamentarians can be lobbied. Furthermore, interest groups may also initiate a media 

campaign that results in a public reaction to the proposed legislation. Equally as important is 

that the parliamentary debates are conducted in public with the minutes of the debates 

accessible to the general public. 

In the context of ESCR, problems begin to arise if the law fails to keep pace with 

technological change, as occurred with the HFE Act 1990. The process of drafting and 

enacting legislation is time consuming, thus the suitability of this model in regulating 

activities that require frequent updating of the law must be questioned, particularly when one 

considers that ESCR is a developing science.
408

 While in the past it would be expected that 

laws would be sustainable for 20, 30 or 40 years, this is no longer realistic in areas that are 

rapidly developing, such as with ICT
409

 and biotechnology. Indeed it is argued that due to the 
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lengthy process involved in enacting legislation, once it is passed, it “often relates to a world 

that no longer exists”.
410

 

This potential failure of the law to keep pace with the science may be of particular concern to 

ESCR scientists. Prior to completing a grant application or commencing the research, stem 

cell scientists will need to know the legal status of ESCR, and in particular, which embryos 

may be used in the research. Clear and understandable legislation can achieve just that. 

However if the law cannot adequately respond to changes in science it risks becoming 

outdated and losing its regulatory effectiveness, which can leave scientists in a legal vacuum. 

Prior to the Quintavalle decision it would not have been clear where embryos created through 

SCNT were covered under the Act and this could have impacted upon grant applications or 

international collaborations between scientists. Clarity on such issues is  

“required for collaboration, for the performance of laboratory tasks, for the 

assessment of research results, for peer review, for the development of IP claims and 

for clinical applications”.
411

 

The introduction of legislation provides stakeholders to the debate with an opportunity to 

contribute towards the legislation process and also ensures that the debate is held in public, 

thus ensuring that the legislative process is transparent. Difficulties begin to arise, however, 

when developments in medical science result in ambiguity in the law, that can negatively 

impact the progress of the research.  

3.2 Accountability 

The principle of accountability requires that those who are subject to the regulations are 

aware of their duties. The strength of the command and control model is that it is supposed to 

clearly set out who is responsible for what and the consequences for failing to adhere to the 

guidelines or standards. The legislation can ensure that certain minimum standards are 

enforced as otherwise criminal or civil sanctions may be imposed.
412

  

Legislation can detail what sources of embryos may be used for research purposes, whether 

ESCR may be used for therapeutic research only, as well as the conditions under which a 

licence for research may be issued to a clinic. This will make clear which clinics can carry 

out the research and under what conditions. Furthermore, the legislation will outline the 

criminal and civil sanctions arising from a failure to follow the legislation. This is important 

for ESCR as, due to the ethical concerns that the research raises, the public will want to be 

reassured that ethical standards are adhered to and that violators are punished. As noted 

above, the sanctions contained in the HFE Act 1990 reassured the public that certain practices 

would be prohibited. In this way, legislation provides a mechanism through which violators 

can be punished, a mechanism which also assures the public that certain minimal ethical 

standards in research will be adhered to. 
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3.3 Proportionality 

The principle of proportionality requires that the least burdensome, but effective, method be 

adopted. By following this principle, unnecessary red tape will be avoided. The command-

and-control method often requires that certain minimum standards must be followed. The 

focus is on the activity, rather than the individual clinic or company, and it does not take into 

consideration the unique situation of each clinic. Clinics may find themselves burdened with 

what they perceive to be extra bureaucratic processes. The issue, however, is whether this is 

proportionate. Arguably, where there is the threat of irreversibility, such as the collapse of an 

ecosystem, there should be strict command and control regulations, with the focus on 

compliance, and harsh penalties for failure to comply.
413

 Thus while the regulations may 

require stringent protection methods, due to the threat of permanent environmental damage, 

these requirements may be perceived to be proportionate. 

The HFE Act 1990 is quite liberal in that it permits research on differing types of embryos, 

but it is also strict as only licence holders can carry out the research. Failure to obtain a 

licence for research prohibits a clinic from carrying out ESCR. The process of obtaining a 

licence may prevent many from engaging with ESCR, however this is arguably proportionate 

to the aims of the legislation. The HFE Act 1990 ensures that ESCR is conducted in an 

ethically responsible manner, thus the limitations on the issuing of a licence and the research 

itself are arguably proportionate. The Act ensures that research is permitted while limiting the 

research to those who follow the ethical and legal standards set out in the Act.  

3.4 Consistency 

The principle of consistency requires that the rules be predictable and also be applied equally. 

As legislation is introduced, debated and passed in a public forum (i.e. Parliament), the rules 

are known in advance. In this way the rules are predictable. Problems, however, can emerge 

when developments in technology leave the scope of the Act uncertain. Sunstein notes that 

developments in technology can undermine basis assumptions under which a particular statue 

was written.
414

 Such an issue arose in the Quintavalle case discussed above, and can impact 

upon the predictability of the legislation. 

Legislation is consistent when it applies equally to all those in a particular industry, 

irrespective of the individual circumstances. While it has been noted above that this can lead 

to problems when smaller companies ought to adhere to the environmental regulations, for 

example, adhering to the rules ensures that there is consistency in application and thus no 

allegations of corruption. The HFE Act 1990 is applied consistently. All research institutes 

that wish to engage in ESCR must obtain a licence and all research institutes must follow 

identical ethical and legal guidelines. This normally ensures that the research consistently 

adheres to ethical standards, irrespective of the research institute. 
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3.5 Effectiveness 

The principle of effectiveness requires that the regulations be targeted at the activity they 

seek to control and that they must be complied with. Legislation generally is clear in the 

activity it seeks to control and thus it should be apparent at whom the legislation is targeted. 

Due to the threat of criminal or civil sanctions, legislation is normally effective in ensuring 

compliance. In its 2005 review of the HFE Act, the Department of Health was of the opinion 

that the regulatory framework set out under the Act enabled medical and scientific progress to 

flourish within appropriate safeguards, while ensuring that there is sufficient safety and 

quality of fertility services for patients.
415

 

However, a unique problem could potentially have arisen if the Court in the Quintavalle case 

had ruled that embryos created by SCNT were not within the definition of an embryo under 

the HFE Act 1990. Had this occurred, it would have left such embryos outside the scope of 

the Act. As there was no legislation prohibiting research on embryos created by SCNT, no 

licence would have been required before research on embryos created through SCNT 

commenced, and any researcher could have engaged in such research. Thus researchers 

would have been operating in a regulatory void, which would continue until policy makers 

consider the issue and enact legislation.
416

 As the Court ruled that embryos created through 

SCNT fell under the Act, no problems arose. This example, however, does illustrate that 

while legislation can generally be effective, this can be hampered if developments in 

embryology render the confines of the Act uncertain. 

3.6 Necessity  

The principle of necessity requires that regulations only be introduced where required and 

that the regulations be kept under review. This could involve a regulatory impact analysis, 

which may recommend the introduction of legislation.  

Prior to the introduction of the HFE Act 1990, the Warnock Committee considered the legal, 

ethical and social issues associated with embryo research and assisted reproduction, and 

recommended the introduction of legislation to govern assisted reproduction and embryo 

research in its 1984 report. This was followed by a consultation paper in 1986.
417

 Due to the 

comprehensive Warnock Report, this consultation paper was not necessary and was likely an 

attempt to put off discussing the controversial issues contained in the report, particularly in 

light of a looming election. The consultation paper was followed in November 1987 by 

“Human Fertilisation and Embryology: A Framework for Legislation”. By the time the HFE 

Bill was introduced, it was noted by the Secretary of State for Health during the debates that, 

while there were areas of disagreement on the Bill, there was agreement on the need for 

statutory regulation.
418
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Furthermore the legislation has been kept under review, which has resulted in a number of 

amendments to the HFE Act 1990. In 2005 the Department of Health initiated a consultation 

on the Act and published a review based on this consultation. The purpose was to ensure that 

the HFE Act 1990 was still fit for purpose and to ensure that the framework established under 

the HFE Act 1990 is “broadly acceptable to public”.
419

 This was followed by a review in 

2006 which contained proposals for revised legislation.
420

 The HFE Act 1990 and the HFEA 

have also been subject to a House of Commons Science and Technology Review. The 

Committee recommended submitting any amendments to the Act to pre-legislative scrutiny to 

ensure that all aspects of a proposed Bill are examined and not just the most controversial 

elements.
421

 

To sum up, regulating ESCR through legislation brings clarity and certainty to researchers 

and the general public. This is essential for researchers so that they conduct their research in 

line with the accepted ethical and legal guidelines, and it also reassures the public that ESCR 

adheres to strict ethical principles. Difficulties begin to emerge where the technology 

progresses and, as a result, uncertainty as to the application of the legislation arises. As 

parliamentarians must focus on a wide range of issues, they are unlikely to keep up to date 

with all the developments in each area of science. While in-house research services and 

interest groups can raise these issues and push for legislative action, their intentions are not 

always in the best interest of the public, but rather in the best interests of the group they 

represent. Thus while legislation is certainly necessary to ensure that the research meets 

certain legal and ethical standards, its inability to quickly adapt or foresee likely 

technological developments can only lead one to conclude that legislation for ESCR cannot 

operate in isolation but should be completed by other, more flexible models, such as the use 

of regulatory authorities, to which we will now turn to examine. 

4. Regulatory bodies or authorities 

The use of regulatory authorities is a key feature of the regulatory state.
422

 This concept is 

used to describe a government’s willingness to delegate some of their regulatory functions to 

regulatory bodies or regulatory authorities and in particular, to independent regulatory 

authorities.
423

 A regulatory authority is a public body that has regulatory power, but whose 

membership is not directly elected by the people, nor directly managed by the government.
424

 

It may be created under an Act of Parliament, which will also outline its powers, and it is 

generally independent of the government. The authority will often be comprised of members 

who have the relevant expertise in a given area, which is necessary to ensure the adequate 
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regulation of an industry. They are often civil servants whose task it is to implement 

government policy.
425

  

However the move towards regulatory authorities has brought concerns about their 

democratic legitimacy, and in particular concerns that such authorities are doing more than 

simply implementing policy, and are now creating policy.
426

 

This section will examine regulatory authorities and their suitability for regulating ESCR. It 

will describe regulatory authorities and their general benefits before examining the Human 

Fertilisation and Embryology Authority (HFEA) as a case study of one authority that 

regulates ESCR. Regulatory authorities will then be discussed under the Better Regulation 

principles, before concluding with some general observations.  

4.1 Regulatory Authorities  

The Bodies in Ireland with Regulatory Powers report defines a regulatory authority as a body 

recognised in statute that has at least two of the following powers: the creation of rules, 

standards or goals; monitoring, auditing, inspecting, evaluating or gathering information; 

enforcing, changing behaviour or applying words or sanctions.
427

 The report also noted that 

such bodies are generally independent from the state, have some capacity for independent 

decision making, are generally in place for a period of time, and have some staffing and 

financial resources.
428

  

Regulatory authorities are often interdisciplinary and the value of regulatory authorities lies 

in their expert knowledge. These authorities generally have the expertise necessary to 

regulate, and Thatcher has noted that they tend to have more expertise than government 

departments, which are mainly composed of civil servants.
429

 This has proved necessary in 

economic regulation, as the increased complexity of the markets has led to problems 

regulating the markets under the traditional regulatory structures.
430

 While government 

departments may benefit from their own research units or advisory bodies they may have set 

up, the appointment of a regulatory authority ensures that decisions are made by a group of 

people with the requisite expertise. 

The political independence of the authorities can ensure that decisions are made, but that 

decision makers are not subject to the same political pressures as government Ministers.
431

 

Although they are a part of the government, they are generally created in such a way that they 
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“exist essentially as independent agents”.
432

 This can be important in economic affairs where 

necessary but unpopular decisions are required to be made. Prosser has noted: 

“In the area of policy making where most of the difficulties of this division of labour 

have arisen, it is important to have an independent authority to amass information, 

develop expertise and, crucially, to nudge government into taking decisions that it 

might otherwise be unprepared to do for reasons of potential political 

unpopularity.”
433

 

One economic example is that of the Irish Central Bank, which implements interest rate cuts 

or rises (set by the European Central Bank) that are free from government pressures. These 

decisions can be made and implemented without resulting in political damage to the 

government. However, in times of crisis, governments can often use the independent 

decisions made to shift the blame for failures to regulatory authorities. 

Decisions that were once made by ministers are now being made by appointed board 

members who are unaccountable to the general public. This may be a concern when one 

considers the argument that regulatory authorities are considered by some to be a “central 

actor” in policy making in their field.
434

 Although members of the regulatory authority are 

generally appointed by government ministers, the decisions of the authority have potentially 

far-reaching consequences, despite being made by an unelected group.
435

 As a result there 

have been questions raised regarding the democratic legitimacy of these authorities, 

particularly when one considers that a regulatory authority is generally not accountable to any 

government minister.
436

 The limitations on its powers are set out in the statutory instrument 

creating the authority, which must clearly set out the functions and duties of the authority. In 

carrying out its duties, the authority must be careful that in setting standards it is not creating 

policy, as that is the function of the executive and legislature. 

Furthermore, despite their apparent independence, there have been allegations that regulatory 

authorities are not always free from political interference. First, the staffing of the authority 

can influence its workings, as the staff are generally appointed by the government of the day 

and are likely to be compromised of those in agreement with party policies. Forced 

resignations, while difficult to distinguish at times from voluntary resignations, can impact 

upon the independence of the authority.
437

 Also, the tenure of appointment can affect an 

authority’s independence, with a longer tenure less susceptible to political influence.
438

 

Membership of such a body is important as the membership can dictate the decisions of the 
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authority. Ideally, in relation to issues concerning biotechnology, such bodies should be 

interdisciplinary so that they are equipped to deal with issues pertaining to science, ethics and 

the law, as well as other issues that are deemed necessary in the relevant field. While in the 

UK the HFEA cannot have a majority of scientists or clinicians, in California the Independent 

Citizen’s Oversight Committee (ICOC), set up under the California Stem Cell Research and 

Cures Initiative,
439

 is mainly staffed by those from the medical and scientific community, 

which has led to concerns about possible conflict of interest.
440

 Indeed the three advisory 

committees set up to advise the ICOC in funding projects are all medical related: the 

Scientific and Medical Research Funding Working Group, the Scientific and Medical 

Accountability Standards Working Group and the Scientific and Medical Research Facilities 

Working Group.
441

 Any authority tasked with over-seeing ESCR should take the ethical 

issues into consideration to ensure that the research is carried out in accordance with the 

ethical principles. Finally the staffing and resources of an authority can impact upon an 

authority, as cuts to resources and staffing may be seen as a political decision and affect the 

authority’s capacity to carry out its functions.
442

 Thus while regulatory authorities are 

designed to be independent, they are not completely free from political pressures. 

Despite these issues, in the stem cell context, the establishment of a regulatory authority to 

regulate ESCR may be suitable. Such an authority should be interdisciplinary, ensuring that 

the authority has the legal, ethical and scientific expertise necessary to regulate ESCR. The 

authority can make its decisions free from the same political pressures that government 

Ministers are subjected to. While it is likely that interest groups will still lobby such an 

authority, as it is not elected, it should in theory be more likely to withstand the lobbying. 

While this depoliticisation of decisions may lead to an honest debate that is focused on 

accurate facts and in an atmosphere that is free from the rhetoric that has marred previous 

governmental decisions, there is the danger that the regulatory authority will become subject 

to regulatory capture. Indeed it has been noted that stakeholder interests must be balanced 

against the interests of the public as often the two can collide.
443

 As one of the purposes of 

regulatory authorities is that they provide the expertise in a given area, it is likely that they 

will be staffed by those drawn from the industry.
444

 Thus it may be difficult to avoid 

regulatory capture. 
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4.2 Case Study: Human Fertilisation and Embryology Authority 

The Human Fertilisation and Embryology Authority (HFEA) was established under the HFE 

Act 1990. It is tasked with issuing licences, to clinics as specified under the Act, and 

monitoring clinics as well as updating and enforcing the Authority’s Code of Practice.
445

 The 

Authority is also responsible for providing information to the general public on fertility issues 

as well as making some ethical decisions. The HFEA’s roles can be split into two main 

purposes: first, it is concerned with the quality control and provision of treatment and second, 

it evaluates scientific progress.
446

 The establishment of the HFEA was novel as it was the first 

time that an area of medical practice was made subject to an oversight body in the UK.
447

 

However, the Authority ensures that one body is tasked with the regulation of assisted 

reproduction thus minimising over-lap and providing clarity to both clinicians and patients as 

to who the regulator is. 

The HFEA is also tasked with publishing and maintaining a Code of Practice, which all 

clinics must adhere to. The Code must be regularly updated and approved by the Secretary of 

State for Health and laid before Parliament.
448

 Unlike the Secretary of State, members of 

Parliament do not have the power to reject the Code, nor to make suggestions for change. The 

Secretary of State has the power to ensure that the HFEA consults with certain groups or 

individuals when drafting or revising the Code.
449

 If the Secretary of State rejects the Code, 

they must provide reasons.
450

 The government thus has very little influence in the workings 

of the HFEA and is limited to the drafting and revising of the Code which can only be 

achieved through the Secretary of State. This allows the HFEA to make its decisions and 

implement its Code independently of the government. It has been noted that due to the fast-

moving pace of the technology, the HFEA’s policy team tends to be reactive. In creating 

policy to cope with these technological changes, the HFEA is informed by the business sector 

and the scientific community which, it is argued, has led to buy-in on policy from these 

groups.
451

 There is the danger, however, that this could lead to regulatory capture, with the 

HFEA more concerned with devising policy that its regulatees will follow, rather than policy 

that is in the public’s interest. 

The viability of HFEA is however under question as a result of the UK government’s 

spending review of the NHS. The UK government has committed itself to cutting the NHS 

administrative costs by 45%, reducing the number of NHS bodies, and reducing the 

Department of Health’s Arms-Length Bodies (of which the HFEA is one).
452

As part of this 
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reduction, it has been proposed to merge the Human Tissue Authority and the HFEA into one 

body
453

 as well as transferring some of its duties to the Care Quality Commission.
454

 

However, for the interim the HFEA and the HTA will be kept separate while the proposal is 

considered in detail.
455

 

Unlike its predecessor, the Voluntary Licensing Committee, the HFEA has a fixed term of 

reference and it must operate within those terms.
456

 Thus it was envisaged that the HFEA 

would implement rather than make policy. Although the regulatory structure in place under 

the HFE Act 1990 is often regarded as the best in the world,
457

 questions have risen over the 

extent to which the HFEA makes policy and furthermore, whether it should be making 

certain decisions. 

The HFEA’s roles in quality control and issuing licences are relatively uncontroversial, but 

its function in evaluating scientific progress has led to criticisms, particularly as this role can 

involve an ethical evaluation of new research.
458

 It is contended that while parliament sets the 

ethical framework within which the Authority may make some ethical choices,
459

 it has been 

suggested that the HFEA should not be making ethical decisions as they are an interested 

regulator.
460

 Indeed it is this role in ethical-decision making that has led to suggestions that 

the Authority has over stepped its role and is in fact creating law.
461

  

Formally speaking, the HFE Act 1990 has given the Authority wide discretion to create 

policy but it must be done within the confines of the Act. Indeed, the decision-making powers 

granted to it by Parliament have been recognised by the courts,
462

 which have cautioned 

against quickly interfering with that power.
463

 However, it has been argued that the Authority 

has become the final arbitrator in ethical decisions on which there is no consensus.
464

 It has 

been countered that it is due to the controversial nature of the issues with which the Authority 

is dealing, that its decisions have been contentious, rather than the manner in which it has 
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made its decisions.
465

 Furthermore this discretion in the fulfilling of the Authority’s role is 

necessary due to the technological developments in this area.
466

 The Hampton Review, in its 

assessment of the HFEA, stated that it has a “central role” in developing policy and 

regulation in the areas of fertility treatment and embryo research.
467

 Yet it is argued that this 

role is expanding, with Dame Anne McLaren suggesting that “the HFEA seems to have a 

wider sphere of responsibility with every year that passes”.
468

  

While this policy-making function has been described as unusual,
469

 it is a power that 

Parliament has given the HFEA. Yet the Hampton Review did express some reservations in 

relation to some of the Authority’s decisions and in particular questioned its policy on pre-

implantation genetic diagnosis (PGD) and tissue typing. The UK government is embarking 

on a drive to ensure that bodies such as the HFEA have clear and defined functions and do 

not assume new roles. What impact this will have on the HFEA remains to be seen but 

clarification as to the extent of its policy-making role would be welcomed.
470

 

The ethical review function of the Authority has included determining whether treatment 

such as PGD should be permitted and also which diseases PGD can test for. This dual ethical 

review has given the Authority “a real ethical decision-making power”
471

 and arguably it is 

making decisions that should be made by Parliament. The Chair of HFEA has also 

acknowledged that the Authority is looking at treatments that Parliament did not envisage 

when it was established. Thus questions should be asked as to whether the Authority should 

be making these decisions. 

Due to the area of science the Authority regulates, its decisions involve both ethical and 

scientific decisions.
472

 It is this ethical decision-making role that has caused the most 

disquiet, and it has been argued that the differing perceptions on whether the HFEA is a good 

regulator are often due to disagreements over the ethical approach taken by the HFEA, 

particularly in relation to embryo research.
473

 

In December 2001, the HFEA published its policy on PGD and stated that while it was 

prepared, in principle, to permit testing to ensure the birth of a “saviour sibling”,
474

 it was 

envisaged that the test for this purpose would only be carried out in “very rare circumstances 

and under strict controls”.
475

 Permission for PGD for tissue typing
476

 had to be granted by 
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HFEA on a case-by-case basis and one family, the Hashmi family, were successful in getting 

permission from HFEA to carry out the test. This permission was granted despite nowhere in 

the HFE Act 1990 stating that HFEA had the power to grant a licence for tissue typing. 

However, paragraph 1(1) of the 1990 Act permits the Authority to authorise certain activities 

provided they are necessary in providing IVF services to the public. Thus if tissue typing is 

necessary for providing fertility treatment then HFEA has the power under the Act to licence 

such services.  

Ms Quintavalle, on behalf of Comment on Reproductive Ethics (CORE) later sought judicial 

review of this decision. It was argued that HFEA did have the authority under the 1990 Act to 

issue a licence for tissue typing to select between embryos.
477

 In the High Court, Kay J found 

that HFEA had acted outside of its powers under the 1990 Act and could not issue a licence 

for tissue typing. In the Court of Appeal, the HFEA argued that it had the authority to grant a 

licence for purpose of “developing methods for detecting the presence of gene or 

chromosome abnormalities in embryos before implantation” and that Parliament could not 

have intended to prohibit an activity arising from such research. By permitting such embryo 

research, it could be implied that Parliament had approved PGD to ensure that women could 

avoid implanting embryos with genetic defects.
478

  

The Court of Appeal found this argument persuasive. It was of the opinion that if having a 

child with a genetic defect is an impediment to seeking fertility treatment then PGD and 

tissue typing are considered treatment services under the Act. The Court of Appeal held that 

the HFEA has the power to issue a license for such research.
479

 Schiemann LJ noted that 

Parliament did not give HFEA a “free-for-all” to grant licenses for tissue typing irrespective 

of the reasoning
480

 but the circumstances under which tissue typing could be authorised did 

reside with HFEA.
481

 

The powers of the HFEA were further discussed by the House of Lords on appeal. Lord 

Hoffman noted that subject to certain prohibitions, the licensing power of the HFEA was 
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defined in broad terms.
482

 Lord Hoffman was of the opinion that such broad powers would 

raise difficult ethical issues, but the membership of the Authority as outlined in the Warnock 

Report was designed to ensure that the Authority could deal with these issues.
483

 

Furthermore, Lord Hoffman stated that as the Act was silent on tissue typing, despite 

considerable debate in Parliament on tissue selection for sex selection, it could only be 

inferred that Parliament intended the HFEA to decide on such issues.
484

 

In the HFEA’s defence, allegations that it is creating policy can be defended on two grounds. 

First, its functions as laid out in legislation are quite broad, subject to a number of 

restrictions. Furthermore, despite being quite critical of the HFEA, the House of Commons 

Science and Technology Committee noted that the HFEA was created as an independent 

body whose policy decisions cannot be interfered with by Parliament, and the relevant 

Minister’s function is limited to one of overseeing the Authority’s performance.
485

 Second, in 

an area of science, such as reproductive technology, that is rapidly developing, a regulatory 

authority will find that it must make certain decisions which can be perceived to be straying 

into the policy making arena. Should it be forced to consult Parliament each time there were 

concerns that its decision had the potential to be perceived as policy making, it would not be 

able to carry out its regulatory function. Indeed the House of Commons Committee has 

agreed that there are times when the HFEA could not have carried out its functions without 

developing a policy-making function. However the Committee did caution that any changes 

in legislation should define whether this policy-making function should be present.
486

 While 

arguably the HFEA did go beyond its powers in authorising PGD for tissue typing, it is 

equally arguable that this was necessary to ensure that the regulations keep pace with the 

science. It is thought that without this function, policy would stagnate.
487

 Despite the 

evidence that one of the advantages of the HFEA was its ability to respond quickly to 

changes in the science, the House of Commons Science and Technology Committee was of 

the opinion that this flexibility should be reduced and more detailed legislation should be 

introduced.
488

 

Yet the line between implementing decisions and creating policy is not always clear, 

particularly where it is unclear whether new scientific developments come under current 

regulations or require the introduction of new regulations. For stem cell researchers, if the 

functions and powers of a regulatory authority are explicit, it should be clear whether a new 

technology is to be regulated by the authority. If it is to be covered, this ensures that 

researchers can proceed provided they are within the guidelines set down by the authority. 

However, if the research is outside of the powers of the authority, this will require a 

legislative amendment to the regulations by parliament, which raises in turn the same 
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problem with the command and control model. On the other hand, if the powers and duties of 

the authority are less explicit and more flexible, this could reduce the need to revert to 

parliament, but the distinction between policy making and policy implementation becomes 

less clear. This particular problem is one that is faced by the HFEA. 

6. Regulating ESCR through Regulatory Authorities and the Principles of Better 

Regulation 

The advantage of regulatory authorities is that they can be composed of a group of experts 

with the necessary expertise to regulate a technology such as ESCR. Furthermore, in theory 

they are independent and thus free from political pressure. However, while the HFEA has 

been both criticised and commended, it has been alleged that the Authority falls short of the 

principles of Better Regulation.
489

 Attempts to rectify this situation have been made with the 

introduction of Section 8ZA under the 2008 amendment that “the Authority must carry out its 

functions effectively, efficiently, and economically and have regard to the principles of best 

regulatory practice”. It would therefore seem appropriate to examine regulatory authorities, 

and the HFEA in particular, in light of the Better Regulation principles. 

6.1 Transparency 

One of the values of the HFEA is that debates concerning new techniques or treatment occur 

in the public domain.
490

 In this respect it has been described as a “conduit for ethical 

discussion around medical advancements and the use of human embryos”.
491

 It has been said 

that it has a good relationship with its stakeholders, thus ensuring that they take part in 

consultations and contribute to the debate, which the Hampton Review considered to be good 

practice.
492

 However concerns were voiced that the relationship between the fertility industry 

and the HFEA should not become too close, and that the HFEA should guard against even 

being perceived as being too close as that would be damaging to its reputation.
493

 There 

appears to be a concern that the HFEA could be in danger of regulatory capture. While there 

is currently no evidence of this, the HFEA should be careful to ensure that this does not 

occur. 

6.2 Accountability 

It has been noted that regulators decisions are independent from the government and may be 

contrary to department policy. Furthermore they often do not justify their decisions.
494

 This 

has led to concerns that a regulatory authority is unaccountable and not subject to the will of 

the people. 
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From the outset, the purpose of the HFEA was to remove the “sensitive” issues it considers 

from the political process. Such a move received wide support in the discussions prior to the 

HFE Act 1990.
495

 However the HFEA is an unelected authority and is not accountable in the 

same way as politicians, despite having a policy-making role. This is not a problem exclusive 

to the HFEA and it has been acknowledged that the extent to which the government should 

have a residual power to review decisions of regulatory authorities is unclear.
496

 However, it 

is argued that while regulatory authorities should be accountable, this should not be to the 

detriment of their independence.
497

 In particular, governments should not use control on 

resources to erode the independence of regulatory authorities. 

During the debates on the HFE Bill 1990, there were concerns raised that the Parliament 

would not have a mechanism whereby the decisions of the HFEA could be reviewed.
498

 

Indeed the only accountability the government has over the HFEA is through the Secretary of 

State for Health, who has the power to reject a revision of the Code of Practice. Neither the 

Secretary of State nor the government has the power to intervene with the decisions of the 

HFEA, and its decisions can only be appealed through judicial review as demonstrated by 

Mrs Quintavalle. The HFEA’s decision on the posthumous use of sperm has also been 

challenged.
499

 Although the judicial review application ultimately failed, the issues raised in 

the proceedings led to the Human Fertilisation and Embryology (Deceased Fathers) Act 2003 

and the Courts have stated that the HFEA’s decisions can be challenged when it exceeds its 

powers as set out by Parliament.
500

 Furthermore, indirectly, the government can hold the 

Authority to account by failing to renew appointments to the Authority. 

There have also been concerns raised over the decisions of the HFEA. It has been criticised 

by scientists for being too restrictive in licencing new techniques, criticised by patients for 

failing to licence new techniques or treatments and criticised by lobby groups for going 

beyond what they perceive to be its statutory powers.
501

 Its wide discretionary powers in 

carrying out its functions have been described as both its greatest strength and weakness, but 

they remain discretionary powers which are exercised by an unelected body.
502

 The source of 

this multitude of criticism may lie in the dual mandate of the HFEA: not only must it review 

and approve scientific techniques but it also must consider the circumstances in which a new 

technique or treatment can be used. This ultimately involves an element of ethical decision-
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making.
503

 It has been argued that it is this aspect of HFEA’s functions that has led to 

confusion in its role and ultimately a neglect of its licensing and quality control functions.
504

 

It has been suggested that the HFEA’s policy-making role should be separated from its 

inspectorate role.
505

 This recommendation was recently considered by the Department of 

Health, which recommended the splitting of the HFEA’s mandate, with the Care and Quality 

Commission identified as potentially assuming HFEA’s licensing and quality control role.
506

 

It has been further suggested that, irrespective of such a move, if the policy making function 

of the HFEA were retained, criticisms would continue to be levied against the HFEA. If this 

splitting of the HFEA’s roles does go ahead, this would not resolve the issue of whether a 

largely unaccountable body should be making some of the decisions it does. While the 

advantage of the HFEA is that it can interpret the HFE Act 1990 in line with developments in 

science as occurred with embryos created through SCNT, there is the danger that decisions 

that should be made by politicians are being made by the HFEA. 

6.3 Proportionality 

The purpose of the HFEA and the HFE Act 1990 was to ensure that the public has confidence 

in fertility services and embryo research. Regulatory authorities generally implement 

legislation and may also publish a set of guidelines or Code of Practice that those it seeks to 

control should follow. Failure to follow these guidelines will generally result in sanctions. 

Following these guidelines may result in extra bureaucracy for the regulatees. 

The HFEA issues a Code of Practice that clinics must follow and it is arguable that these 

standards could increase red tape for businesses. It has been alleged that the HFEA is overly 

bureaucratic and that a more flexible regime is needed. It has also been argued that the 

legislation sets out what is permitted and there is no need for a regulator to enforce the law. 
507

 However this view ignores the HFEA’s role in setting standards and inspecting clinics. 

The Hampton Review stated: 

“The HFEA’s legislative framework is about enhancing public confidence in the 

fertility and embryology research sectors. Its remit is broader than just licensing IVF 

clinics and research centres which use human embryos – the HFEA also provides 

information and support to patients of infertility clinics and acts as a conduit for 

ethical discussion around medical advancements and the use of human embryos.”
508

 

Due to the need to ensure a high standard of quality for embryo research and a need to 

reassure the public that embryos are treated with respect and that embryo research is only 

operated within the confines of the law, the standards set out in the Code are proportionate. 
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6.4 Consistency 

Regulatory authorities must apply the rules and standards equally across all regulatees. It has 

been acknowledged that the HFEA applies its rules consistently in the issuing of licences and 

in ensuring the quality of practice.
509

 This ensures clarity for the clinics and also assures the 

general public that the clinics are adhering to the legal, ethical and quality standards set out 

under the HFE Act. 

However in relation to its policies there has been some inconsistency. Despite statements in 

the past encouraging sperm donation and seeking to change practices that would negatively 

impact upon donation, a House of Commons committee in 2004 stated that “it is not the 

HFEA’s function to promote or encourage donation or treatment”.
510

 Such inconsistency in 

policy should not occur as clinics must be confident in the consistency of the HFEAs 

guidance
511

 and furthermore, an effective compliance system must underpin any regulatory 

structure.
512

 

6.5 Effectiveness 

When regulating ESCR, it is crucial to ensure that the policies keep pace with the developing 

science, otherwise the policies risk losing their effectiveness.  To ensure that its guidance 

keeps up to date with the technology, the HFEA established a Horizon Scanning Panel in 

2004, which is tasked with identifying new science and clinical developments that may 

impact upon assisted reproduction or embryo research. The Panel then considers the legal, 

ethical and scientific issues associated with the new technology.
513

 In this way the Authority 

keeps it guidance current, thus ensuring that its guidance is effective and is prepared to 

regulate developments in science. 

However in relation to issuing sanctions to ensure that there is compliance with the law and 

the HFEA’s policies, it has been noted that there is reluctance within the HFEA to use the full 

spectrum of its available sanctions. In particular there is wariness amongst staff to 

recommend the removal of a clinic’s licence for fear that patients would travel abroad for 

treatment.
514

 While such patient safety issues do not arise in the regulation of ESCR, a 

regulatory authority must have the ability and confidence to use its enforcement procedures 

to ensure compliance. Otherwise the Authority could risk being perceived as being “soft” on 

compliance, which could impact upon scientists’ adherence to the regulations. 
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6.6 Necessity 

Regulatory authorities should only be introduced where required. Furthermore, the roles and 

functions, as well as the degree to which the authority carries out these duties, should be kept 

under review. While the HFE Act 1990 brought clarity and certainty to the permitted 

boundaries of research, the need for the HFEA was to ensure that the law kept pace with the 

science. The HFE Act 1990 broadly outlined the permitted areas of the research and the 

criteria for obtaining a licence while the Code of Practice, as issued by the HFEA, contains 

more detailed guidelines to be followed. Furthermore, the HFEA is an independent body, 

staffed with experts in fertility treatment and embryo research who thus have the relevant 

expertise to ensure that the criteria are satisfied before a licence is issued, HFEA staff are also 

capable of inspecting the clinics to ensure the highest levels of quality are achieved, and have 

the relevant expertise to issue guidelines on fertility treatment and embryo research. 

However, there are questions as to whether the HFEA is necessary to carry out the 

inspectorate role. The Care and Quality Commission has been identified as a body that is 

already carrying out similar functions and it would appear to be logical that inspectorate roles 

be merged into one authority. Thus, while it is necessary that the inspectorate role is fulfilled, 

the HFEA is not necessarily the body that should have that role. As discussed above, since its 

inception, the HFE Act 1990 and the HFEA itself have been reviewed a number of times and 

there are on-going discussions as to whether the functions of the HFEA should be split.  

The value of a regulatory authority for ESCR is two-fold. First it provides the expertise 

necessary. The legal, ethical and scientific issues must be considered when regulating, and 

provided the regulatory authority is adequately staffed with experts in the field, it is in a 

position to respond to changes in the law. In this respect, regulatory authorities provide their 

second benefit, which is their flexibility. As a statute is not always required to change their 

guidance regulatory authorities can quickly amend its guidance in accordance with 

developments in technology, ensuring that researchers are not operating in an uncertain 

environment.  

However, as evidenced by the HFEA, at times it is unclear whether the Authority is acting 

outside of its remit and making policy when it should not be. This will likely occur in the 

stem cell context as new developments in technology will lead to a revision of scientific 

terms thus leading to uncertainty as to whether an authority has the power to regulate the new 

technology. 

7. Conclusion 

While the UK model has much to be commended, it is submitted that an adaptation of this 

model is preferable. A regulatory authority should be established by an Act of Parliament and 

its duties should be set out under the Act. Unlike in the UK, however, there should be more 

clarity in the Act as to the scope of the Authority’s powers. If the Authority is to have a 

policy making role to ensure that it can respond quickly to technological changes, this should 

be specified in the Act. However, if Parliament is concerned that the Authority should have a 
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limited role in deciding whether new treatments or research should be permitted, the 

functions of the Authority should be much more explicit than that currently set out under the 

HFE Act 1990. 

With a controversial area such as ESCR, irrespective of whether the regulator is the relevant 

Minister or a regulatory authority, the decisions will be both praised and criticised. By 

regulating the research through an Act of Parliament and establishing a regulatory authority, 

the public is given a chance to contribute to the Act through which the power of the Authority 

comes. The Authority will then have the sufficient expertise to implement the Act and also 

ensure that the standards set out in the Act are followed. The key to successful regulation of 

ESCR is to ensure that the Act clearly sets out the research to be regulated and who is to 

regulate it, while ensuring that there is sufficient flexibility to respond to changes in science.  
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Chapter 5 Economic Policies and the Regulation of Embryonic Stem Cell 

Research 

1. Introduction 

Biotechnology is an industry that has grown exponentially over the past few decades. In the 

US, the value of publicly trading biotechnology companies increased from $8 billion in 1992 

to $58.8 billion in 2006.
515

 As of December 2006, there were 1,452 biotechnology companies 

in the United States, 336 of which were publicly owned.
516

 By April 2008 publicly trading 

biotechnology companies in the United States were valued at $360 billion
517

 and despite the 

global recession, Ernst and Young has reported that the biotechnology industry has shown 

resilience to the downturn.
518

 The industry returned to profitability in 2009 with increased 

revenue in both 2010 and 2011
519

 and expenditure on research and development growing by 

2% in 2010 and 9% in 2011.
520

 

While biotechnology companies are certainly witnessing growth accompanied with 

expanding profits, the biotech sector can only reap the rewards after heavy investment in 

research and development for their products. It is thus unsurprising that in 2006 public 

biotechnology firms in the United States spent $27.1 billion on research and development 

alone. Investment into research and development not only comes from the biotechnology 

industry but governments across the world with the National Institutes of Health (NIH) in the 

United States the largest funder of science in the world.
521

  

While government grants are mainly aimed at promoting research in universities or research 

institutes,
522

 investors in biotechnology companies will expect a return on their investment. 

This is largely achieved through the patent industry, which enables an inventor to exclusive 

property rights for up to 20 years. The patenting policies of each state can thus have a large 

impact on ESCR. If there are controls or prohibitions on the patenting of certain products, 

such as inventions that use embryonic stem cells, this will effectively discourage private 

investment and could result in a dramatic decrease in ESCR. Similarly a ban on the public 

funding of ESCR would remove a substantial funding source for researchers and may 

ultimately lead to a cessation of private funding for ESCR. In this way, the funding policies 

and the policies on the commercialisation of the research can indirectly help shape the 

regulation of ESCR. 

                                                           
515
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516
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517
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518

 Ernst and Young Beyond Borders: Global Biotechnology Report 2010 4. 
519

 Ernst and Young Beyond Borders: Global Biotechnology Report 2012 25. 
520

 Ibid 26.  
521

 For more on the process through which public funds are spent and the politics behind the spending of funds 

in the NIH see H Varmus, The Art and Politics of Science (Norton & Co 2010). 
522
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This chapter will examine the role that economic policies can have in regulating ESCR, via 

public funding and patenting policies. The ESCR regulatory regime in the United States, 

which is regulated through public funding rules, will be examined and this will be contrasted 

with the EU model. The model of regulating ESCR through public funding will be analysed 

under the principles of Better Regulation. The patenting of ESCR will also be explored. 

Particular focus will be given to the EU patenting policies where recent developments in this 

field have the potential to significantly curtail ESCR within the EU. Comparisons will be 

made with the US model to illustrate how differing patenting policies can impact the 

promotion of the research. The regulation of ESCR through patenting will also be analysed 

under the principles of Better Regulation. Finally, this chapter will defend the view that while 

the use of economic policies to regulate ESCR has its benefits, it should not be pursued to the 

exclusion of other regulatory strategies. Rather it should form part of a coherent stem cell 

policy that involves some direct state regulation. 

2. Funding ESCR internationally 

While ESCR is both privately and publicly funded, public actors are the dominant funder.
523

 

In the UK, research is mostly funded by research councils and the Wellcome Trust, although 

some research is also financed by large pharmaceutical firms.
524

 In China, the government 

has actively encouraged universities to invest heavily.
525

 This has not only led to China 

becoming an emerging player in the stem cell market but it has had the net effect of attracting 

funding by firms such as the Beijing Stemcell Medengineering Company.
526

 

This dual funding of research is vital to the development of biomedical research. Public 

funding is essential for research where there may not be a commercial return, or for early 

stage research where the potential advances are uncertain.
527

 Privately funded research will 

continue where there is likely to be a commercial benefit through the selling of a therapy or 

new treatment. This makes the research less likely to face cuts during an economic downturn.  

If ESCR is solely regulated through the use of public funds, researchers in receipt of private 

funding will remain outside the regulatory regime. In other words, if the public regulations 

for ESCR only apply to those in receipt of public funds, there is no obligation for privately 

funded researchers to follow these guidelines. In this way, a significant portion of the 

research remains outside of the regulatory regime. The US is one example of such a regime, 

as the ESCR federal guidelines only apply to researchers who are publically funded. 

Similarly, the EU now funds ESCR but its guidelines are only applicable to those in receipt 

of EU funds. 

                                                           
523
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The regulatory impact that funding policies have on the development of a stem cell policy 

within the US and the EU will be examined below. It is submitted that they raise a number of 

problems within a regulatory regime, particularly as they impact upon the principles of 

democratic deliberation and Better Regulation. 

2.1 The Federal Funding of ESCR in the United States 

The debate on the federal funding of ESCR in the US began in 1993 with the formation of the 

Human Embryo Research Panel (HERP) by the National Institutes of Health (NIH). HERP 

recommended to President Clinton that research on spare embryos should be permitted and 

that federal funds should be spent on the creation of embryos for certain research purposes.
528

 

However, Congress intervened and proposed via the Department of Health and Human 

Services (DHSS) appropriations process, that any activity that involved the creation of, 

destruction of, or exposure or risk of injury to human embryos could not be supported by 

federal funds.
529

 On foot of this recommendation, Congress passed an amendment to the 1996 

Department of Labor, Health and Human Services, and Education, and Related Agencies 

Appropriations Act, known as the Dickey-Wicker amendment. This amendment prohibits the 

DHHS and the NIH from funding the creation of a human embryo for research. More 

importantly, research “in which a human embryo or embryos are destroyed or discarded” is 

prohibited from receiving federal funds.
530

  

The amendment was initially passed prior to the derivation of the first stem cell line and thus 

it is unclear whether Congress intended the amendment to extend to ESCR.
531

 However as an 

embryo is destroyed in the derivation of embryonic stem cell lines, it could potentially 

prohibit the federal funding of ESCR.  

Due to this uncertainty, following the derivation of the first stem cell line in 1998 the NIH 

sought a legal opinion from the DHHS to determine whether embryonic stem cell lines came 

within the definition of the term “embryo” under the Dickey-Wicker amendment. The DHSS 

responded that an embryo was defined as an “organism” under the amendment, a definition 

which could not apply to stem cells as they were neither alive nor did they have the potential 

to become human beings.
532

 Thus the amendment did not prohibit the federal funding of 

ESCR. The focus of the legal opinion was on whether an embryonic stem cell line came 

under the definition of an embryo, rather than the broader consideration of whether ESCR 

was research in which “a human embryo or embryos are destroyed or discarded”. This 

interpretation enabled a distinction to be made between research, that destroys an embryo and 

research on embryonic stem cell lines, with ESCR falling into the latter category. Relying on 

                                                           
528

 Report of the Human Embryo Research Panel (September 1994) xi. HERP was established to consider 

research on embryos in vitro and to recommend areas of research that were acceptable for federal funding. See 

Chapter 6 of the report for the list of recommendations. 
529

 H Gottwels, ‘The Endless hESC Controversy in the United States: History, Context and Prospects’ (2010) 7 

Cell Stem Cell 555, 556. 
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 Section 509 of Consolidation Appropriations Act 2010. 
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this advice, the NIH published guidelines on the federal funding of research on pluripotent 

cells.
533

  

A change in President brought a change in policy. On 9 August 2001, President Bush 

announced that federal funds could only be used to fund ESCR on embryonic stem cell lines 

that had been derived prior to 9 August 2001.
534

 This was supplemented in 2007 by Executive 

Order 13435, which aimed to increase research into alternative sources of pluripotent stem 

cell research that did not destroy a human embryo.
535

 While public funding was not 

prohibited outright, confining the federal funding of ESCR to lines derived prior to 9 August 

2001 limited the available lines for federally funded researchers. Furthermore President 

Bush’s order meant that many universities and research institutes that were both privately and 

federally funded found it necessary to build separate laboratories and purchase separate 

equipment for ESCR to ensure that federal funds were not spent on ESCR in their 

laboratories.
536

 These strict funding requirements, coupled with problems that emerged with 

the available stem cell lines, could only have served to discourage and limit ESCR.
537

 

In an attempt to clarify the legality of federal funding of ESCR, Congress passed the Stem 

Cell Research Enhancement Act of 2005, which permitted the federal funding of ESCR 

irrespective of when the stem cell lines had been derived, provided that only spare embryos 

were used. This amendment, however, was vetoed by President Bush, and the ban on the 

federal funding of ESCR on lines derived prior to 9 August 2001 remained.
538

 

This policy was once again reversed with a change in administration. Upon election, 

President Obama fulfilled a campaign promise to revoke President Bush’s order on stem cell 

research and remove the limitations on ESCR.
539

 Obama however failed to articulate any 

particular standards governing the origin of the stem cell lines but gave the NIH only 120 

days to produce guidelines.
540

 This deadline was met by the NIH and within three months it 

published guidelines for embryonic stem cell researchers in receipt of public funds. The 

guidelines placed two limitations on researchers: first research is only permitted on 
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embryonic stem cell lines that are on the NIH registry; and second these lines must be derived 

from spare embryos only.
541

  

The last decade of legislative and political activity regarding ESCR has illustrated the 

problem with relying on Executive Orders as the basis of a stem cell policy: a lack of 

certainty and continuity. As Executive Orders can be easily repealed by a new president, the 

ESCR policy within the US has been temporary at best. This problem could have been 

resolved had the policy been dictated by legislation, thus providing much more certainty for 

researchers.
542

 Furthermore, legislation would have clarified whether it was intended that the 

Dickey-Wicker amendment was to prohibit the federal funding of ESCR. In the absence of 

legislation, the issue was left to the courts to resolve when an injunction for the freezing of 

grants was taken in 2010 against the National Institute of Health Guidelines in Sherley v 

Shelbius.
543

  

2.2 Sherley v Shelbius 

The focus of Sherley v Shelbius was on whether the federal funding of ESCR was permitted 

under the Dickey-Wicker amendment, with the applicant arguing that it was not. The 

respondent argued that the NIH guidelines were not contrary to the amendment as the 

guidelines only authorised the funding of stem cell research and not the creation of stem cells. 

In other words, it is not the destruction of the embryo that is funded by the research on the 

stem cells. The District Court disagreed: 

“The Dickey-Wicker Amendment unambiguously prohibits the use of federal funds 

for all research in which a human embryo is destroyed. It is not limited to prohibit 

federal funding of only the "piece of research" in which an embryo is destroyed. Thus, 

if ESC research is research in which an embryo is destroyed, the Guidelines, by 

funding ESC research, violate the Dickey-Wicker Amendment.”
544

 

Following this, Lamberth J granted an injunction freezing grants for ESCR as he was of the 

opinion that the derivation of the ESCs could not be separated from ESCR. His decision had 

the effect of prohibiting the funding of all ESCR irrespective of when the stem cell lines were 

derived, and thus went further than President Bush’s Executive Order. 

This decision was appealed and reversed on appeal in April 2011.
545

 The Court ruled that the 

Dickey-Wicker amendment is ambiguous and thus it is reasonable for the NIH to conclude 

that while the amendment bars funding for the destruction of an embryo, it does not bar 
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 Sherley v Shebelius 704 F. Supp. 2d 63 2010 US Disct. Kathleen Sebelius is the secretary of the DHSS and 
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funding for ESCR. The Court also considered it important that Congress passed the 

amendment each year in full knowledge that NIH was funding ESCR.
546

 Furthermore the 

Court noted that in considering funding applications, the NIH considers research that is 

intended to be carried out, not research that has already been done. Thus the NIH did not 

have to consider whether embryos had been destroyed in the past, but rather whether the 

funds would be used for the destruction of embryos. In other words, the NIH would look at 

the funding application from that date and the research that would be carried out after that 

date. If no embryos would be destroyed in future research on which the application is based, 

it can be federally funded.
547

 

Unlike the DHSS legal opinion, the Court in this decision looked at the entirety of the 

amendment rather than focusing on whether an embryonic stem cell came under the 

definition of an embryo. While the majority of the Court is correct that the amendment is 

ambiguous, particularly in light of the development of ESCR after the passing of the 

amendment, the decision does ignore the very clear link between the destruction of an 

embryo and ESCR. The sole purpose for the derivation of an embryonic stem cell line is for 

ESCR. It thus seems peculiar that federal funds cannot be spent on the creation of embryonic 

stem cell lines but can be utilised for ESCR. Federally funded ESCR could potentially 

increase the demand for embryonic stem cell lines which may increase the destruction of 

embryos. In this way funding ESCR federally could likely fuel the demand for embryonic 

stem cell lines, indirectly supporting the destruction of embryos. 

In January 2013 the US High Court ruled that it would not hear a challenge to the Appeals 

Court decision, bringing an end to the judicial dispute. However it is unlikely that this will be 

end of the debate as the Court simply stated that the funding of ESCR is permitted under the 

amendment and not that ESCR must be publicly funded. Thus it is possible that a different 

president in the future may opt for a restrictive funding approach similar to that of President 

Bush, which will once again limit ESCR within the US.
548

 

2.3 Public funding in the European Union 

In contrast to the funding policies of the US, the EU has taken a considered approach to its 

funding policy. While the development of the EU’s policy was not without controversy, there 

was a period of consultation and debate before the European Commission issued guidance on 

the matter. In this way the funding policy of the EU has a much greater degree of permanence 

to it, with the funding likely to be affected by budgetary considerations rather than by the 

whims of the Executive. 
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Scientific research is funded by the EU under programmes known as ‘Framework 

Programmes’ (FPs). FPs are the main financial tools through which the EU supports research 

and development activities covering almost all scientific disciplines. FP6 (2003-2006) was 

adopted in 2002, and although it was agreed that ESCR could be funded, a moratorium on the 

funding of ESCR was agreed between the European Commission and the Council. This was 

to give them time to put in place detailed provisions for implementation.
549

 This moratorium 

did not apply to stem cell lines that were already in existence.
550

 The Commission was in 

favour of funding ESCR, as the purpose of the FPs was to ensure collaboration across the 

Union.
551

 This collaboration would avoid a duplication of research within the EU and would 

ultimately reduce the number of embryos destroyed for research purposes. The Commission 

did however recommend that only spare embryos left over after IVF treatment prior to 27 

June 2002 could be used to derive an embryonic stem cell line.
552

 Furthermore, it had to be 

proven that other research methods, such as adult stem cell research, would not yield the 

desired results of the research.
553

 

No agreement was reached on this proposal prior to the moratorium deadline. As a result, 

ESCR funding commenced under the guidance agreed during the debates on FP6. Thus 

research on human cloning for reproductive purposes, research to modify the genetic heritage 

of human beings, and research activities intended to create human embryos solely for the 

purpose of research or for the purpose of stem cell procurement, including by means of 

somatic cell nuclear transfer, are not to be funded.
554

 All research proposals must undergo an 

ethical review, which is to be submitted to a Regulatory Committee.
555

 Finally, research that 

is prohibited in a Member State will not be funded.
556

 Thus if ESCR is prohibited in a certain 

Member State, it will not be funded despite the research project meeting the other 

requirements. In December 2006 it was decided to continue funding ESCR under FP7 (2007-

2013)
557

 but it was made clear that FP7 would not finance research activities prohibited under 

FP6.
558
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3. Regulating ESCR through public funds and Better Regulation Principles 

Although both the US and the EU regulate ESCR to a degree through their funding policies, 

the origins and development of these policies have taken very different routes. It is now 

necessary to assess these policies under the principles of Better Regulation to determine 

which policy, if any, is a suitable model for regulating ESCR. 

3.1 Transparency 

If one is to understand transparency as ensuring that all stakeholders to the debate have been 

consulted and that the policy is clear and understood by all, the policy adopted by the EU 

trumps that of the US. Within the EU there was a long period of debate whereby all national 

governments could put forward their views on the funding of ESCR. Indeed, the debate 

waged for over ten years.
559

 This resulted in a decision whereby, under certain conditions, 

ESCR could be funded. This period of discussion was extended so that the European 

Parliament could consider the issue further, which led to the introduction of a moratorium on 

funding until December 2003. While agreement was not reached on the Commission’s 

proposals, there was already a set of guidelines in existence which were part of the rules of 

funding under FP6, which all parties were aware would come into effect after December 

2004 if no agreement was reached. Thus while it is not ideal that the moratorium passed 

without agreement, there had previously been a detailed discussion of the issue and thus there 

was a procedure in place which could then be adopted. This process has provided certainty to 

scientists, who know from the announcement of each individual FP whether ESCR will be 

funded for the duration of that FP. 

Problems with the policy begin to emerge however when one considers the framework of the 

individual Member State. Mindful of the debate that is ongoing in many EU countries, the 

Commission noted that funding would depend upon the legal framework of the Member State 

involved. The EU has in fact stated that it does not consider itself to have a role in 

determining the ethics of ESCR due to the diverging policies of Member States, but rather its 

focus should be on the funding of ESCR.
560

 However not all Member States have legislation 

that clearly permits or prohibits ESCR. Ireland, for example, has benefited from FP7,
561

 but 

the question remains whether Irish researchers can apply for funding, due to the uncertain 

legal status of ESCR.
562

 Scientists based in Ireland are thus left in an uncertain position 

whereby it is unclear whether they can seek funding for ESCR under FP7. 

In the US, the debate has involved an ethics committee (HERP), an ambiguous amendment, 

the NIH, numerous Executive Orders, and the courts. As the HERP made its report prior to 
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the derivation of the first embryonic stem cell line, the courts have been the only avenue open 

to the various stakeholders to contribute to the debate as to whether ESCR should be 

federally funded. While the NIH did have a consultation period when devising its guidelines, 

that consultation focused on what the guidelines should contain rather than whether ESCR 

should be federally funded. Rather than determining the funding of ESCR through Executive 

Orders, the US should have engaged in an open consultation on the issue, ensured that the 

various stakeholders could contribute and ensured that there is a reasoned debate following 

the principles of democratic deliberation. Such a process would have provided clarity to the 

remit of the Dickey-Wicker amendment and would have ensured that it was not left to the 

courts to resolve the issue. Furthermore, as the funding policy within the US tends to be 

changed with a change in administration, this policy fails to provide any certainty for 

researchers. 

3.2 Accountability 

Both the processes adopted by the EU and the US satisfy the criteria of accountability. Within 

the EU, the Commission is responsible for ensuring that all the conditions for funding are met 

and Commission officials are supported by the national ethics committees. Within the US, the 

NIH ensures that the conditions of the grants are met. Both the EU and US will revoke the 

grant in the event of non-compliance. 

However, both the EU and the federal US government are only accountable for the 

implementation of their own guidelines. In the case of the EU, the Commission is not 

responsible for the implementation of all national guidelines on ESCR, nor is the US federal 

government responsible for the implementation of any state guidelines. In this way neither 

the Commission nor the US federal government are accountable for all of the stem cell policy 

but rather only those researchers to whom the policies applies. 

3.3 Proportionality 

To put it concisely, EU policy appears to be proportionate to its goals. As noted above, the 

purpose of funding ESCR is indeed to ensure that there is collaboration between scientists 

within the EU and also that there is no duplication of research. During the grant application 

process, weight is given to projects that involve collaborations
563

 and successful grant 

applicants are made public, which should ensure that there is no duplication of research. 

Furthermore EU policy does not state that ESCR will be funded in each Member State, but 

rather that it can be. Member States are given the option of ensuring that ESCR is not funded 

in a state if it is contrary to the laws of that state. In this way, the EU can pursue a policy of 

supporting ESCR while not requiring that it must be permissible in each of its Member 

States. 

As the US funding policy is subject to change, it is much more difficult to assess whether its 

policy is proportionate. It is for this reason that the Bush policy will be evaluated separately 

from the Obama policy. President Bush’s policy was in essence a political compromise. 
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While it generally prohibited the funding of ESCR, it did permit some funding of ESCR on 

limited embryonic stem cell lines. However, focusing on the general ban on the federal 

funding of ESCR, requiring research institutes to have separate labs to ensure that no federal 

funds are spent on ESCR cannot be called proportionate. Such a policy could likely dissuade 

researchers from carrying out ESCR, particularly in smaller institutes where resources are 

limited. Thus this policy not only prevents researchers from obtaining federal funds for ESCR 

but it may indirectly prevent researchers from obtaining private sources of funding. President 

Obama’s policy on the other hand is entirely proportionate as it funds the research provided 

the research meets the requirements set out by the NIH.
564

 

3.4 Consistency 

EU policies are designed to supplement rather than supplant the ESCR policy of each 

Member State. Thus the funding application must not only follow the guidelines set out under 

FP7, but also must follow the laws and guidelines of the Member State in which the research 

is undertaken. The guidelines, however, only apply to projects funded under FP7. It is thus 

possible that ESCR projects that are funded through private funds or other sources of public 

funds may be subject to differing guidelines. The enforcement of these guidelines on projects 

that are only funded under FP7 is likely due to a recognition that there are differing policies 

amongst Member States. Thus the EU is not in a position to enforce uniformity, but 

consistency concerns within Member States do arise. If no national laws exist on ESCR, it is 

possible that other funding agencies within Member States will have differing guidelines, 

thus the degree of ethical oversight may depend on the source of funding. 

In the US there has been very little discussion of whether ESCR should be permitted as a 

matter of policy at a federal level. Those discussions have been confined to the Human 

Research Embryo Panel and the National Bioethics Advisory Committee. The minimal 

discussion of the issue in public tends to focus on religious and ethical concerns, with very 

little in-depth discussion of the issue. The focus at federal level has been on whether ESCR 

should be federally funded. This has led to a situation whereby only those in receipt of 

private funding are governed by the public guidelines espoused by the NIH as these 

guidelines only apply to federally funded research. Such an approach has been described as a 

Pontius Pilate approach as it permits the research in the private sector while preventing public 

funds from being spent on ethically divisive research.
565

 

The danger associated with regulating ESCR through public funding is thus that the debate 

can often centre on whether ESCR should be publicly funded and ignores the more 
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fundamental issue of whether ESCR should be permitted at all. It is a piece-meal approach to 

regulation which leaves the majority of the decision-making power in the hands of the private 

funders, with very little input from the general public through a debate. Prior to the 

authorisation of controversial research, ethical, social and scientific issues
566

 should be 

considered before the issue of whether the research is publicly funded is addressed. 

In his executive order, President Bush addressed some of these issues, questioning whether 

supernumerary embryos should be used for research, whether an embryo is life, and whether 

ESCR can deliver on its potential. The NIH guidelines also cover issues such as sources of 

embryos, remuneration for donors and the consent procedures that must be followed before 

an embryo is donated.
567

 Such issues should be discussed on a national level to ensure that 

they are applicable to all researchers and thus ensure that there is a coherent ESCR policy. 

Private companies funding ESCR either within universities, research centres or within the 

companies themselves are motivated by financial gain. Commercial companies do play a key 

role in developing science from research to therapies for patients
568

 but many see 

governmental regulation as interference and a “poison gift” that would curtail research that is 

presently permitted in the private sector.
569

 However, a policy that only requires guidelines to 

be adhered to based on funding source may lead to companies cutting ethical corners to stay 

competitive and keep ahead in industry. Viewing regulation as interference in industry 

ignores that the general public has an interest in ensuring that certain ethical guidelines are 

followed and that certain forms of the research should not be pursued. If the privately funded 

research is left outside the domain of regulation, it has no incentive to balance conflicting 

interests such as the respect for the embryo against the need for medical advancement. Rather 

its interest is in ensuring that its research is commercially viable. While the National 

Academies have published guidelines on ESCR, not only are there no obligations to follow 

these guidelines but there are no sanctions bar the removal of professional membership, if a 

professional membership exists.
570

 

When Geron announced that it had derived the first embryonic stem cell line it published its 

ethical guidelines but these guidelines had no application to the research in the lead up to its 

breakthrough. In the aftermath of its announcement on the derivation of the first human 

embryonic stem cell line,
571

 the Geron Ethics Advisory Board (EAB) published guidelines to 
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be followed by Geron when carrying out ESCR.
572

 The guidelines cover concepts such as 

respect for the human embryo, informed consent for embryo donors and the requirement that 

all research be reviewed by an independent Ethics Advisory Board and an Institutional 

Review Board.
573

 Such guidelines are somewhat similar to those of the NIH and these 

guidelines should be welcomed. However, closer inspection leads one to question whether, 

by publishing these guidelines, Geron was seeking to ensure that all research funded by the 

company follows strict ethical guidelines or whether the guidelines were published to satisfy 

any public disquiet that was likely to follow the announcement of advancements on embryo 

destructive research. By publishing the guidelines, Geron may have been attempting to 

convince the federal government and the American people that it was adhering to ethical 

standards and thus that there was no need for direct government regulation. 

First, the EAB formulated these guidelines after the November 1998 announcement and it 

does not appear that Thompson’s research had to follow these guidelines. The formulation of 

ethical guidelines should not take place after an event has taken place but rather before it,
574

 

particularly when a contentious issue, such as the destruction of the human embryo, is at the 

centre of that debate. Second, the EAB states that the blastocyst must be treated with respect 

but fails to state what this respect is or how the blastocyst will be treated with respect during 

research except to state that the embryo will be treated “with care” and only used for research 

that “incorporates substantive values such as reduction of human suffering”.
575

 Furthermore 

the failure of the EAB to reconcile the destruction of the embryo with treating the embryo 

with respect has also been the subject of criticism.
576

 A final point is the requirement that all 

“research must be done in a context of concern for global justice”.
577

  

In expanding on this guideline, the EAB is of the opinion that ESCR is pointless unless 

people have access to this research and that this includes global access and not leaving the 

research as the preserve of the rich.
578

 While certainly a noble quest, it has been queried 

whether any for-profit company such as Geron could ever adhere to such a guideline or 

furthermore how it would be implemented.
579

  Overall the guidelines have been criticised as 

providing “an ethical rationalization rather than as an ethical guidance for research”,
580

 and 

perhaps a proactive attempt by Geron to minimise the negative criticism that followed the 

publication of the research. 

What the examination of the EAB guidelines serves to illustrate is that companies engaged in 

privately funded research, driven by a profit motive and with no incentive to ensure that 

research is conducted ethically, may only make a tokenistic attempt to follow ethical 
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guidelines. Knowing that the majority of the population will not examine the timeline of the 

creation of the guidelines nor the guidelines themselves, Geron can use the creation of the 

guidelines to argue to the public that it is an ethical company rather than formulate the 

guidelines prior to the commencement of the research to ensure that it is a company engaged 

in ethical research.
581

 

3.5 Effectiveness 

The policy pursued by the European Commission is effective as it balances the promotion of 

the research with the individual policies of Member States. Thus, provided that the research is 

permitted in the host Member State, any research can be funded. Furthermore the guidelines 

espoused by the Commission under FP7 must be complied with, otherwise the funding will 

be refused or revoked. The guidelines thus ensure that there is some ethical oversight of 

ESCR within Europe and that this oversight complements the national policies within the EU. 

Similarly, the policies of the NIH are effective to the extent that the research will not be 

funded if they fail to meet the requirements set out. However, while there are national 

policies within the EU that will regulate research not funded by the Commission, within the 

US there are no federal guidelines that regulate ESCR funded by means other than federal 

funds. This potentially leaves some research outside of any public regulatory framework 

which effectively means that the industry self-regulates the research, leading to the possibility 

that there are vague ethical guidelines in place, as occurred with Geron described above. The 

National Academies have produced guidelines on ESCR, but there is currently no 

requirement that these are followed.
582

 

3.6 Necessity 

Within the EU, the policy on ESCR funding may be said to comply with the principle of 

necessity. Due to the varied policies across Member States, it could not have been possible to 

fund ESCR without some basic guidelines. The rules under FP7 clearly state what research 

can be funded but also give a certain amount of power to Member States and national ethics 

committees to review the project before funding is granted. In this way national governments 

retain some control over the funding of research within the state, and it also ensures that 

national ethical structures are used rather than creating another layer of bureaucracy within 

the EU. 

Within the US, clarity was required. Although the DHSS had obtained an opinion that the 

Dickey-Wicker amendment did not prohibit the federal funding of ESCR, the ambiguous 

nature of the amendment left it uncertain. This clarity came in the decision of Sherley v 
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Shelbius. President Obama’s Executive Order announcing that federal money could be used 

to fund ESCR did not contain any regulations or ethical guidelines that a research application 

must satisfy before it is awarded funding. Rather President Obama directed the NIH to draft 

guidelines to guide researchers seeking federal funding. Thus the introduction of the 

guidelines were necessary as part of the US regulatory framework. 

4. Patenting of Embryonic Stem Cell Research 

A patent is granted to the maker of an invention giving them exclusive rights to monopolise 

their invention for 20 years. In this way it provides an economic incentive for investment into 

research and development. The patent holder can sell their patent under a licence agreement, 

opt to exploit the invention or simply do nothing with the patent while still preventing others 

from using the patented product. Individual countries have their own patent laws but these 

have been harmonised to an extent by virtue of international agreements such as the Trade 

Related aspects of Intellectual Property Rights (TRIPS) agreement and the European Patent 

Conventions (EPC). 

The TRIPS agreement is an instrument of the World Trade Organisation (WTO). It came into 

force on 1 January 1995 and provides for international harmonisation of patents and other 

intellectual property rights.
583

 The European Patent Convention came into force in 1973 with 

the purpose of strengthening patent cooperation between European States 
584

 but it is not a 

product of the European Union and is therefore not a source of EU law. Rather patent issues 

arising under the Convention must be argued before the European Patent Office (EPO) and 

not the European Court of Justice (ECJ). Furthermore the European Patent Office does not 

issue a “European” patent but rather it grants the inventor a bundle of national patents, and 

infringement proceedings must be taken in the national courts.
585

  

At EU level, the European Council concluded negotiations on a unitary patent system 

whereby one application will soon be made for all 27 Member States. The Unified Patent 

Court will resolve issues relating to a unified patent infringement thus eliminating the risk of 

multiple lawsuits in different Member States.
586

 Most importantly for ESCR, Directive 

98/44/EC on the Legal Protection of Biotechnology Inventions (hereinafter known as “the 

Biotechnology Directive”) was introduced in 1998 to “promote research and development in 

the field of genetic engineering in the European Community, the way in which it does so is to 

remove the legal obstacles within the single market that are brought about by differences in 
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national legislation and case law and are likely to impede and disrupt research and 

development activity in that field”.
587

 

Prior to the adoption of the Directive, the parliament of Netherlands sought to annul the 

Directive due to the opposition “to genetic manipulation involving animals and plants and to 

the issuing of patents for the product of biotechnological procedures liable to promote such 

manipulation”. The parliament of Netherlands also considered that the discretion under the 

ordre public exception and the belief that the Directive undermined human dignity required 

the annulment of the Directive. These arguments were ultimately rejected by the ECJ.
588

 

The Biotechnology Directive governs the patenting of biotechnology patents within the 

EU.
589

 The Directive has been adopted by the European Patent Council and now forms part of 

the European Patent Convention.
590

 Thus all patent applications by EU Member States and 

those signatories to the EPC must adhere to the provisions of the Directive. 

To clarify the criteria for patentability in Europe, the exclusions to patentability will first be 

discussed before the exclusions under Article 53(a) of the European Patent Convention and 

Article 6(2) of the Biotechnology Directive, are examined. The exclusions under the 

European Patent Convention and the Biotechnology Directive will be contrasted with the 

respective exclusions under the patent regimes in Canada and the United States. Finally the 

suitability of the patent system as a mechanism to regulate ESCR will be analysed. 

5.1 Criteria for patentability 

Article 52(1) of the EPC sets out the criteria for patentability: the invention must be new, it 

must involve an inventive step and it must be capable of industrial application.
591

 However, 

under Article 51(2)(a), “discoveries, scientific theories and mathematical methods as such” 

are not regarded as inventions. To be defined as “new” the invention must not “form part of 

the state of the art”;
592

 an invention will be deemed to have involved an inventive step if 

“having regard to the state of the art, it is not obvious to a person skilled in the art”;
593

 and 
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finally an invention will be deemed to be capable of industrial application if “it can be made 

or used in any kind of industry, including agriculture”.
594

 

5.2 Permitted Patents under the Biotechnology Directive 

Under the Directive, inventions that satisfy the three criteria above can be patentable even if 

“they concern a product consisting of or containing biological material or a process by means 

of which biological material is produced, processed or used”.
595

 Furthermore, any biological 

material that has been “isolated from its natural environment or produced by means of a 

technical process may be the subject of an invention even if it previously occurred in 

nature”.
596

 The isolation of the biological material is key to its patentability as an element of 

the human body in its natural state is not patentable.
597

 There had been concerns that 

biological materials could not be patented as the novelty requirement requires that the 

material had not been available in that form prior to the patent application. The isolation 

principle thus permits biological materials to be patented as isolated materials are considered 

to be novel so long as the isolation and use of the material has an inventive quality. This 

formulation permits copies of naturally-occurring genes to be patented but the approach has 

been met with criticism for stretching the novelty requirement to fit biotechnology.
598

 Thus 

only an invention that uses a technical process to isolate a natural element for use as an 

industrial application may be patented.
599

 The ECJ has stated that it is this distinction that 

permits the patenting of human gene sequencing.
600

 It is through this distinction that only the 

result of the “inventive, scientific or technical work” may be patented, and not the biological 

material in its natural state. 

5.2.1 Exclusions relating to Embryonic Stem Cell Research  

As human biological material that has been isolated from its natural state can be patented, it 

is possible to patent human gene sequencing.
601

 This distinction could equally apply to ESCR 

as stem cells are isolated, or created, using scientific inventions. However, a patent may be 

excluded on grounds of morality under either the ordre public exclusion under Article 53(a) 

of the European Patent Convention and Article 6(2)(c) of the Biotechnology Directive. It has 

been noted that one of the reasons for introducing the Biotechnology Directive was to provide 

clear guidance on morality and patenting.
602

 However, the moral provisions were not in the 
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initial drafts of the Biotechnology Directive when it was proposed in October 1998 but were 

introduced after lobbying by the Greens.
603

 

5.2.2 Ordre Public exclusion in the European Patent Convention 

Article 53(a) of the European Patent Convention states: 

“European patents shall not be granted in respect of: 

(a) inventions the publication or exploitation of which would be contrary to "ordre 

public" or morality, provided that the exploitation shall not be deemed to be so 

contrary merely because it is prohibited by law or regulation in some or all of the 

Contracting States.”
604

 

Thus, if the exploitation of an invention, and not the invention itself, is contrary to the ordre 

public it cannot be patentable. Furthermore an invention will not be denied a patent simply 

because it is prohibited in a Contracting State; rather there must be something more that 

renders its exploitation contrary to ordre public.  

The Greens and animal rights campaigners have traditionally invoked Article 53(a) to prevent 

the patenting of specific inventions
605

 and this has led to arguments that the Biotechnology 

Directive is based more on ethical concerns than on substantive patent law.
606

 One such 

example is Harvard/Oncomouse where the application of Article 53(a) was considered.
607

 It 

was argued that the patenting of a transgenic mouse bred solely as a tool for cancer research 

was immoral as it was created simply to suffer. The Examining Division stated that while 

patent law is not the correct forum for deciding ethical decisions arising out of genetic 

manipulation of animals, this was a case in which the Board could consider the issue of 

patentability in light of Article 53(a).
608

 In determining whether an invention is contrary to 

ordre public, the Examining Division stated that a balance needed to be struck between the 

suffering of animals and possible damage to the environment, and the invention’s usefulness 

to mankind.
609

 In particular it was stated that for each invention the question of “morality has 

to be examined and possible detrimental effects and risks have to be weighed and balanced 

against the merits and advantages aimed at”.
610

 Based on this balancing test the Examining 

Division considered the usefulness of the invention to mankind, i.e. the potential advances in 

cancer treatment, and also the smaller number of animals to be used for testing purposes. This 
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balancing test has since been reiterated as the test to be applied when considering an Article 

53(a) exclusion.
611

 However it must be shown that there was actual damage or a 

disadvantage, otherwise this test will not be applicable.
612

 

The EPO has stated that it is not intended that Article 53(a) should be regularly invoked but 

rather only in extreme cases such as an attempt to patent a letter bomb
613

 or if the granting of 

a patent “would universally be regarded as outrageous”.
614

 The difficulties in invoking this 

exclusion is compounded first, by the generality of the provision and by second, the lack of 

consensus across contracting states of the European Patent Convention on moral issues.  

Regarding the generality issue, the EPO has stated that the concept of ordre public 

encompasses the protection of public security, the physical integrity of individuals and the 

protection of the environment, while the concept of morality regards certain behaviour as 

wrong on the basis of “the totality of the accepted norms which are deeply rooted in a 

particular culture”.
615

 However this provides very little practical guidance in assessing a 

patent application. Article 53(a) of the EPC contains the proviso that “merely because [an 

invention] is prohibited by law or regulation in some or all of the Contracting States” does 

not exclude the invention from patentability. The EPO has also stated that the fact that 

exploitation of an invention is permitted in some or all the Member States does not 

necessarily mean that the invention complies with Article 53(a).
616

 Thus it is possible that a 

patent could be denied even if the exploitation of the subject matter of the patent application 

is permitted in some or all of the Member States. Similarly a patent may also be granted 

despite the illegal nature of the exploitation of that invention in many of the Contracting 

States. 

Turning to the consensus issue, the EPO has acknowledged that while there are many areas 

through which a definition of morality can be found, no one area can be regarded as the 

European moral standard.
617

 Furthermore, the EPO does not consider itself to be an 

appropriate institution to decide on ethical issues
618

 but rather the interpretation of European 

morality should be a function of the main EU institutions.
619

 However, while discussing the 

Biotechnology Directive, the ECJ considered that it is common that issues of morality are 

determined by individual Member States.
620

 Thus while the EPO considers it a function of the 

EU to provide guidance on how to interpret “morality”, the ECJ has ruled that it is in fact a 

                                                           
611

 Harvard/Oncomouse [2005] EPOR 31 para 10.5. 
612

 Plant Genetic Systems [1995] OJ EPO 545 para 18.8. 
613

 Howard Florey/Relaxin T-74/91 [1995] EPOR 541 para 6.2.2. See also EPO Guidelines Part C Guidelines 

for Substantive Examination Chapter 4: Patentability para 4.1. 
614

 Howard Florey/Relaxin T-74/91 [1995] EPOR 541 para 6.2.2. 
615

 Plant Genetic Systems [1995] OJ EPO 545 para 6. Mills has questioned whether there is acceptance among 

Member States on such issues. O Mills, Biotechnological Inventions: Moral Restraint and Patent Law (Ashgate 

Publishing Ltd 2010) 66. 
616

 Plant Genetic Systems [1995] OJ EPO 545 para 7. 
617

 Harvard/Oncomouse [2005] EPOR 31 para 10.10. 
618

 Howard Florey/Relaxin T-74/91 [1995] EPOR 541 para 6.5. In the Plant Generic Systems case it was stated 

that the EPO has always stated that the interpretation of a concept of morality should be left for the European 

Institutions to decide. Plant Genetic Systems [1995] OJ EPO 545 para 5. 
619

 Plant Genetic Systems [1995] OJ EPO 545 parag 4. 
620

 Case C-377/98 Netherlands v European Parliament [2002] FSR 574 para 37. 



113 
 

matter for the Member States, leaving it unclear as to who is primarily responsible for 

defining moral standards.  

5.2.3 Article 6(2)(c) of the Biotechnology Directive 

Unlike the general exclusion of Article 53(a) of the EPC, the exceptions under Article 6(2) of 

the Biotechnology Directive contain specific prohibitions to the general rule of patentability. 

Importantly for ESCR, Article 6(2)(c) prohibits the patenting of “uses of human embryos for 

industrial or commercial purposes”. This means that any patent application that uses human 

embryos cannot be patented under the Biotechnology Directive.  

Despite the focus of the exclusion on the embryo, the term itself is not defined in the 

Directive and thus it was not clear whether inventions that used ESCR could be patented. 

Much would depend on the approach that the EPO would take to defining the embryo. If it 

followed the approach of Sherley v Shelbius, ESCR inventions are patentable as an 

embryonic stem cell is not an embryo. On the other hand, if the entirety of the research was 

examined, the EPO may consider such research to be unpatentable as an embryo was used to 

create the embryonic stem cell line and is thus part of the research. The European Group on 

Ethics (EGE) has suggested that stem cells that come from non-viable embryos are patentable 

as such embryos cannot result in a live birth and it follows that they are not covered by 

Article 6(2)(c).
621

 

Despite the uncertainty, over 500 patent applications involving embryonic stem cell research 

have been made worldwide with a quarter of these applications being granted.
622

 

Furthermore, both Sweden and the United Kingdom have granted patents for inventions that 

use ESCR.
623

 However in 2008 this issue came before the EPO in the Wisconsin Alumni 

Research Foundation (WARF) case.
624

 

(a) The WARF case 

The Wisconsin Alumni Research Foundation (WARF) case concerned a patent application 

submitted by WARF that involved the use of embryonic stem cell lines. The invention could 
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not be created without using embryonic stem cell lines.
625

 The question that the Enlarged 

Board of Appeal therefore had to answer was whether embryonic stem cell lines came under 

the Article 6(2)(c) definition (or Rule 28(c) of the EPC). In particular the Enlarged Board was 

asked four questions:  

 Does Rule 28(c) apply to the patent application as the application was filed before the 

Rule came into force? 

 If the Rule did apply, does it prohibit the patenting of inventions that use embryonic 

stem cell lines, lines that can only be created by destroying the embryo? 

 If the answers to either of the first two questions are no, does Article 53(a) of the EPC 

prohibit the patenting of embryonic stem cell lines? 

 Would the answers to questions two and three be different if it had been possible to 

obtain embryonic stem cell lines without the destruction of the embryo? 

Regarding the first question, the EPO ruled that Rule 28(c) applies to all patent applications 

irrespective of their filing date.
626

 In discussing the second question, the EPO noted that 

despite the differing definitions of the embryo across Member States, it had been opted to 

leave the term undefined. The EPO was thus of the view that rather than giving the term a 

restrictive meaning, the term should be interpreted in the context of each individual patent 

application.
627

 Looking to the WARF patent application, the EPO ruled that, as an embryo 

was destroyed in the making of the invention, it was unpatentable under Rule 28(c).
628

  

As the answer to the second question was positive, the EPO did not need to concern itself 

with the third question. However, in relation to the fourth question the EPO stated that it was 

not relevant that an embryonic stem cell line could be created without destroying an embryo 

after the filling date of the patent application, as technical developments since the filing date 

could not be taken into consideration.
629

 

In filing the patent application, WARF did not mention the term embryo in its application. 

The EPO did not consider this important, stating that it would look at the invention rather 

than the claim as otherwise this would enable inventors to circumvent the prohibitions 

through “clever and skilful drafting of such claim”.
630

 Furthermore the EPO noted that before 

“human embryonic stem cell cultures can be used they have to be made” and that they are 

made from embryos, which results in their destruction, thus the invention falls under the Rule 

28(c). This is a departure from EPO policy, which usually takes the inventions as defined in 

the patent application.
631
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Such an expansive meaning of the term embryo is questionable. First, the Biotechnology 

Directive was passed prior to the announcement of the derivation of the first stem cell line 

and, similar to the Dickey-Wicker amendment, it is not clear whether the term embryo was 

intended to cover embryonic stem cell lines. Second, the exceptions to the general principle 

of patentability are intended to be interpreted narrowly. The expansive meaning given to the 

term embryo is contrary to this judicial policy. Finally, the potential impact of this decision is 

considerable as under the EPO’s decision it would appear that if an embryo was destroyed at 

some point in the creation of the invention, it is unpatentable. It is not clear how far back the 

EPO will examine in assessing the patentability of an invention. If the EPO took into 

consideration the entire making of the invention, it would appear that if an embryo was 

destroyed at some point in the making of the invention it is unpatentable. This interpretation 

has the potential to impact upon a considerable number of patent applications and thus render 

a large part of biotechnology unpatentable, a move that would appear to be contrary to the 

general principle of patentability. 

While it is clear that the drafters of the Biotechnology Directive wanted to prohibit the 

commercialisation of embryos, it is unclear whether they intended this prohibition to extend 

to ESCR. While the laws of the Contracting Parties to the EPC are not intended to be a 

determining factor in considering the patentability of an invention, due to the diverging laws 

of the Contracting States on ESCR, the EPO should have considered the varying national 

legislation when interpreting this Rule. It would have noted the mixed and varied approaches 

individual Contracting States take to ESCR and the differing moral arguments as to whether 

the research should be permitted. In taking into consideration this lack of consensus, a better 

approach would have been for the EPO to recognise the diverging opinions and opt for a 

restrictive definition of the term “embryo”.  

In the aftermath of this decision, the UK IPO updated its guidance. It noted that since the 

WARF patent, which the UK IPO had granted, the storage of embryonic stem cell lines have 

improved which has reduced the need for the destruction of the embryo. In its guidance the 

IPO noted that it is possible to carry out ESCR using existing embryonic stem cell lines. Thus 

if a patent application uses a stem cell line which was already in existence at the filing date 

and the invention could be made using existing embryonic stem cell lines, the destruction of 

an embryo would not be required. As a result, the invention may be patentable, provided it 

satisfies the other requirements of patentability.
632

  

Thus the UK IPO took a restrictive view of the destruction of the embryo prohibition. This 

view, however, was to be challenged in the case of Brustle v Greenpeace, which was decided 

by the ECJ. 

(b) The case of Brustle v Greenpeace 

Due to the ambiguous nature of Article 6(2)(c), it was unsurprising that questions about its 

scope came before the European Court of Justice (ECJ). In the case of Brustle v 
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Greenpeace,
633

 the ECJ was asked by the Bundesgerichtshof (the Federal Court of Justice of 

Germany) to clarify the scope of Article 6(2)(c). The Court was asked to consider three 

specific questions:  

 What is the definition of the term “embryo” under the Directive? 

  Should commercial exploitation for scientific research come under the definition of 

“uses of human embryos for industrial or commercial purposes”?  

 Should an invention that uses an embryo at any stage be precluded from 

patentability?
634

 

Concerning the first question, the Court noted that the lack of a definition coupled with a lack 

of reference to national laws implies that the term must have a uniform concept across the 

EU.
635

 For the Court, this conclusion was supported by the aims and objectives of the 

Directive,
636

 which sought to harmonise patent protection across the EU.
637

 While 

recognising that there were debates across Member States as to the status of the embryo, the 

Court was of the opinion that it was required to give a legal decision as to the definition of 

the term “human embryo” in the context of the Directive.
638

 In other words the Court had to 

provide a uniform definition for the embryo that binds all Member States when considering 

patent applications under the Biotechnology Directive. 

The Court ruled that due to the importance of the principle of respect for human dignity 

within the Directive, and the importance in ensuring that no activity that would affect human 

dignity is patented, the term embryo must be given a broad definition.
639

 Thus, under the 

Directive, the ECJ ruled that a human embryo is formed once an egg is fertilised
640

 or when 

the cell nucleus from a mature human cell has been transplanted into a non-fertilised human 

ovum. A non-fertilised human ovum whose division and further development have been 

stimulated by parthenogenesis will also be considered an embryo under the Directive as they 

are capable of beginning the process of developing in a human being.
641

 The Court did not 

state whether a stem cell derived from an embryo at the blastocyst stage is a human embryo. 

This is a decision for the Bundesgerichtshof to make in light of scientific developments.
642

  

Regarding the second question, the Court ruled that the use of embryos for scientific purposes 

comes under the definition of “the use of human embryos for industrial or commercial 
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purposes”
643

 and that only uses “for therapeutic or diagnostic purposes which are applied to 

the human embryo and are useful to it being patentable” can be patented.
644

 

Finally and most importantly for ESCR, the Court stated that if an embryo is destroyed in the 

making of the invention, it is unpatentable, irrespective of how far removed the destruction of 

the embryo was from the patent application.
645

 The Court was of the opinion that to decide 

otherwise would render Article 6(2)(c) redundant.
646

  

As the ECJ’s decision is quite similar to that of the EPO, the Brustle decision can be subject 

to much of the same criticism as the WARF decision. For the purposes of this thesis our 

criticisms will be focused on the issue of destruction of the embryo.
647

 First, it is not clear 

whether the Biotechnology Directive was intended to prohibit the patenting of ESCR. The 

Directive explicitly prohibits the patenting of human embryos, organisms that have the 

capacity to develop into human beings. An embryonic stem cell is a cell that has been 

isolated from an embryo and does not have the capacity to develop into a human being and 

thus is not the same as an embryo, as recognised by the Court of Appeals in Sherley v 

Shelbius. However the ECJ did not consider this distinction.  

Second, the wide application of the destruction of the embryo criteria effectively ignores any 

developments in biotechnology. Under this decision the UK IPO cannot grant patents under 

its own guidance, as an embryo was created at some point in the past. This effectively 

prohibits the commercialisation of ESCR within Europe and raises some very serious 

questions regarding the private funding of ESCR. Therefore, while the text of the Directive 

prohibits the commercialisation of inventions that use human embryos, the wide definition 

given to the phrase “uses of human embryo” effectively prohibits the commercialisation of an 

emerging sector of the biotechnology industry. Considering one of the aims of the Directive 

was to ensure that biotechnology can be commercialised, it is unclear whether the drafters of 

the Directive would have intended that such an emerging area of biotechnology would fall 

outside the patent system. 

6. Regulating ESCR through the patent system and the Better Regulation 

principles 

While the impact of the Brustle decision on patents that have already been granted may not 

be apparent for some time, it appears that following the decision of the ECJ, any research that 

at any point results in the destruction of an embryo cannot be patented. This removes the 

commercial incentive for biotechnology to engage in ESCR. Thus one of two outcomes is 

possible: first biotechnology firms could stop funding ESCR research in the EU and fund 

research in jurisdictions where patents can be obtained, and second, if biotechnology firms do 

continue to invest in European research, they are more likely to keep their research a trade 
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secret, which will hamper research and discourage collaboration amongst researchers. As the 

economic incentive for engaging in ESCR is removed, profit-driven private investors are less 

likely to fund ESCR in Europe, which may lead to a reduction in ESCR within EU Member 

States. 

In this way, the patent system can indirectly regulate ESCR. Similar to the analysis of the 

funding policies that regulate ESCR, the patent system as a tool of regulation will now be 

analysed under the principles of Better Regulation. 

6.1 Transparency 

The introduction of the Biotechnology Directive was necessary as it was unclear whether 

certain biological processes were patentable.
648

 The effect of the Directive on ESCR is less 

transparent, largely due to the uncertainty surrounding the meaning of the term “embryo”. It 

is not clear whether the drafters intended a literal definition of the term “embryo” and thus 

meant to prohibit the patenting of processes in which an embryo as defined by the ECJ is 

used, or whether the entire making of the invention should be examined. 

Recital 3 of the Directive states that harmonisation of the patent system as it relates to 

biotechnology is necessary to ensure the continued investment in biotechnology. The Brustle 

decision certainly brings harmonisation but it is questionable whether EU institutions actually 

had this intention. Moreover it could reduce investment in biotechnology rather than ensuring 

it.  

The ECJ has previously stated that Member States have wide scope for interpreting public 

morality so that it can be interpreted in accordance with their own set of values. Notably in R 

v Henn and Darby the ECJ noted: 

“Under the terms of Article 30 of the Treaty the provisions relating to the free 

movement of goods within the Community are not to preclude prohibitions on imports 

which are justified inter alia ‘on grounds of morality’. In principle it is for each 

Member State to determine in accordance with its own scale of values and in the form 

selected by it the requirements of public morality in its territory.”
649

 

From this one would expect that it is for national governments, and not the EU, to determine 

whether the patenting of ESCR is contrary to common morality. Furthermore when 

interpreting the Biotechnology Directive, the Court noted that Member State administrative 

authorities and courts should interpret the morality provisions in accordance with their own 

values so as to ensure that Member States could consider the social influences unique to each 

country.
650

 Indeed in its report on the patenting of biotechnology the EGE noted the diverging 

moral opinions of Member States on the patenting of ESCR and thus recommended that there 

should be no further harmonisation on this issue. Rather it should be left to individual 
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Member States to decide the issue themselves.
651

 It is due to this divergence of opinion that 

the EPO and ECJ had been encouraged to adopt a minimalist test and narrowly interpret 

Article 6(2)(c).
652

 This would have left individual Member States with the power to consider 

Article 6(2)(c) in accordance with its own set of moral principles and thus would not have 

forced a common morality on Member States where one does not exist.
653

  

6.2 Accountability 

The individual patent offices in the Member States of the EU are responsible for ensuring that 

Brustle is complied with, and the patent offices of the Contracting States of the EPO are 

responsible for ensuring that the WARF decision is complied with. While both the Brustle and 

WARF decisions can be criticised, they do bring clarity as to the patentability of ESCR. Prior 

to these decisions there was uncertainty, as evidenced by the UK and Swedish Patent Office 

granting patents for ESCR. 

6.3 Proportionality 

In assessing whether the prohibition on the patenting of ESCR is proportionate it is necessary 

to consider the goals of the EU’s biotechnology policy. The European Parliament has noted 

that biotechnology is playing an increasingly important role in industries, and the protection 

of biotechnology inventions will be important for the development of Community 

industries.
654

 Thus the Biotechnology Directive was passed to ensure the continued 

harmonisation of the patenting of biotechnological inventions. However the EU’s policy on 

ESCR is less clear. 

Since the announcement that ESCR is eligible for funding under FP6 and FP7, it is clear that 

the EU considers ESCR as important research worthy of investment due to its potential 

benefits in regenerative medicine, among others. Thus if the goal is the furtherance of 

medical research and ultimately developments in medical therapies for patients, the patent 

system is an integral part of that process. On the other hand, if the goal is to encourage 

research for research’s sake, with a view that the research should never be commercialised, 

then Article 6(2)(c), as interpreted by the ECJ in Brustle and the EPO in WARF, may be seen 

as proportionate.  

The aim of the patent industry is to encourage innovation by granting inventors a monopoly 

on the exploitation of their invention. It also encourages the publication of the research, as it 

is protected by that monopoly. However, the net effect of the patent is that it becomes “a state 

sanctioned anti-competition device”,
655

 which prevents other researchers from using that 

invention unless they pay a licence fee, a fee set by the licence holder. Arguably the patent 
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system encourages innovation but can impede the exploitation of the invention to its 

maximum potential.
656

 Thus the patent industry is not always suitable for encouraging 

innovation for early stage research. While the research is in the public domain, the 

requirement to pay a licence fee may preclude many researchers from accessing the 

inventions and ultimately prevent collaboration between researchers. 

An example of the anti-competitive element of patents can be seen from the US policy of 

patenting ESCR. Unlike in Europe, WARF’s patent application was successfully granted by 

the US Patent Office.
657

 The patent granted not only covers Dr James Thompson’s method 

for the derivation of embryonic stem cell lines but it also includes the five undifferentiated 

stem cell lines that he derived. This thus gave WARF complete control over who may work 

with the five stem cell lines.
658

  

In what was arguably recognition of the importance of ensuring that other researchers have 

access to the stem cell lines, WARF decided that academic researchers would be granted 

access to the stem cell lines for a nominal fee, while other scientists (presumably those in 

profit industries) would be granted access for a negotiable fee. However, in return for funding 

the research, Geron has the exclusive rights to develop the stem cell lines into three specific 

differentiated stem cell lines for commercial purposes.
659

  

Thus while WARF has adopted a policy of encouraging research it essentially retains control 

over the exploitation of Dr Thompson’s work.
660

 It was not required to adopt such a pro-

research policy in relation to its licensing arrangements and it is possible that if Geron had 

complete control of the patent they would have not adopted such a policy, thus hindering the 

development of research.  

The foregoing example illustrates that the patent industry may not be suitable for encouraging 

the development of early stage research. Arguably such a broad patent should have not been 

granted to WARF, however this example does serve to illustrate the potentially far-reaching 

consequences that the patent system can have on research. Thus, if the EU policy is to 

encourage research and collaboration, the decision of Brustle and WARF complements that 

policy. Indeed, it is possible that the decision will improve the research environment within 
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Europe provided that individual researchers are willing to share their research. In this way, 

collaboration amongst researchers has the potential to increase free from the constraints of 

the patent system.
661

  

However, if the policy of the EU is not only to encourage the development of research but to 

ensure that the research realises its potential and results in therapies, the Brustle and WARF 

decisions are not in line with this policy. If there is a likely return on their investment, 

biotechnology companies are much more likely to invest in ESCR. The patent industry 

provides such an avenue for this return, which is important in biotechnology, where the cost 

of research and development are quite substantial.
662

 Warren-Jones has argued that if society 

wants new medical therapies, it must get used to the idea of owning DNA.
663

 Arguably the 

same could be said for ESCR and the commercialisation of ESCR. The EGE has previously 

cautioned against a prohibition on the patenting of ESCR, arguing that it could lead to a 

slowing of ESCR.
664

  

The granting of a broad patent to Geron has left the company in a very powerful position 

regarding the development of ESCR.
665

 Geron will also have complete commercial control 

over any medical treatments arising out of the research which raises questions over the 

accessibility of health care if treatments are set at too high a price.
666

 Ensuring access to 

treatment is an issue that policy makers should consider. The patent granted to WARF, and 

by default Geron, was simply too broad and perhaps a modified and restricted patent should 

have been granted. However, the patent does provide the economic incentive for Geron to 

continue to fund the research, which is particularly important where there is limited public 

funding. 

The biggest effect that the Brustle decision will have on ESCR is thus likely to be in relation 

to funding. It is unlikely that companies will continue to invest in research in which there is 

no economic return and they are likely to withdraw funding from research institutions based 

in Europe. This makes these institutions more reliant on public funding, which can fluctuate 

according to revenues within each jurisdiction. Consequently this may drive researchers out 

of Europe towards Asia and the US, which have much more favourable patent policies and 

                                                           
661

 Julian Hitchcock, “Brüstle v Greenpeace: Sorry to be optimistic....” Tuesday, 18 October 2011 

http://www.cellfate.com/CellFate/News/Entries/2011/10/18_Brustle_v_Greenpeace__Sorry_to_be_optimistic....

.html. 
662

 G Porter, ‘The Drafting History of the European Biotechnology Directive’ in A Plomer & P Torremans (eds), 

Embryonic Stem Cell Patents: European Patent Law and Ethics (OUP 2010) 7. 
663

 A Warren-Jones, ‘Patenting DNA: a lot of controversy over a little intangibility’ [2004] Medical Law 

Review 97, 98. 
664

 Opinion of the European Group on Ethics in Science and New Technologies to the European Commission 

Ethical Aspects of Patenting Inventions Involving Human Stem Cells (May 2002) 14. 
665

 The EGE has warned against granting such a patent as it would be too wide and that the stem cell lines 

should not be considered to be patentable as they have too broad a range of potential undescribed uses. Ibid 15. 

The group was particularly concerned that the granting of too broad a patent could interfere with further 

research. Ibid para 2.7. For criticism on the awarding of the patent to WARF in the US, see Miller (n 659). 
666

 The EGE has recognised that while the patent industry encourages innovation it can also lead to inaccessible 

health care, thus a balance within the industry needs to be struck.  Opinion of the European Group on Ethics in 

Science and New Technologies to the European Commission Ethical Aspects of Patenting Inventions Involving 

Human Stem Cells (May 2002) 14. See also A Naimark, ‘Biotechnology, Innovation and Health’ (2006) 32 

Canada-United States Law Journal 220, 225. 

http://www.cellfate.com/CellFate/News/Entries/2011/10/18_Brustle_v_Greenpeace__Sorry_to_be_optimistic.....html
http://www.cellfate.com/CellFate/News/Entries/2011/10/18_Brustle_v_Greenpeace__Sorry_to_be_optimistic.....html


122 
 

potentially much more investment. This may gradually reduce the research capabilities of 

European research institutions. Furthermore, recent developments have indicated that the EU 

institutions may be unwilling to continue to fund ESCR due to the Brustle decision. In 

September 2012 the Legal Affairs Committee of the European Parliament voted against 

funding ESCR in Horizon 2020 (Europe’s next FP). The committee stated, that as the aim of 

Horizon 2020 is to stimulate European competitiveness, ESCR should not be funded as it 

cannot contribute to Europe’s overall competitiveness.
667

 While a final decision on Horizon 

2020 will not be made until the end of 2013, the impact of Brustle may well extend the 

private funding of ESCR and all but stop ESCR funding within Europe. 

The ESCR policy of the EU is therefore in a state of flux and this is likely due to the 

divergent policies of its Member States in relation to ESCR. However, the EU should 

consider revisiting its policy so that its research policy complements its patenting policy to 

ensure that there is a coherent ESCR policy in place. As the effects of Brustle begin to take 

hold, it is likely that there will be a cessation of private funding within Europe, which is 

likely to reduce ESCR within Europe. Thus the patent policy adopted by the EU is likely to 

indirectly reduce European embryonic research. 

6.4 Consistency 

The development of the EU’s patent policies is far from consistent. It initially led to 

differences in the interpretation of Article 6(2)(c) with both Sweden and the UK granting 

patents for ESCR. This inconsistency has now been resolved by Brustle, which clearly states 

that embryonic destructive research is not patentable. However, as discussed in the previous 

section, if the funding policy of the EU is to encourage research and development in ESCR, 

its patenting policy is not consistent with this objective as it may indirectly reduce embryonic 

research within Europe. Due to the divergence of the funding policy, which encourages 

ESCR, with that of the patenting policy, which prohibits the commericalisation of ESCR, the 

EU is lacking a coherent and consistent ESCR policy. The EU should perhaps give 

consideration to a reevaluation of its ESCR to ensure that its policy meets its aims. While the 

public funding of the EU can ensure that research is commenced, the private sector’s 

involvement is essential to ensure that the research is commericalised. Favourable patenting 

policies are necessary to secure the involvement of the private sector in biotechnology. 

6.5 Effectiveness 

As all Member States must comply with the decisions of the ECJ, the Brustle decision will be 

complied with and enforced across all Member States. In this way, the Biotechnology 

Directive can be considered an effective regulatory strategy when considered in isolation. 

However, as the funding policies of the EU appear to ensure ESCR, there is a lack of 

consistency between the aims of the EU’s funding policies and its patenting policies. Thus, as 

a joined up policy, it is unclear what the policy of the EU is and whether it is effective. 
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6.6 Necessity 

Prior to the Biotechnology Directive it was unclear whether some biotechnological inventions 

were patentable. The Directive clarified much of this uncertainty, except in relation to ESCR. 

The Brustle decision has resolved this issue and it is now clear that Article 6(2)(c) prohibits 

the patenting of ESCR. As outlined above, this indirectly impacts upon the funding of ESCR 

and it may lead to a cessation of ESCR within Europe. If that was the purpose of the 

Biotechnology Directive, it is not effective, and the Directive was not required as a tool for 

reducing ESCR within the EU. A policy that clearly dictates the permissibility of ESCR, the 

boundaries of the research, and whether ESCR can be patented would be better than the 

current system in place. 

7. Conclusion 

Funding and patenting policies have a clear impact on the development of ESCR. Policies 

can either encourage or discourage the technology without the need for policy makers to 

expressly permit or prohibit the research. Following President Bush’s announcement on 9 

August 2001, part of a $150 million grant to Stanford University from a private investor to 

fund an interdisciplinary project called Bio X was withheld in protest.
668

 In this way a failure 

to publicly fund can indirectly affect the private funding of ESCR and result in a freeze of 

ESCR in that jurisdiction. Thus while the research may not be directly prohibited, funding 

policies can indirectly lead to that conclusion and in this way indirectly regulate ESCR. 

However, problems of consistency begin to emerge where ESCR is publicly funded but the 

guidelines only apply to those in receipt of public funds. Such a policy ignores the 

controversial ethical issues that should be addressed by all stakeholders to the debate. It also 

leaves those in receipt of public funds outside the regulatory regime leaving them free to 

ignore the ethical concerns of the public. It is for this reason that a funding policy on ESCR 

should be considered as part of an overall ESCR policy. In this way the issues that apply to 

all ESCR, irrespective of how it is funded, can be addressed and ensure that all ESCR adheres 

to any legal and ethical guidelines.   

Similarly while the Brustle decision has clarified that ESCR cannot be patented within the 

EU, this clarity will likely come at a price. It is likely that the private funding of ESCR in 

Europe will diminish, which will have an effect on the development of the research within 

Europe. The difficulty with the patent system within Europe is that the patenting of ESCR as 

a matter of policy was not considered. As the patenting of ESCR was not expressly 

prohibited, it was thought that it was permissible and thus investors and researchers 

proceeded on this basis. Had Europe considered the patentability of ESCR at the outset, this 

uncertainty would have been avoided, thus providing clarity to researchers prior to the 

commencement of the research. 

Due to the potential impact of the patenting policies on ESCR, what is needed is a consistent 

and coherent policy on ESCR. In developing such policies, policy makers should ensure that 
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individual patenting and funding policies are coherent and complement each other. In the US 

the funding policy at times has encouraged the private funding of ESCR and this is 

complemented by its patent laws which permit the patenting of ESCR. 

While the EU has focused its policy on the patenting and funding of ESCR, there has been no 

discussion as to whether ESCR should be patented as a matter of public policy. A study 

examining European patent law and ethics has stated: 

“Needless to say, the fragmented legal landscape and the resulting legal uncertainty 

on the scope of application of the moral exclusion clause to hESCs carries the risk of 

a threat to research and investment in the life sciences and innovation in Europe, both 

of which have been earmarked as a strategic priority for Europe.”
669

  

Yet by including a level of ethical assessment through ordre public under Article 6, it has 

indirectly required an assessment of ESCR by a court (the ECJ), which should ideally be 

done by an elected institution. If there is to be an ethical assessment of ESCR, this should be 

approached in a rational manner following the principles of democratic deliberation 

described, and not indirectly through an assessment of whether the patenting of ESCR is 

contrary to Article 6(2)(c). As Gerald Dworkin states: 

 “Few would deny that there are major ethical issues relating to developments in 

biotechnology and genetic engineering; that there is a need to ensure that such ethical 

issues are properly addressed; that there should be adequate controls and monitoring 

of undesirable or questionable developments. The real question, though, is whether 

such control should be exercised in any significant way through the patent system. A 

rational answer must be “no”.”
670

 

An ethical assessment should therefore precede any policy development on ESCR, and it 

should be done by the EGE or national ethics bodies.
671

 This discussion will then feed into 

the funding and patenting policies, ensuring that both policies are complementary, and this 

would in turn lead to a development of a coherent policy on ESCR.  
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Part III The Regulation of Stem Cell Research in Ireland 

Part II looked at the regulation of ESCR internationally and the differing regulatory 

frameworks that have been adopted. It began with an overview of the development of 

regulation within Europe before looking at the adoption of the principles of Better Regulation 

which are transparency, consistency, proportionality, effectiveness, necessity and 

accountability. It outlined why it is important for a regulatory framework to adhere to these 

principles. These principles were then applied to four types of regulatory models that have 

been used internationally to regulate ESCR, namely, regulation through legislation, 

regulation by independent regulatory authorities, regulation through the use of public 

funding, and regulation by the patent system. 

Legislation as a means to regulate has the advantage of being clear and accessible and 

generally understood by those it seeks to regulate. However, the problem with legislation is 

that it can become outdated, as the law may not keep pace with developments in science. One 

solution is to keep general principles to the legislation and create an independent regulatory 

authority to consider issues such as definitions. Had the HFE Act 1990 left it to the HFEA to 

define embryos, it could have changed the definition in line with developments in technology 

and thus there would have been no uncertainty as to whether embryos created through SCNT 

fell under the Act. In this way, independent regulatory authorities can be useful. However, 

such authorities should only be created when it is clear what their functions will be. It should 

be clear if they are to be implementing policy or whether they have some policy-making role. 

The lack of clarity as to what the role of the HFEA is has led to some criticisms of the HFEA. 

Policy is also not the sole domain of the legislature but economic policies can indirectly 

affect policy. Both the US and the EU currently fund ESCR. While the EU has considered 

and debated the issue, this has not been the case in the US where the decision has been made 

by the president of the day and recently, the courts. However any funding policy must be 

complemented by a patenting policy, an area in that the EU has failed. If it is the policy of the 

EU to fund and promote ESCR, this should be complemented by a policy which encourages 

the commercialisation of the research as this is essential to ensure that the research gets to 

through to clinical application. 

When creating policy, policy makers need to ensure that they consider all aspects of the 

policy, which may include the introduction of legislation, the creation of an independent 

regulatory authority, and economic policies which complement the overall policy. This will 

ensure that a coherent ESCR policy is in place. 

Part III of this thesis will now focus on Ireland. It will first consider the status of ESCR in 

Ireland before moving onto recommendations for ESCR policy in Ireland. This will build 

upon the work of Part II and ensure that there is a coherent ESCR policy in Ireland.  
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Chapter 6 The Legal Status of Stem Cell Research in Ireland 

1. Introduction 

The legal status of the human embryo has been the subject of much debate in Ireland, 

particularly in recent decades. Since the introduction of the protection of the unborn into the 

Irish Constitution,
672

 there has been much confusion as to what the unborn is and whether it 

extends to the embryo in vitro. Successive governments have failed to provide clarity as to 

the parameters of the protection of the unborn. Problems have also stemmed from the fact 

that the Irish debate has centred on the moral, religious and ethical concerns of the human 

embryo, rather than a debate on the implications of a constitutional protection of the unborn. 

Furthermore there has been a lack of political will to adequately engage with the issues and 

provide clarity as to the meaning of the “unborn”. This has left the Irish courts with the 

unenviable task of deciphering the meaning of the undefined constitutional entity of the 

“unborn” mentioned in Article 40.3.3 of the Irish Constitution. 

The purpose of this chapter is to determine whether the embryo in vitro comes under the 

definition of the “unborn” and is constitutionally protected in Ireland. With no legislation in 

Ireland explicitly protecting the embryo in vitro, it is likely that there is currently no legal 

barrier to the destruction of the embryo in vitro and thus, embryonic stem cell research. An 

analysis of the scope of Article 40.3.3 must not only include an examination of the text itself, 

as well as judicial decisions since the introduction of the amendment, but also a discussion on 

the political landscape that led to the introduction of Article 40.3.3 of the Irish constitution 

and subsequent amendments.  This is necessary as it highlights some of the inherent problems 

with the political process in Ireland in its approach to engaging with reproductive matters and 

also indicates why successive Irish governments have failed to define the protection of 

Article 40.3.3 

This chapter will begin with an analysis of the law pertaining to abortion prior to the Eighth 

Amendment to determine whether there was a need for the amendment. It will describe the 

moves towards a referendum and the origins of the push for a referendum. The case law 

relating to Article 40.3.3, including both Irish and European jurisprudence, and in particular 

cases discussing the definition of the unborn, will subsequently be examined. Throughout this 

analysis, the need for clarification as to the parameters of Article 40.3.3 will be emphasised, 

with calls coming from the judiciary as well as government reports.  Finally, the implications 

of the jurisprudence relating to Article 40.3.3 for embryonic stem cell research in Ireland will 
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be discussed and some tentative conclusions as to the legal status of stem cell research in 

Ireland will be drawn.
673

 

2. Prohibition on Abortion prior to the introduction of Article 40.3.3 into the 

Irish Constitution  

Prior to the introduction of Article 40.3.3 in 1983, sections 58 and 59 of the Offences Against 

the State Act 1861 prohibited abortion in Ireland.
674

 Section 58 states that: 

“Whosoever, with intent to procure the miscarriage of any woman, whether she be or 

not be with child, shall unlawfully administer to her or cause to be taken by her any 

poison or other noxious thing, or shall unlawfully use any instrument or other means 

whatsoever with the like intent, shall be guilty of felony.” 

Thus procuring an abortion or attempting to procure an abortion was outlawed in Ireland. 

This prohibition however was limited in R v Bourne,
675

 a case which concerned a 14 year old 

girl who became pregnant as a result of a violent rape. Upon examination of the young girl 

the defendant doctor performed an abortion as he believed that the pregnancy would probably 

cause such serious injury to the girl as to justify the abortion. It was subsequently claimed 

that the abortion was contrary to s58. In directing the jury, Mcnaghten J stated that if the 

defendant carried out the abortion for the purpose of saving the girl’s life then the abortion 

was lawful.
676

 Mcnaghten went on to note that if the pregnancy would render the girl a 

“physical or mental wreck” a doctor is permitted to carry out an abortion for the purposes of 

saving the life of the mother.
677

 Thus while abortion was prohibited, it was permissible if it 

was to save the life of the mother or if it was to ensure the physical and mental wellbeing of 

the mother. Although this was an English case, it likely that a similar ruling would have 

occurred in Ireland. 

3. Moves towards a Referendum 

The drive towards an abortion referendum in Ireland was mainly due to two factors. First, it 

was a response to concerns in relation to developments in the Supreme Court of the United 

States where a prohibition on abortion was found to be unconstitutional. Second, it was a 

reaction to a move to liberalise certain areas of Irish society, including contraception and 

divorce. 
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The foundation of a right to abortion in the United States began when in Griswold v 

Connecticut the Supreme Court declared that the ban on contraceptives was contrary to the 

United States Constitution on the grounds of marital privacy.
678

 Ten years later the Supreme 

Court held in Roe v Wade that the legislative ban on abortion was also contrary to the 

constitutional right of privacy.
679

 Similar to the Griswold v Connecticut decision, the Irish 

Supreme Court held that the ban on contraceptives in Ireland violated a couple’s 

constitutional right to marital privacy.
680

 Unsurprisingly there was a fear among anti-abortion 

supporters that the Supreme Court might also declare that a prohibition on abortion was also 

contrary to the right to marital privacy in Ireland. However in McGee v Attorney General, 

Walsh J made clear that the right to privacy did not extend to permitting measures to limit 

family sizes by destroying human life, stating: 

“any action on the part of either the husband and wife of the State to limit family sizes 

by endangering or destroying human life must necessarily not only be an offence 

against the common good but also against the guaranteed personal rights of the human 

life in question.” 
681

 

Despite this statement, fears of those opposed to abortion were unlikely to have been quelled 

as Walsh J did state that “no interpretation of the constitution is intended to be final for all 

times” and interpretations may change according to new ideas or concepts.
682

 Comments such 

as this led Binchy and others to believe that there was a need for an amendment to the 

Constitution as, in light of international developments, there was no guarantee that the 

legislative prohibition on abortion could withstand a constitutional challenge into the 

future.
683

 While the Court in McGee stated that the right to marital privacy would not extend 

to “endangering or destroying human life” it was possible that this interpretation could 

change in the future.
684
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Walsh J later discussed the protection of the unborn child in G v An Bord Uchtála
685

 when he 

noted that a child’s right to have its welfare and health guarded extended to before birth. 

Indeed the right to life included the right to be born and a child’s existence could not be 

ended if its parents so decided.
686

 Thus it appears that the Courts may have been attempting 

to reassure the public that developments in the United States would not be followed in 

Ireland.
687

 Irrespective of the reasoning behind the obiter statements, they did not have the 

desired effect and the drive for a referendum was continued by the Pro-Life Amendment 

Campaign (PLAC). 

The 1970s saw much debate on contraception and abortion in Ireland with the formation of 

groups whose aim were to ensure that there was no liberalisation of the availability of 

contraception and that a referendum on abortion was held.
688

 In 1981 the Pro Life 

Amendment Campaign was formally launched at a conference in Dublin.
689

 A proposed draft 

text, which was drawn up by John Blayney SC (who later went on to become a Supreme 

Court judge) was presented at the conference and stated: 

“The State recognises the absolute right to life of every unborn child from conception 

and accordingly guarantees to respect and protect such right by law.”
690

 

By affording the unborn child the absolute right to life, this proposed draft went further than 

the teachings of the Catholic Church, which allows for abortion in cases of cervical cancer 

and ectopic pregnancy. By April 1982, as the PLAC prepared to meet with the government, 

its position had somewhat softened to allowing for abortion in line with the teachings of the 

Church.
691

 

As the PLAC began its campaign in earnest, its call for a referendum was aided by the 

political instability at time, which was used to its advantage. As power swung between 

Fianna Fáil and Fine Gael both parties sought to please, or in the case of Garrett Fitzgerald, 

not to offend, the PLAC.
692

 During the general election of 1982, the PLAC managed to play 

Fianna Fáil against Fine Gael. Charles Haughey came out in public support of an amendment 

that would guarantee the right to life of the foetus
693

 and narrowly won the election. 

Haughey’s government lasted only a number of months, yet two days before it fell in 

November it published its proposed wording, which read: 
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‘The State acknowledges the right to life of the unborn and, with due regard to the 

right to life of the mother, guarantees in is laws to respect, and, as far as practicable, 

by its laws to defend and vindicate that right.’
694

 

The publication of this proposed text is notable for a number of reasons. First, in the lead up 

to the publication of the amendment, the Minister for Health, Dr Michael Woods was in 

frequent contact with prominent members of the PLAC
695

and was thus, one would assume, 

heavily influenced by that campaign. Second, it is not clear who actually wrote the provision 

cited above. When the new Minister for Justice looked for the file in 1983 there was only an 

empty folder, and it appeared that the normal discussion documents that would be expected 

between government departments did not occur.
696

 There is no indication who or what groups 

were consulted, although the close contact PLAC had with the Minister for Health would 

suggest they were closely consulted, and there is no evidence that legal advice was sought. 

Finally, by publishing the proposed amendment in the dying days of the government, it was 

sure to become an election issue thus playing into the hands of the PLAC. The use of the 

abortion referendum as political gain was criticised by some.
697

 However such criticisms 

were in vain and a Fine Gael/Labour coalition came to power in December 1982 with a 

referendum on the proposed text as part of its Programme for Government.  

3.1 Problems with the proposed amendment 

In February 1983, a Bill to amend the Constitution was put before Dáil Éireann and problems 

immediately arose over the proposed amendment. The debate was marked by two issues: first 

that there were deep flaws with the proposed amendment and second, that there was a lack of 

real debate as to the implications of the amendment. 

On the text itself, the Attorney General, Peter Sutherland, voiced his concerns over the 

wording, stating that it would cause confusion for the medical profession, lawyers and the 

judiciary.
698

 The AG noted that the use of the word “unborn” was new and warranted detailed 

consideration as to what class of persons the text meant to protect. Furthermore the AG stated 

it was generally accepted that a constitutional ban on abortion should allow for abortion in 

cases of ectopic pregnancy and cervical cancer but the proposed text, as he interpreted it, 

deemed the life of the unborn as being equal to that of the mother, thus the right to life of the 

unborn could not be limited in any way. He was of the opinion that if a doctor was faced with 

the option of saving the life of one and thus terminating the life of the other, under the 

proposed text, a doctor could do nothing.
699

 The AG’s concerns were also backed up by 

                                                           
694

 Ibid 79. 
695

 Ibid. 
696

 Ibid 80. 
697

 See comments of Dr Rev William McDonnell in ‘Abortion Amendment Seen as Divisive’ The Irish Times 8 

June 1983 4 and the comments of the Irish Congress of Trade Unions in John Cooney ‘Stormy Path Towards an 

Amendment’ The Irish Times 9 February 1983 7. 
698

 “Attorney General Rules Out Wording” The Irish Times 16 February 1983 6. Taoiseach Garrett Fitzgerald 

was reported as criticising the previous government for failing to get adequate legal advice nor engage in proper 

consultation prior to the publication of the amendment. ‘Abortion Text Not Yet Available’ The Irish Times 16 

March 1983 5. 
699

 ‘Attorney General Rules Out Wording’ The Irish Times 16 February 1983 6. 



132 
 

doctors who were reported as stating that cancer treatment for pregnant women would have to 

stop if the amendment was passed.
700

 

During the Dáil debates there was very little discussion of the legal implications of the 

proposed text. While there was some notice taken of the AG’s concerns,
701

 there was little 

attention given to the definition of the unborn and the impact such a definition could have on 

accepted contraceptive practices of that time.
702

 Furthermore, there was no consideration of 

whether it was actually appropriate to regard the unborn as a constitutional person.
703

 Máire 

Geoghegan-Quinn TD, stated that it was her belief that an embryo has a right to life from the 

moment of conception, her opinion being a personal one and one she based on the grounds 

that it has all the genetic elements to develop into a human person.
704

 Dr Sean McCarthy TD, 

similarly argued that an embryo has the right to life, stating that science had resolved the 

issue that a fertilised egg is a person.
705

 Such unsubstantiated statements were not uncommon 

during the debates
706

 and often reflected personal opinion rather than scientific fact. 

Furthermore, there was little consideration of the impact that the amendment could have on 

assisted reproduction. Just four years prior to this debate, Louise Brown was the first child to 

be born from in vitro fertilisation treatment. Thus the debate should have acknowledged the 

possibility of an embryo existing in vitro.
707

 

It was not until the proposed text was sent to the Seanad for debate that there was any real 

discussion of the amendment. Senator Mary Robinson noted that in the absence of a legal or 

medical definition of the term “unborn” it was of the utmost importance to define the term. 

She was quite critical that in the absence of a definitive scientific definition, the Dáil had 

failed to define the concept of the unborn.
708

 Senator Catherine McGuinness was similarly 

critical of both Houses of the Oireachtas for spending too much time focusing on the moral 

aspects of the embryo and the beginning of life and neglecting their duty as legislators. In 

order to provide clarity, she proposed to insert “which shall not include fertilised ovum prior 

to the time at which such ovum becomes implanted in the wall of the uterus” after the 

“unborn”.
709

 She noted that if her proposed amendment was rejected then the government 
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was attempting to outlaw certain contraceptives, as some contraceptives prevent implantation 

but not fertilisation.
710

 

While it would not have resolved the balance of rights issue between the mother and the 

unborn child, this would have made clear that the embryo in vitro is not constitutionally 

protected and thus there are no constitutional barriers under Article 40.3.3 to either assisted 

reproductive practices or embryonic stem cell research. However Senator McGuinness’s 

amendment was defeated and the “unborn” remained undefined in the proposed amendment. 

3.2 Implications of the amendment  

Despite the concerns of the Attorney General and the criticisms voiced in the Seanad, the text 

was passed and became Article 40.3.3 of the Irish Constitution. Even at this early stage, there 

was a recognition that there would be a need for “further legislation, amendments or 

litigations in the courts, either national or European”.
711

 During the debates Mr Quinn TD 

described the amendment as “opening a legal Pandora’s Box”, 
712

 stating: 

“Nobody can determine the nature of what will come out of it and, most important of 

all, nobody can respond to the open-ended legal consequences of what will emanate 

from such a box when finally opened by some action by a private citizen against the 

Minister for Health, subsequently the Supreme Court and possibly on to the European 

Court of Human Rights.”
713

 

Despite this recognition that there would be a need for further amendment or litigation, there 

was no move to remedy the uncertainty. Such was the force of the PLAC that Fitzgerald’s 

government was unwilling to stray from the text agreed by the previous government and 

propose an amendment that would address the concerns of the AG. While the purpose of the 

amendment was to ensure that abortion would not be permissible in Ireland, the actual extent 

of the amendment was unclear. The referendum was known as the abortion referendum, thus 

one would assume that the intention was to protect the embryo in vivo. However, unlike the 

Offences Against the State Act 1861, the amendment makes no reference to abortion. While 

one would expect Article 40.3.3 to do nothing more than prohibit abortion, focusing on the 

right to life of the undefined “unborn” rather than prohibiting abortion made it unclear 

whether the amendment was to protect the embryo from fertilisation. Furthermore, statements 

in the Dáil that a human life begins at birth and a rejection of Senator McGuinness’ proposal, 

which would have clarified the issue, would suggest that the remit of Article 40.3.3 was 

intended to not only prohibit abortion but also protect the embryo from the moment of 

fertilisation. If this was indeed to be the intention, certain contraceptives would be 

unconstitutional and embryonic stem cell research and all embryos formed through IVF 

would be required to be implanted irrespective of any medical concerns for the woman 
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involved. However, as noted by those on both sides of the debate, further amendment and 

litigation would be required.  

4. The embryo post 1983 referendum 

Despite the uncertainty surrounding the definition of the unborn, the early jurisprudence 

relating to Article 40.3.3 focused around a woman’s right to information on abortion services 

abroad and a woman’s right to travel for an abortion.
714

 In these cases there was, however, 

some mention of the “unborn”. In Attorney General (SPUC) v Open Door Counselling
715

 

Hamilton P stated in the High Court that 

“the right to life of the unborn includes the right to have that right preserved and to be 

guarded against all threats to its existence before and after birth.”
716

  

However it is unclear how far back in the developmental process Hamilton J intended the 

constitutional protection to apply. In the Supreme Court, Finlay CJ stated that there could be 

no right to information of abortion services abroad if that would serve to “defeat the 

constitutional right to life of the unborn child”.
717

 However, there was no further mention of 

who or what the “unborn” is under Irish law. 

4.1 The X Case 

The human impact of Article 40.3.3 came into focus in the X case, which concerned a young 

girl who had become pregnant as a result of rape. The Supreme Court held that abortion is 

permissible if there is a real and substantive risk to the life of the mother, which includes 

threat of suicide.
718

 Thus for the first time it was clear that the right to life of the unborn was 

not absolute. Yet while the unborn was discussed, it was not defined. Hederman J noted that 

every life, either born or unborn, has a right to life and that this right is not qualified by the 

condition that an independent existence must be achieved after birth. Thus viability is not a 

concern in affording the protection of Article 40.3.3 to the unborn. Hederman J was of the 

opinion that no distinction could be made between “individual phases of the unborn life 

before birth, or between unborn and born life”.
719

 Notably the learned judge did state obiter 

that the Eighth Amendment settled beyond doubt that “[d]irect State interference in the 

developing unborn is outlawed”.
720

 The use of the phrase “developing unborn” by Hederman 

J could imply that the constitutional unborn is an embryo growing in vivo. However, it is 

possible for an embryo to develop up to 14 days in vitro if the conditions are correct. Thus 
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due to developing science, the comments by Hederman J could equally apply to the embryo 

in vivo and in vitro. However, the Supreme Court went no further in its discussions on the 

unborn. 

McCarthy J was critical of the lack of guiding legislation since the passing of the Eighth 

Amendment stating that the people of Ireland would have expected legislation clarifying how 

the life of the mother can be reconciled with that of the unborn.
721

 McCarthy J was of the 

opinion that the lack of legislation “is no longer just unfortunate; it is inexcusable”
722

 and that 

it was the role of the legislature and not the courts to clarify this area.
723

 While this criticism 

focused on the uncertainty for pregnant women and the medical profession, the lack of clarity 

of the Irish legislation has had also a chilling effect on those working in assisted reproductive 

medicine and embryo research. Issues such as whether Article 40.3.3 protects the embryo in 

vitro should be determined by the legislature which is democratically elected by the people. 

As McCarthy J noted the “courts are not equipped to regulate these procedures”.
724

 

As a result of the X case, any woman whose life is at a “real and substantial risk,” as a result 

of the pregnancy is entitled to an abortion in Ireland. It was not however clear what would 

constitute a “real and substantial risk” to life and further guiding legislation was required. Yet 

despite this clear need for legislation, particularly when one considers the criticisms of 

McCarthy J, none was forthcoming. A referendum held in 1992 in the aftermath of the X case 

focused on three issues: the right to information about abortion services abroad, the right to 

travel abroad to procure an abortion, and the removal of suicide as a ground for an abortion in 

Ireland. While the amendments in relation to information and travel were passed, the third 

amendment was rejected. The text of the amendment stated: 

“It shall be unlawful to terminate the life of an unborn unless such termination is 

necessary to save the life, as distinct from the health, of the mother where there is an 

illness or disorder of the mother giving rise to a real and substantial risk to her life, 

not being a risk of self-destruction.”
725

 

This proposed amendment would have had the effect of rowing back on part of the X case 

decision. Although it was rejected, it is notable that the legislature did not take on board the 

criticisms of McCarthy J and failed to clarify the application of Article 40.3.3; rather it 

focused its energies on restricting abortion in Ireland. It appears that there was only the 

political will to ensure that Ireland had a very conservative abortion policy and not to address 

the concerns of the Supreme Court. 

McCarthy J was not alone in calling for clarity and in 1996, the Constitution Review Group 

examined the Constitution and criticised the lack of definition of the unborn. It noted that the 
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“unborn” could mean from fertilisation, implantation or some other point in time,
726

 

comments which echo those made by Peter Sutherland in 1983.  The group acknowledged 

that it is likely that the phrase “unborn child” was not inserted into the Constitution as this 

would lead to confusion as to when a foetus might be properly described as such. The group 

was of the opinion that a definition is required as to what the unborn is and the point at which 

this entity has constitutional protection. In the view of the group, the unborn could mean ‘on 

the way to being born’, ‘capable of being born’ or it could mean another time in the 

developmental process of the foetus such as fertilisation, implantation or some other time.
727

 

The group noted that a definition of pregnancy was also required and that this law should also 

specify when a pregnancy could be terminated and by whom.
728

 Importantly it was of the 

opinion that this definition was important as it would clarify whether Article 40.3.3 has an 

impact on assisted reproductive technologies and by implication, embryonic stem cell 

research.
729

 

The Review Group went so far as to outline a number of approaches that the legislature could 

take in clarifying Article 40.3.3. Perhaps the most satisfactory approach (and the approach 

which the majority of the group favoured) was the recommendation to legislate for the 

application of Article 40.3.3. This would provide a definition of the unborn that would 

provide certainty as to the legality of certain forms of contraceptives and also whether Article 

40.3.3 has an impact on assisted reproductive technologies and stem cell research. It would 

also specify when medical intervention, that is necessary to prevent the life of the mother but 

would result in the death of the unborn, is permissible.
730

  

In 1997 the courts were once again critical of the lack of legislation, with the High Court 

criticising that recourse to the judicial system was the only way in which a woman could 

secure a lawful abortion in Ireland.
731

 Furthermore Geoghegan J noted that the High Court 

should not be viewed as “some kind of licensing authority for abortions” in Ireland.
732

  

4.2 2002 referendum 

Politics, rather than concerns about legal clarity and certainty, played a central role in 

Ireland’s abortion debate at the turn of the century. A Fianna Fáil/Progressive Democrat 

minority government was formed in 1997 with the support of four independent TDs. The 
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support of the independent TDs was obtained with the promise of a referendum on 

abortion.
733

 An Inter-departmental Working Group was formed and published a Green Paper 

on Abortion which set out a number of constitutional and legislative options for the 

Government. An All-Party Oireachtas Committee, having considered this report, was unable 

to reach consensus on any of the options put forward in the Green Paper.
734

 Despite this lack 

of consensus the Government pressed ahead with a referendum on abortion on 27 March 

2002. The proposed amendment, which would have become Article 40.3.4 of the Constitution 

had the referendum been successful, stated: 

“In particular, the life of the unborn in the womb shall be protected in accordance 

with the provisions of the Protection of Human Life in Pregnancy Act, 2002.” 

Article 1(1) of the Protection of Human Life in Pregnancy Bill 2001 stated that abortion is to 

mean the “intentional destruction by any means of unborn life after implantation in the womb 

of a woman”. This would have meant that the embryo, under Article 40.3.4, would only have 

constitutional protection once had it implanted in a womb. This led to much concern in the 

Dáil but this was mainly due to many members of the Dáil assuming the 1983 amendment 

intended to protect the embryo from the moment of conception, and there was concern that a 

future Supreme Court would take the proposed amendment to mean that the entire article 

referred only to the embryo post-implantation.
735

 The proposed amendment was opposed by 

opposition parties Fine Gael, Labour and other smaller parties on the left.
736

 

While the amendment was ultimately rejected, it should be briefly analysed as it may help 

clarify whether Article 40.3.3’s protection only applied to the embryo post-implantation. The 

Government of the day was clear that the proposed amendment did only intend to protect the 

implanted embryo. It was noted that the Commission on Assisted Reproduction had been 

appointed and the government was unwilling to bring forth any legislation on the embryo in 

vitro until such time that the Government had time to consider the Commission’s report. Thus 

this amendment was intended to be restricted to embryos in vivo only. Therefore if this 

amendment was passed, it would have been clear beyond any doubt that the embryo in vivo is 

protected from implantation.
737

 

Madden has rightly argued that the words “in particular” meant that the Bill was only 

concerned with the embryo post-implantation and the existing constitutional provision was 

concerned with the right to life of the embryo pre-implantation. However, the use of the 

words “in particular” could easily have meant that the Bill aimed to deal with issues such as 

when constitutional protection applies to the foetus, as the previous sub articles dealt with 
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abortion information and travel to another state for an abortion.
738

 In any event the 

referendum was ultimately rejected and there has been no further attempt to revise the 

wording of Article 40.3.3. 

4.3 A, B and C v Ireland 

Ireland’s abortion policy came before the European Courts in A, B and C v Ireland.
739

 The 

case concerned three women resident in Ireland who challenged Ireland’s restrictive abortion 

laws under the European Convention on Human Rights (ECHR). Specifically, the plaintiff 

known as C argued that the lack of guidance as to when it was permissible to have an 

abortion in Ireland violated her right to respect for private and family life under Article 8 of 

the ECHR, as in the absence of guidelines no doctor was willing to carry out an abortion.
740

 

The Irish Government argued that the rules governing abortion in Ireland were clear and that 

if a woman did not agree with the decision of her doctor, an emergency application could be 

made to the High Court.
741

 The European Court on Human Rights (ECtHR) did not agree 

with the Irish government but espoused the position adopted by the Irish courts, namely that 

the courts were a suitable forum in which to determine abortion law.
742

 Furthermore it 

considered it unreasonable that a woman be expected to make an application to the Court for 

an abortion where there was no doubt that there was a “real and substantial risk” to the life of 

the mother.
743

 Due to the lack of clarity as to when an abortion is permissible in Ireland, the 

ECtHR found that Article 8 rights were infringed.
744

 As a result of this decision the Irish 

government must clarify when an abortion is permissible in Ireland to ensure that its abortion 

policy conforms to the ECtHR.  

The decision however came amidst an economic crisis and political uncertainty in Ireland. 

The Minister for Health of the day stated that the Government would consider the judgment 

but was of the opinion that there would be no need for a referendum on the issue.
745

 Before 

the Government could consider the issue there was a general election held the following 

spring. In its Programme for Government, the Fine Gael/Labour coalition stated: 

“We acknowledge the recent ruling of the European Court of Human Rights 

subsequent to the established ruling of the Irish Supreme Court on the X-case. We 

will establish an expert group to address this issue, drawing on appropriate medical 
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and legal expertise with a view to making recommendations to Government on how 

this matter should be properly addressed.”
746

 

This expert group reported in November 2012, the same week in which the death of Savita 

Halappanavar was reported. Ms Halappanavar was 17 weeks pregnant when she began to 

miscarry. She requested an abortion but was refused as the foetal heart was still beating. After 

three days in ICU, the foetus died. Ms Halappanavar subsequently developed septicaemia and 

died. Although the Coroner’s Court is not due to sit until late Spring of 2013, her death 

served as an impetus for the government to introduce legislation as to when an abortion is 

lawful in Ireland. Three days of hearings were held by the Joint Oireachtas Committee on 

Health in January 2013
747

 and the draft Heads of a Bill are expected before summer 2013. 

4.4 International Perspective 

The status of the foetus and the embryo in vitro in Ireland may possibly be influenced by 

international conventions or EU law. Since World War II, a number of international 

agreements governing experimentation on human life have emerged. In the aftermath of the 

Nazi regime, the Nuremberg Code was drawn up to ensure that respect for human life is 

superior to medical or scientific advancement. Although drawn up by a war tribunal and thus 

not binding on any jurisdiction, its importance lies in the recognition that medical ethics 

should be central to research involving human life.
748

 The Nuremberg Code was followed in 

1964 by the Declaration of Helsinki which is a statement of medical ethics for research 

involving human subjects and is applicable to doctors.
749

  

However the first legally binding obligation on states to protect human rights came when the 

Council of Europe drew up the European Convention on Human Rights (ECHR) in 1950. 

Ireland ratified the Convention in 1953
750

 but by virtue of Article 29.6 of the Convention, no 

international agreement is binding in Ireland unless an Act is passed incorporating the 

agreement into domestic law.
751

 The status of the ECHR in Irish law was confirmed in Re Ó 

Laighléis
752

 in which the Supreme Court held that as the Oireachtas had not incorporated the 
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Convention by an act of the Oireachtas, the Convention cannot be invoked in Irish courts if 

domestic legislation is contrary to the Convention.
753

  

No attempt was made to incorporate the ECHR until 1998.
754

 In that year the government 

signed the Good Friday Agreement in which it was agreed that Ireland would take steps to 

strengthen and bring its protection of human rights in line with that of Northern Ireland.
755

 

The practical impact of this agreement was the incorporation of the ECHR.
756

 The ECHR was 

thus incorporated into Irish law by virtue of the European Convention on Human Rights Act 

2003. Under the Act, the Convention has become part of Irish law but it is at a sub 

constitutional level. Thus a breach of the rights protected in the Convention can be argued 

before the Irish courts but the rights contained in the Constitution are superior to those in the 

ECHR. However if the Convention rights conflict with the Constitution, the constitutional 

rights will be deemed to be superior in Irish courts.
757

  

There is the potential for the ECHR to impact on the status of the Irish embryo. Article 2 of 

the Convention protects the right to life.
758

 However, the Convention is silent on whether the 

right to life extends to the unborn child or the embryo in vitro.
759

 The parameters of Article 2 
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arose for discussion in Bruggeman and Scheuten v Federal Republic of Germany
760

 which 

concerned the abortion laws of Germany. The European Court of Human Rights (ECHtR) 

noted that due to the link between a pregnant woman and the developing foetus, pregnancy is 

not completely in the sphere of private life.
761

 However, the court did not think it necessary to 

decide whether the unborn child is considered life under Article 2 of the Convention.
762

 

The issue came before the European Commission on Human Rights in X v United 

Kingdom.
763

 The applicant sought an injunction in the English High Court to prevent his wife 

having an abortion. The injunction was denied on the grounds that the foetus does not have 

any legal rights until the child is born and that the father had no legal right to prevent the 

abortion provided the requirement of the English Abortion Act 1967 was followed. Within 

hours of the dismissal of the application, the abortion was carried out. The applicant thus 

alleged that the 1967 Act violates Article 2 of the ECHR.  

In considering the issue, the Commission was mindful of the divergence of opinion on when 

life begins.
764

 It noted that the life of the foetus is intimately connected with that of the 

mother. However, it was of the opinion that if there was an absolute right to life of the foetus 

then abortion would be prohibited, even where the continuance of the pregnancy would 

involve a serious risk to the life of the pregnant woman. This would mean that the unborn life 

would be regarded as being of higher value than the life of the pregnant woman.
765

 The 

Commission was of the opinion that this interpretation would be contrary to the object and 

purpose of the Convention.
766

 However, once again the Commission was of the opinion that it 

was not necessary in the present case to decide whether the foetus has a right to life under 

Article 2.
767

 Thus the Commission left open the question of whether the unborn child was 

protected under Article 2.
768

 

The ECHtR was once again asked to consider the impact of Article 2 on abortion laws in 

Open Door and Dublin Well Woman v Ireland.
769

 The Irish government argued that the 

majority of the people of Ireland were of the opinion that abortion was morally wrong and 

                                                           
760

 (1977) 3 EHRR 244. A breach of Article 2 was claimed in X v Austria. App. No. 7045/75 Comm. Dec. 

10.12.1976. However the European Commission on Human Rights did not discuss Article 2 as the applicant’s 

case was held to be inadmissible.  
761

 (1977) 3 EHRR 244 para 59. The court stated “Article 8(1) cannot be interpreted as meaning that pregnancy 

and its termination are, as a principle, solely a matter of private life of the mother”.  Ibid para 61. 
762

 Ibid para 60. 
763

 App. No.8416/79 Comm. Dec. 13.05.1980. 
764

 The Commission noted that “while some believe that it starts already with conception others tend to focus 

upon the moment of nidation, upon the point that the foetus becomes “viable”, or upon live birth”. Ibid para 12. 
765

 Ibid para 19. 
766

 Ibid para 20. The Commission was influenced by the fact that when the Convention was signed, all 

contracting parties with one exception permitted abortion when necessary to save the life of the mother. Ibid. 
767

 Ibid para 23. 
768

 The Commission’s justification was that it fell within one of the limitations: the abortion was necessary to 

protect the life of the mother. A similar case arose a decade later in H v Norway in which the applicant was 

refused an injunction to prevent the abortion of his unborn child. Once again the Commission was of the opinion 

that it did not have to determine whether Article 2 protects unborn life. App. No. 17004/90 Comm. Dec. 

19.05.1992. 
769

 (1993) 15 EHRR 244. 



142 
 

that it was not a function of the court to impose a different viewpoint.
770

 While the Court did 

not consider it necessary to determine the level of protection Article 2 extends to the 

foetus,
771

 the Court did state: 

“It acknowledges that the national authorities enjoy a wide margin of appreciation in 

matters of morals, particularly in an area such as the present which touches on matters 

of belief concerning the nature of human life.”
772

    

Thus it appears that the Court considers issues relating to abortion, assisted reproduction and, 

by implication, matters pertaining to embryonic stem cell research to be within Member 

States’ margin of appreciation.
773

 However in Boso v Italy
774

 the Court appears to recognise 

the need for some level of protection for the unborn child as the Court noted that the relevant 

domestic law struck a fair balance between the need to ensure the protection of the foetus and 

the women’s interests. However it is unclear whether this protection of the foetus is necessary 

for compliance with Article 2 of the Convention.
775

 

The Court was presented with an opportunity to clarify the parameters of Article 2 in Vo v 

France.
776

 The applicant argued that the time at which life began had universal meaning and 

that it was scientifically proven to begin at fertilisation. Thus, the applicant argued, an unborn 

child is not a cluster of cells, and the term “everyone” in the Convention meant human 

beings, rather than individuals who had legal personality.
777

 However the Court noted that it 

had yet to decide when the right to life began and whether the unborn child had a right to 

life.
778

 Reviewing the limited case law on the application of Article 2, the court noted that in 

the context of abortion the unborn is not regarded as having a right to life under Article 2. 

However in certain circumstances the unborn may be safeguarded but this is determined by 
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weighing up the conflicting rights of the mother vis a vis the unborn child.
779

 The Court went 

on to state that: 

“[T]he interpretation of the Convention in this connection has been informed by a 

clear desire to strike a balance, and the Convention institutions’ position in relation to 

the legal, medical, philosophical, ethical or religious dimensions of defining the 

human being has taken into account the various approaches to the matter at national 

level. This has been reflected in the consideration given to the diversity of views on 

the point at which life begins, of national standards of protection, and the state has 

been left with considerable discretion in the matter.”
780

 

It was for this reason, and for the lack of a consensus on when life begins and the level of 

protection for the foetus, that the Court held that the issue of whether the foetus has a right to 

life is within the margin of appreciation afforded to States.
781

 

However, the Court was not asked to determine when life began. It was asked to determine 

whether the unborn has a right to life under Article 2. While acknowledging that this is a 

sensitive area with differing legislation in the contracting states, this decision has only served 

to muddy the waters regarding the right to life under the ECHR. States that permit abortion 

also have legislative provisions that require respect for the foetus or the unborn. Thus if the 

ECtHR had decided that the unborn does not have a right to life under the Convention this 

would not automatically mean that the unborn has no protection.
782

 

While it is apparent that under Article 2 the mother’s right to life is superior to that of the 

embryo if her life is in danger, the ECtHR is reluctant to strike down abortion legislation as 

being contrary to Article 2. While the Court has declined to discuss the application and remit 

of Article 2 in the past, Vo v France presented an opportunity for the Court to discuss Article 

2 in detail. It was not necessary to determine of the being of life as this is an ethical issue that, 

while something the Court should be cognisant of, is not the role of the Court to resolve. The 

Court’s function is to determine the remit of Article 2 and whether the unborn is protected 

under the Convention. 
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Although Evans v United Kingdom concerned embryos in vitro, there has been no detailed 

considered of the status of the embryos under the Convention.
783

 Rather the Court considered 

in the Evans case 

“Where, however, there is no consensus within the Member States of the Council of 

Europe, either as to the relative importance of the of the interest at stake or as to the 

best means of protecting it, particularly where the case raises sensitive moral or 

ethical issues, the margin will be wider.”
784

 

Due to the wide margin of appreciation, it is unclear whether the implied protection for the 

foetus that emanates from the case law would apply to the embryo in vitro. However in 1997 

the Biomedicine Convention
785

 was written, coming into force in December 1999.
786

 While 

Ireland has not yet signed it, the Convention is significant as it permits research on embryo in 

vitro where the domestic law permits it.
787

 Thus there is not a right to life for the embryo in 

vitro.
788

 The Convention also does not define the term “everyone”. The explanatory report 

states that as there is a lack of agreement on this term, Member States can define the terms 

for the purpose of the application of the Convention.  

It thus appears that European case law provides no guidance as to the status of the embryo in 

Ireland. The ECtHR has implied that there must be respect for the foetus, but it is unclear 

whether this would apply to the embryo in vitro. Due to the lack of legislation surrounding 

stem cell research in Ireland, it is unlikely that the Irish government would sign or ratify the 

Biomedicine Convention any time soon. Thus it would appear that the embryo in vivo is 

constitutionally protected but, at present, there is no legislative or constitutional protection for 

the embryo in vitro. Thus this is no legal impediment to the commencement of human 

embryonic stem cell research in Ireland. 

5. Article 40.3.3 and the Embryo In Vitro 

While there were numerous reports and case law criticising the lack of abortion guidelines 

within the parameters of Article 40.3.3, developments in embryology resulted in uncertainty 

regarding the impact of this constitutional provision on the embryo in vitro. In 2000 the 

Commission on Assisted Human Reproduction (CAHR) was established by the Minister for 

Health and Children to consider the legal, ethical and scientific factors to be considered in 

regulating assisted human reproduction (AHR). In its report, the Commission referred to the 
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lack of clarity surrounding the meaning of the “unborn” and the point post-fertilisation that 

the embryo was protected. The Commission was of the opinion that clarity could only come 

from an interpretation from the Supreme Court or by way of referendum.
789

 However, the 

Commission did recommend (with one dissent) that the embryo should not be legally 

protected until it is “placed in the human body”.
790

 Furthermore, the Commission 

recommended the establishment of a regulatory authority to regulate AHR, which would also 

encompass embryo research.
791

 On the issue of embryo research, the Commission 

recommended that research should be permitted on spare embryos that are specifically 

donated for research up to fourteen days after fertilisation.
792

 The Commission also 

recommended that the creation of embryos for research purposes should be prohibited
793

 but 

the majority recommended that the cloning of embryos for therapeutic purposes should be 

permitted.
794

  

This report was followed in 2008 by similar recommendations issued by the Irish Council for 

Bioethics. In its report on the Ethical, Legal and Scientific Issues Concerning Stem Cell 

Research, the Council recommended the introduction of regulations so that supernumerary 

IVF embryos, which would otherwise be destroyed, could be used for embryonic stem cell 

research which is aimed at alleviating human suffering.
795

 

While both the CAHR and Irish Council for Bioethics made similar recommendations, no 

legal clarity as to the status of the embryo in vitro was forthcoming. In the absence of 

legislation,
796

 AHR services continued in Ireland with supernumerary embryos (spare 

embryos left over after AHR) frozen indefinitely leaving clinics unclear as to whether they 

must be implanted, remain frozen indefinitely, or could be destroyed. In its 2004 edition of A 

Guide to Ethical Conduct and Behaviour, the Medical Council of Ireland for the first time 

considered AHR. It provided limited guidance on donation of gametes, payments, and 

counselling, but the guidelines also stated 

“Any fertilised ovum must be used for normal implantation and must not be 

deliberately destroyed.”
797
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However, in its updated 2009 edition, this proviso is removed. The new edition instead states 

that doctors “should not participate in creating new forms of life solely for experimental 

purposes.”
798

 Yet despite the removal of the requirement that embryos must not be 

deliberately destroyed, no legislation was forthcoming from the Oireachtas.
799

 This change in 

guidance may have been due to on-going litigation which raised the issue of the status of the 

embryo in vitro. 

5.1 Roche v Roche 

The constitutional status of embryos in vitro came before the Irish courts in Roche v Roche.
800

 

The case concerned a couple who underwent IVF treatment but subsequently separated. 

There were a number of frozen embryos left over from their previous relationship which Mrs 

Roche wanted to implant. However, this was contrary to the wishes of Mr Roche. The Court 

thus had to determine whether the embryo in vitro came under the definition of the “unborn” 

and if so whether it was constitutionally protected. If embryos in vitro are protected under 

Article 40.3.3, Mrs Roche would be entitled to implant the embryos over the expressed 

wishes of Mr Roche.  

In the High Court,
801

 McGovern J noted that while the background to the amendment was to 

ensure that there would be no constitutional challenge to the 1861 Act and thus ensure that 

abortion was constitutionally prohibited, the courts have never stated that the amendment was 

solely concerned with preventing abortion.
802

 Although the case law solely discussed the 

Eighth Amendment in the context of abortion, McGovern J stated that this was not to imply 

that Article 40.3.3 was only concerned with abortion as this provision had only come before 

the courts in the context of abortion. When looking at the meaning of the word “unborn”, 

McGovern J was of the opinion that there was no evidence that in voting for the Eighth 

Amendment that the people of Ireland meant to do more than outlaw the termination of a 

pregnancy. While evidence had been put forward by the plaintiff as to when human life 

begins, the learned judge stated that the Court was not concerned with the beginning of 

human life but rather whether the embryo in vitro is protected by Article 40.3.3. For 

McGovern J, there was evidence to suggest that the term “unborn” included the embryo in 

vivo but did not extend to the embryo in vitro. McGovern J did state however that while there 
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is disagreement as to whether embryos prior to implantation constitute life, there appeared to 

be agreement that embryos in vitro are deserving of respect.  

McGovern J did not explain what he meant by “respect” and how embryos may be respected. 

Rather he stated that in the absence of regulations protecting embryos in vitro, they are in a 

very precarious situation. Furthermore, McGovern J stated that it is not for the Courts to 

decide whether Article 40.3.3 should include embryos in vitro. Rather this is a matter to be 

decided by the Oireachtas or the Irish people through a referendum. He was critical of the 

lack of legislation forthcoming since the publication of the CAHR Report and of the resulting 

situation. In the absence of legislation the courts were being forced to deal with complex 

issues which should be the subject of a regulatory regime established by the Oireachtas. 

This decision was subsequently appealed and in the Supreme Court Murray CJ noted that 

while the embryo may have moral status and society may wish to protect and respect it, the 

level of status or protection was not the issue before the Courts. Murray CJ was of the 

opinion that the issue was whether “the frozen embryo is human life within the meaning of 

Article 40.3.3”. He did not consider the Court a place to resolve the moral, ethical, 

philosophical, theological or scientific issues which the status of the human embryo raises. 

While there is no broad consensus on this issue, Murray CJ stated that it is for the legislature 

to resolve such policy issues as it has “initial responsibility for the protection and regulation 

of constitutional rights”. The Chief Justice was of the opinion that the issue of when life 

began was a matter for the Oireachtas and not the Courts and thus dismissed the appeal.
803

  

However the issue before the Supreme Court was not whether the embryos constituted human 

life under Article 40.3.3 but rather whether the embryos could be considered to fall within the 

scope of the term “unborn” under Article 40.3.3. Murray CJ was indeed correct that the status 

and protection that the embryo in vitro is to have is a matter for the Oireachtas. This is a 

matter that the Oireachtas has consistently failed to resolve despite numerous requests to do 

so. Yet the Court was not asked this. Rather it was asked to consider whether the embryos 

were protected under the Eighth Amendment, a matter which was entirely justiciable. As 

Denham J noted the Court was being asked to interpret an article of the Constitution rather 

than engaging in philosophical debates on human life:  

 “This case is not about the wonder and mystery of human life. This is a court of law 

which has been requested to make a legal decision on the construction of an article of 

the Constitution of Ireland. The question raised is whether the term “unborn” in the 

Constitution includes the three frozen embryos in issue in this case. It is a matter of 

construing the word in the Constitution to determine its constitutional meaning.”
804

 

In determining that the embryos were not protected under Article 40.3.3, Denham J focused 

on the historical background to this provision. She noted that this provision was inserted to 

ensure that there would be no constitutional challenge to the statutory ban on abortion.
805
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This view, however, ignores the positive wording of the 1983 amendment; rather than 

explicitly prohibit abortion, Article 40.3.3 affords rights to the undefined “unborn”. Binchy, 

who was a prominent member of the PLAC at the time of the  amendment, has argued that 

the constitutional amendment was to do more than simply prohibit abortion; it was also to 

protect the unborn at all stages of development.
806

 The truth is that neither the Court nor 

Binchy are entirely correct. As there are no documents relating to the drafting of the 

amendment, and due to the fact that the concerns of the AG at the time were not addressed, it 

is unclear really what the amendment intended to protect. The only certainty is that Article 

40.3.3 constitutionally prohibits abortion.
807

 

Denham J also examined the link between the mother and unborn child. In her view, this 

relationship could only occur once the embryo is implanted. She was of the opinion that the 

“concept of unborn envisages a state of being born, the potential to be born, the capacity to be 

born, which occurs only after the embryo has been implanted in the uterus of the mother.”
808

 

In dismissing the appeal, Hardiman J drew attention to the issues that rose in this case, which 

included when life begins, the level of respect for the embryo and also the impact such 

respect may have on the available methods of contraception. He noted that while such issues 

were raised in this case, the Oireachtas is not absolved of its duty to consider the degree of 

respect afforded to embryos in vitro. While Hardiman J stopped short of explicitly criticising 

the legislature, he was concerned that if such issues were not addressed, practices that are 

controversial could potentially be unregulated in Ireland. Geoghegan J similarly stated that 

while he believed that the embryo was deserving of respect, the lack of regulations indicating 

how the embryo should be respected “is undesirable and arguably contrary to the spirit of the 

Constitution”. The learned judge did not consider it appropriate that the Courts provide any 

guidance, as that was considered to be a task for the Oireachtas. 

5.2 Implications of the Roche Judgment 

One may draw the following conclusions from the judgments previously analysed. First, the 

embryo in vitro is not protected under Article 40.3.3; second, both the High Court and 

Supreme Court consider the embryo in vitro of deserving of some level of respect; and third, 

the degree of respect and how the embryo may be respected is a matter for the Oireachtas to 

resolve and not the Courts. 

While the Courts determined that the embryo in vitro is not protected under Article 40.3.3, it 

is possible that protection for the embryo may lie elsewhere in the Constitution. Geoghegan J 

stated that “if there are constitutional aspects, they do not arise pursuant to the particular 
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provision in the Constitution relied on in this case”. Thus there is the possibility that the 

embryo in vitro may be protected elsewhere in the Constitution. As noted above, prior to the 

passing of the Eighth Amendment, it was stated obiter by the Courts that the unborn is 

constitutionally protected. Thus it is possible that the embryo in vitro may be protected in as 

part of an unenumerated right under Article 40.3.
809

  

However in the absence of a judicial pronouncement on the issue, it is submitted that the 

embryo in vitro is not constitutionally protected. While the Courts are of the opinion that it is 

deserving of some form of respect, without any forthcoming legislation, the meaning of this 

respect is unclear and thus any researcher wishing to experiment with embryos in vitro is in 

uncertain waters, with the possibility of the legality of their research being challenged in the 

Courts.
810

 Indeed Fennelly J stated that if no legislation is forthcoming “it may be open to the 

courts in a future case to consider whether an embryo enjoys constitutional protection under 

other provisions of the Constitution”. 

Despite this legal vacuum, both University College Cork (UCC) and Trinity College Dublin 

(TCD) have announced that embryonic stem cell research is permissible on their respective 

campuses.
811

 Although there is no guiding legislation, both UCC and TCD drew up 

guidelines in line with the ethical guidance of the Irish Council. Although UCC’s and TCD’s 

guidelines are broadly similar, there are some minor differences. If there were national 

guidelines, discrepancies between research institutes would be minimal, a move which is best 

suited for collaborative research.
812

 

While the legislature has not brought forth any regulations for embryonic stem cell research, 

it has not been completely silent on the issue. In October 2010 Science Foundation Ireland 

and the Health Research Board announced that it would not consider grant applications that 

use embryonic stem cells.
813

 This funding ban was as a result of direction from the 

government through the Department of Health, as the Department had stated that it is 

preparing a regulatory framework for assisted reproduction, which would encompass stem 

cell research. Thus it is likely that the funding ban will remain in place until such regulation 

is in place. While this policy remains in place, no public funds can be spent on embryonic 

stem cell research. However this does not prevent private funding of embryonic stem cell 
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research. In reality, however, with the uncertainty remaining over the legal status of 

embryonic stem cell research, it is unlikely that a private investor will be willing to invest in 

embryonic stem cell research in Ireland. 

6. Conclusion 

Despite numerous referenda and abundant case law, the legal status of the embryo in vitro 

remains unclear. While it would appear that, by virtue of it not being protected under Article 

40.3.3 of the Irish Constitution, the embryo in vitro does not have constitutional protection, 

clarity is needed on the issue. As indicated from the courts in the Roche case, this clarity 

could come from legislative change and thus the introduction of regulations to outline the 

protection of the embryo in vitro is needed to clarify the status of the embryo and also the 

legality of embryonic stem cell research. 

The danger is that although the regulation of stem cell research is on the Programme for 

Government, it will meet the same fate as that of the abortion referendum. The first concern 

is that any regulations, like the abortion referendum, would not be properly thought through. 

If Ireland decided to prohibit embryonic stem cell research, it would not do to simply outlaw 

the research, but consideration would also have to be given to whether Ireland could benefit 

from the research while outlawing it. In other words, could Ireland still import medicines that 

are a product of embryonic stem cell research? It would be paradoxical to state that Ireland is 

against the research but is willing to use the products derived from the research. This is of 

particular note when one considers that embryonic stem cell research is becoming a platform 

technology where developments are being used in other areas of medical technology 

unrelated to embryonic stem cell research. Must Ireland refuse to take advantage of this 

knowledge as it is stating in its laws that it is opposed to embryonic stem cell research? 

Furthermore, if embryonic stem cell research is prohibited, what impact will this have on 

contraceptives that allow for fertilisation but prohibit implantation? Is there any difference 

between permitting the destruction of an embryo for contraceptive purposes and permitting it 

for research purposes? 

A second concern is that the debate on embryonic stem cell research should not become 

caught up in the debate on abortion. These are two separate issues. With abortion, the embryo 

has implanted into the womb of a woman and thus begun the process of developing into a 

foetus. As it may be some time before a woman is aware that she is pregnant the foetus may 

have begun to resemble that of a human being. Embryonic stem cell research on the other 

hand is concerned with the embryo up to the 14 day stage. Thus the embryo does not leave 

the cellular stage. The primitive streak has not begun nor have any organs begun to develop. 

Furthermore unless the embryo is implanted into the womb of a woman it will not develop 

into a human being. 

Some of these issues have been considered by the Irish Council for Bioethics and the CAHR 

in the past, thus there is a basis for discussion by government on this issue. However, issues 

relating to reproductive matters have always been politically sensitive, with liberalising 

legislation slow to come. What is necessary is a matter for considered debate, which takes 
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into consideration the views of all sides of the debate. This should be followed with the 

introduction of legislation clarifying the legal status of the embryo in vitro that is reflective of 

Irish society. 
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Chapter 7  Recommendations for the Introduction of ESCR Policy in 

Ireland 

1. Introduction 

In Part I the process in which policy makers may begin to consider the legal status of the 

embryo was outlined. Part II focused on the regulatory issues that policy makers must 

consider when regulating ESCR. It discussed the ethical precautionary principle as a principle 

to guide the regulation of ESCR. Furthermore this Part analysed direct and indirect 

approaches to the regulation of ESCR under the principles of Better Regulation. Part III has 

turned the focus to Ireland and the current legal status of the embryo in vitro and ESCR has 

been outlined. The purpose of this chapter is to now make a series of recommendations for 

Irish policy makers on the implementation of a regulatory framework for ESCR in Ireland. It 

must be noted that this chapter will not recommend whether ESCR should be permitted nor 

the parameters of the research; rather the recommendations will focus on the formulation of a 

regulatory framework. 

2. The Legal Status of the Embryo 

As has been illustrated, the legal status of the embryo in Ireland is currently unclear. The 

judgment in the Roche case simply stated that the embryo in vitro is not constitutionally 

protected under Article 40.3.3. Irish policy makers must now clarify the status of the embryo 

in Ireland and, by extension, the status of ESCR. This need for clarity is further heightened as 

non-profit organisations such as the Irish Stem Cell Foundation have now actively begun to 

seek donations for funding for ESCR in Ireland.
814

 A failure to introduce regulations will 

continue to leave scientists in a legal vacuum, with many unsure whether they are permitted 

to accept funding for the research.  

In determining the legal status of the embryo, Irish policy makers should learn from the 

previous abortion debates, in particular, how the debate on the status of the embryo in vitro is 

conducted. As previously discussed, the introduction of Article 40.3.3 was marked by secret 

negotiations as both Fine Gael and Fianna Fáil sought to gain the support of the Pro Life 

Amendment Campaign. Rather than considering the necessity of an amendment and in 

particular what the wording should be, the focus was on gaining the electoral upper hand. 

This resulted in decades of legal uncertainty as both doctors and the courts sought to grapple 

with a definition of the unborn and lawful abortion, issues which still have not been resolved. 

In the stem cell context, it is clear that there is the need to clarify the legal status of the 

embryo. This is recognised by the Fine Gael and Labour coalition, as the regulation of 

assisted reproduction is listed on the current Programme for Government. 

Currently (February 2013), the government is considering proposals on lawful termination of 

pregnancy in Ireland under Article 40.3.3, and there does not appear to be any movement on 
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ESCR. However, as the issues arising out of Article 40.3.3 are currently debated in Irish 

society, the time is perhaps now for a public debate on the meaning of the unborn, and in 

particular, the status of the embryo in vitro. This public debate on the status of the embryo 

should not be characterised by the polarised abortion debate of the past, but rather by the 

principles of democratic deliberation. As previously noted, this is a collaborative decision 

making process that focuses on common ground during a debate to ensure that there is mutual 

respect amongst the stakeholders to the debate. This process seeks to build consensus and 

reach a decision that all stakeholders to the debate can agree on.
815

 This can be done through 

the building of a partnership to address complex social issues. It is a process which at times is 

adopted by governments and can be rolled out state wide or focus on one particular area or 

grouping.
816

  

Furthermore, it is arguable that there is movement by Irish policy makers towards this type of 

policy making. Due to the fall-out over the death of Savita Halappanavar, the government 

announced its intention to bring forth legislation on lawful termination of pregnancy in 

Ireland. As part of this process, the Joint Oireacthas Committee on Health held three days of 

public hearings, with oral evidence heard from medical experts, legal experts and lobby 

groups. All members of the Oireachtas were given an opportunity to question these experts 

and the oral hearings were broadcast nationally as well as being widely covered in the 

national press. These hearings provided an opportunity for differing groups to get together to 

discuss their views with policy makers, a move that a former President of Ireland, who also 

opposed the 1983 amendment, described as a good step forward in our debate on abortion.
817

 

2.1 Deliberative Democracy in Action: Social Partnership 

This is not the first time that Ireland has taken this approach, as consensus building was a key 

feature of an Irish policy-making approach in what is known as social partnership. Social 

partnership is the name given to the process in Ireland that is used to negotiate and achieve 

consensus on a range of economic and social issues.
818

 It focuses on a dialogue between the 

representatives of civil society and policy makers, and considers social dialogue key to 

maximising common understanding across society.
819

  It began in Ireland with a series of 

wage agreements between the Government and the main social partners: employers, the trade 

unions and the farming organisations.
820

 These became known as the three pillars of social 
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partnership.
821

 The first agreement was formed in 1987 with the Programme for National 

Recovery and the agreements since have included the Programme for Economic and Social 

Progress, the Programme for Competitiveness and Work, Partnership 2000 for Inclusion, 

Employment and Competitiveness, the Programme for Prosperity and Fairness, Sustaining 

Progress and Towards 2016 and the Ten-Year Framework Social Partnership Agreement 

2006-2015. It has become the principle mechanism for trade unions and diverse interest 

groups to lobby and influence government policy.
822

 

Initially, the focus of social partnership was on wage agreements to aid Ireland’s economic 

development. It was thought that such agreements would ensure industrial stability, thereby 

encouraging foreign investment.
823

 Indeed it has also been credited with bringing about the 

improved economy of the 1990s and early 2000s.
824

 It has been “characterised by a trade-off 

between moderation in wage demands with social benefit improvement and income tax 

reduction".
825

 Its remit however has been expanded in the final four agreements to include a 

role for the voluntary and community groups within society, which became the fourth pillar 

of social partnership. This was further expanded in 2009 to include environmental groups.
826

  

The inclusion of community, voluntary and environmental groups is to ensure that the 

concerns of these groups are considered in social partnership decisions
827

 and to enhance the 

social aspect of social partnership.
828

 Membership of the community and voluntary pillar is 

not universal and is confined to groups involved with the Labour Market (Irish National 

Organisation of the Unemployed and Congress Centres for the Unemployed), Children and 

Youth (National Youth Council of Ireland and Carers Association), Older People (Age 

Action Ireland and Irish Senior Citizen’s Parliament), Poverty (St Vincent de Paul and 

Protestant Aid), Housing (Irish Council for Social Housing and National Association for 

Building Co-operatives), Gender (National Women’s Council of Ireland), Rural (Irish Rural 

Link), Social Analysis (Social Justice Ireland), Voluntary Networks (The Wheel and 
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Community Platform).
829

 By extending the remit to include these groups and the issues that 

they represent, social partnership in Ireland is considered unique.
830

 

These interest groups bring added expertise and experience to policy-making and thus can 

contribute effectively in ensuring that policy makers consider all the necessary issues. By 

extending the scope of social partnership to include these social groupings, there is an 

opportunity to build shared understanding across society, which can increase social 

solidarity.
831

  

2.2 Social Partnership: The Problems 

Despite the apparent economic success of social partnership, it is not without its problems, in 

particular for those within the community and voluntary pillar. First only those groups 

selected by the government whose activities fall under those categories are involved in social 

partnership. Thus while some groups have official government recognition and must be 

consulted with during negotiations, many more remain outside the influence of power. 

Furthermore, there is the focus on groups, rather than individual members of society. Besides 

the power of the individual to lobby their local representative, there is no formal process for 

an individual to engage with social partnership. In this sense social partnership is very much 

concerned with certain lobby groups only. 

Questions have been asked about the motivation for including community groups within the 

process. In a series of interviews carried out with members of the social partners, it was 

suggested that at times itself used the process to reduce the potential attacks on the 

government. In other words, by involving stakeholders in the process, the likelihood of them 

using the media to attack the government was reduced, as they were involved in the decision-

making process.
832

 It was noted that interest groups signed up to the process believing that 

their voice would be heard, when in reality they were effectively ignored and forced to sign 

the agreement. In this way the “government bought their silence”.
833

 This problem is a 

hallmark of such agreements as, while those contributing to the debate may feel that they are 

impacting upon policy, the lack of any formal arrangements whereby policy makers must 

follow or adhere to the views of those participating has meant that recommendations of 

stakeholders are often ignored.
834

 

When the community pillar refused to endorse the Sustaining Progress agreement, it was 

excluded from the social partnership process until 2006.
835

 Such a move suggests that the 

involvement of the community pillar is to rubber-stamp the decisions and, it lacks any real 
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negotiating powers. Furthermore not only was the community and voluntary pillar removed 

from the negotiating process but it was also removed from other policy fora, such as 

consultative committees on policy issues and bilateral meetings with officials.
836

 Thus a 

policy that seeks to build consensus and social cohesion, effectively removed one pillar from 

the process as punishment for failing to comply with the “agreement”. This suggests that the 

process is not built on consensus but is in fact a process whereby interest groups are given an 

avenue in which to voice their concerns, with some attempts made at consensus but the 

government will continue to make its own decision and punish those groups which do not 

acquiesce.  

It has also been noted that while the community and voluntary groups were added later, at the 

core of social partnership were the economic issues, which the employers and unions 

dominated. Until those issues were resolved, no other issues could be discussed,
837

 which 

likely led to a diminution of the impact of the community groups on social partnership. This 

has led to suggestions that social partnership really was a process in which economic issues 

were agreed while also silencing outspoken lobby groups.
838

 Their lack of “economic clout” 

has meant that these groups only have minimal influence in the Irish political landscape.
839

 

Thus the actual influence of the community and voluntary pillar really must be questioned, 

particularly when participants in the process have noted that while they are involved in the 

debate, the decisions are made elsewhere and by someone else.
840

 

The concept of social partnership, that is the inclusion of groups in the policy-making 

process, is to be lauded. For an area such as ESCR, it may be one solution to creating policy 

as it brings groups who may have divergent opinions together, in an effort to achieve 

consensus on policy. However, in practice, the promise for the social pillar has not transpired, 

with social partnership viewed more as a talking shop than a truly policy-making group. If 

policy-makers are to adopt social partnership as a model, it will need to be a remodeled 

concept where groups genuinely have an impact on policy issues. 

2.3 Deliberative Democracy in Action: Commission on Assisted Human Reproduction 

The Commission on Assisted Human Reproduction was established in 2000 by the then 

Minister for Health Micheál Martin. It had the following terms of reference: 

“To prepare a report on the possible approaches to the regulation of all aspects of 

assisted human reproduction and the social, ethical and legal factors to be taken into 

account in determining public policy in the area.”
841
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The Commission was also directed to seek submissions from the public, to consult with 

service providers and consumers, and also to consult with theological and philosophical 

experts.
842

 To achieve this end, the Commission undertook a number of activities.  

First it held two conferences. The first was held in 2001 and considered the social, legal and 

ethical factors surrounding assisted human reproduction. Although it was only attended by 

the members of the Commission and a number of invited Irish and international experts,
843

 it 

provided an opportunity for public debate and discussion. The second conference was held in 

2003 and was attended by 250 members of the public who responded to a public invitation 

from the Commission.
844

 

Second, in 2001 an advertisement was placed in the national press inviting members of the 

public and interested organisations to send in written submissions. Third, the Commission 

appointed a market research organisation to conduct a telephone poll to carry out a survey of 

a quota of people over the age of 15 living in Ireland. Fourth, the National Infertility Support 

and Information Group (NISIG) made available to the Commission results of a survey 

regarding the satisfaction of users of fertility treatment. Finally, surveys of service providers 

were also conducted in consultation with the College of General Practitioners in Ireland and 

the Institute of Obstetricians and Gynaecologists of the Royal College of Physicians of 

Ireland.
845

 

Thus, the general public was given the opportunity to contribute through written submissions 

(over 1700 were received),
846

 attendance at a public conference, and the telephone poll (1003 

participants),
847

 while interest groups could contribute through the written submissions, both 

conferences, and the focused surveys. By including the general public in its debate, the 

process followed by the CAHR trumps that of social partnership. Furthermore the public was 

given the opportunity to engage with members of the Commission at the public conference 

providing all groups with an opportunity in which to give reasons for their opinions, a process 

that is integral to democratic deliberation. However the deliberations of the Commission were 

held in private and thus while the general public and relevant stakeholders could contribute to 

the debate, unlike social partnership, there was no stipulation that they would be listened to. 

The final recommendations were also made by the Commission in a private setting. 

Furthermore all recommendations did not achieve consensus, with Gerry Whyte notably 

dissenting from the majority’s recommendation on the legal status of the embryo. 

2.4 Deliberative Democracy in Action: Irish Council for Bioethics 

Similarly, the Irish Council on Bioethics engaged in a public consultation as part of its report 

on the Ethical, Scientific and Legal Issues Concerning Stem Cell Research. Prior to its 
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closure, the Council considered public consultation integral to its work.
848

 Following 

advertisements and publicity in the media, the Council made public a questionnaire covering 

all the issues the Report was considering.
849

 Due to concerns that, despite careful designing of 

the questionnaire, issues which are in the public interest were not anticipated, there was an 

“open” question in which the public could express their opinions at length or raise further 

issues. The Council also prepared an information leaflet on the technical aspects of stem cell 

research to ensure that the public understood the scientific issues of the research.
850

 

The Council did note that this process was a public consultation and not a survey. One of its 

aims was to generally educate the public on stem cell research without focusing on one 

particular source of stem cell, such as embryonic stem cells over adult stem cells. The second 

aim was to facilitate a debate on stem cell research and, from this, gather public responses 

and opinions, which would form part of the deliberations of the Council. It also noted that 

due to the low awareness of the public on stem cell research, the response to the 

questionnaire was likely to be low and thus this should not replace any public debate on the 

issue.
851

 In total the Council received 2,188 submissions with 1,124 respondents opting to 

contribute in the “open” question.
852

 

2.5 Recommendation 1: Democratic Deliberation and ESCR 

Since the resignation of Bertie Ahern as Taoiseach and the collapse of the Irish economy, the 

importance of social partnership has waned
853

 and the website dedicated to the community 

and voluntary pillar of social partnership has not been updated since 2011. Despite the many 

flaws inherent in social partnership, the process may in fact prove to be a suitable template in 

which to determine the legal status of the embryo in Ireland, provided the criticisms 

identified are addressed. 

First the process should recognise that all sectors of Irish society, not merely economic, 

should be included in the deliberative process. Translating that into the stem cell context, this 

would mean that all stakeholders to the debate should be included in the policy making 

process. During the drafting of Article 40.3.3 of the Irish Constitution, consultation was 

limited to the PLAC, a process that should not be repeated. Policy makers should engage with 

ethicists, scientists, and legal experts, as well as interested parties. Rather than confining the 

involvement of stakeholders as occurred under social partnership, all interested parties should 

be given the opportunity to engage with the process. This is in line with the policy of the 

European Commission, which requires that external groups are consulted with when 

formulating its policies.
854
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Policy makers should also adopt the public consultation process of the CAHR to ensure that 

the general public has an opportunity to contribute to the debate on the legal status of the 

embryo. Thus members of the public who are not part of a particular interest group can then 

voice their opinion on this controversial matter. These considerations of the public must be 

fed into the negotiation processes followed by social partnership. However, it is important 

that the process does actively involve the stakeholders in achieving a consensus, rather than 

the apparent policy under social partnership whereby decisions in reality were made 

elsewhere outside of the negotiation process. In this way, real efforts must be made toward 

achieving a consensus on the legal status of the embryo and also embryonic stem cell 

research. As evidenced by the CAHR, not all stakeholders will agree, but this must not 

prevent the process from taking place. Through this process common ground may be found 

and a decision that most stakeholders can accept agreed upon. 

Recommendation 1: The process of social partnership should be improved and adopted as a 

mechanism for determining the legal status of the embryo and the legal status of embryonic 

stem cell research in Ireland. 

3. Permitted Research in Ireland 

Once the legal status of the embryo is clarified, it should become clear whether the embryo 

can be destroyed for research purposes. As previously noted, while ESCR may be permitted, 

due to the ethical concerns associated with the research, policy makers may opt for a 

restrictive regulatory framework. In this way, policy makers may adopt a strong version of 

the ethical precautionary principle. 

This restrictive policy may manifest itself in the prohibition of all types of ESCR. Should 

Ireland adopt that approach, it must be considered whether patients in Ireland can benefit 

from developments in the treatment. This point was indeed raised in the House of Commons 

in the United Kingdom during the debates on the HFE Act 1990: 

“If research were to be banned in the United Kingdom, surely the benefits from such 

research undertaken elsewhere should also be banned from use in this country. To do 

otherwise would be a major hypocrisy.”
855

 

If the research is prohibited in Ireland due to moral objections, policy makers must address 

whether the treatments arising out of ESCR will be permitted in Ireland. While the issue of 

moral complicity is outside the scope of this thesis,
856

 this is an issue which policy makers 

must consider. The ethical precautionary principle is most likely to manifest itself through the 

permitted sources of embryonic stem cell lines. A strong version of the ethical precautionary 

principle which will reflect a restrictive policy may result in a complete ban of the research or 

the use of imported stem cell lines only. An intermediate approach, however may be reflected 

in the use of spare embryos while a permissive approach may permit the creation of embryos 
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for research or the creation of embryos through SCNT. The important issue for policy makers 

is that they consider which sources of embryos should be permitted and that the sources 

adopted reflect the appropriate level of the ethical precautionary principle, as determined 

through democratic deliberation. 

3.1 Imported Stem Cells 

Ireland may adopt a restrictive ESCR policy while permitting some degree of the research to 

take place. This restrictiveness may be expressed in the sources of embryos that are permitted 

to be used for research purposes. The first potential source of embryo is imported stem cell 

lines. As previously discussed, Germany is one jurisdiction that has adopted this approach. 

By importing the stem cell lines, the embryo would not be destroyed in Ireland, thus policy 

makers can prohibit the destruction of the embryo while permitting ESCR. Such a policy 

would have some parallels with Irish abortion policy in which abortion is prohibited but 

women are not prohibited from seeking an abortion abroad. 

Imported stem cell lines are likely to come from a stem cell bank, which has been described 

as “a stock of cells frozen in a viable state, which can provide reproducible cells for future 

use”.
857

 Ireland would have a number of options in which to import stem cells from a stem 

cell bank. On foot of a House of Lords Select Committee Report, the National Institute of 

Biological Standards and Control (NIBSC) was selected to host the UK Stem Cell Bank in 

2002. The bank has a repository of embryonic, adult and foetal stem cell lines. Its sole 

function is to host the cell lines. It has no role in deriving the lines, or in approving 

applications to access the lines, thus avoiding any potential conflict of interest. Access to the 

stem cells can only be provided by the UK Stem Cell Bank. Stem cells can only be exported 

provided the research fulfils the stem cell bank’s Code of Practice and also complies with the 

legislation in the country of origin.
858

 

There is now also a centralised registry of stem cell lines within the European Union known 

as the “European Human Embryonic Stem Cell Registry” (hESCreg).
859

  Funded under EU 

Framework Programme 6, its purpose is to hold information on all ESC lines derived in 

Europe. While recognising the differing regulatory frameworks of ESCR within Europe, 

hESCreg attempts to seek agreement on informed consent, transparency and traceability, and 

no intention to use an embryo for reproduction with regard to ESCR.
860

 In particular, the 

objections of hESCreg are: 

 To define and implement eligibility criteria for listing of hESC in the registry;  
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 To establish a working mechanism for registry performance whereby input from 

existing registries, banks, networks and research initiatives will be incorporated;  

 To establish and disseminate registry criteria as well as registration, access and 

quality control mechanisms to hESC providers and users;  

 To develop the technical backbone of the registry and to design and implement an 

Internet-based access mode for cell lines listed in the European hESC-registry;  

 To develop the registry into a knowledge-service tool of registered hESCs for 

research and application and provide regular dissemination, communication and 

updating mechanisms of the registry content.”
861

 

It follows that through hESCreg, researchers in Ireland can access information on the location 

of stem cell lines within Europe. Furthermore, they can be satisfied that these stem cell lines 

satisfy certain criteria as espoused by the registry. Equally, they may actually access the stem 

cell lines from the UK Stem Cell Bank and be satisfied that these stem cell lines satisfy the 

conditions in the Bank’s Code of Practice.
862

 Therefore, should Irish policy makers opt to 

permit ESCR on imported stem cell lines only, there are sources from which researchers in 

Ireland can import the stem cell lines. 

3.2 Supernumerary Embryos 

Another potential source of stem cell lines is from supernumerary embryos. Supernumerary 

embryos are spare embryos left over after IVF treatment. Due to the intensive hormone 

treatment that a woman must undergo prior to the treatment, it is common that more embryos 

are created than are required. It is standard practice that up to three embryos are implanted 

and the remaining embryos are cryopreserved. These cryopreserved embryos may be thawed 

out and implanted at a later date, or the couple may no longer want to use the embryos for 

reproductive purposes. The “couple”
863

 are then faced with a decision of implanting the 

embryos, donating the embryos to an infertile couple, donating the embryos for research or 

thawing out the embryos and allowing them to be “die” naturally.
864

  

In its report on ESCR, the Irish Council for Bioethics recommended that supernumerary 

embryos be permitted for ESCR in Ireland.
865

 Its reasoning was based on the principle of 

proportionality and it argued that if the supernumerary embryos are going to be destroyed, 

research should be permitted on them if they have the potential to improve life.
866

 The 
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Commission on Assisted Human Reproduction also recommended that research on 

supernumerary embryos be permitted.
867

 As until the judgment in the Roche case it was 

unclear whether embryos in Ireland left over after IVF could be destroyed, there is likely to 

be a ready supply of supernumerary embryos that could potentially be used for research 

purposes. Thus, provided adequate consent measures are put in place, researchers in Ireland 

could derive embryonic stem cells from these embryos, using the most up to date technology. 

3.3 Embryos created through SCNT 

Finally, embryonic stem cells may also be derived from embryos that are solely created for 

research purposes or created through SCNT. Embryonic stem cells created through SCNT 

will be invaluable when ESCR gets to its clinical application stage as these stem cell 

therapies will not be rejected by the patient as they will be genetically identical to the patient. 

This will also avoid the patient spending a lifetime on immunosuppressant drugs.
868

  

3.4 Recommendation 2: Sources of embryos and the Ethical Precautionary Principle 

While it is outside the scope of this thesis to recommend which sources of embryonic stem 

cell lines should be permitted in Ireland, it is important that it is clear which sources of 

embryos are permitted to be used in ESCR. During the process of determining the status of 

the embryo, it may become clear whether the ethical precautionary principle will apply and 

whether a strong or weak version of the principle should apply. Thus if there is a concern that 

only very limited ESCR should be permitted, policy makers may opt to restrict ESCR to 

imported stem cell lines only. On the other hand if there is a move towards a liberal approach 

to ESCR, policy makers may adopt a weak version of the ethical precautionary principle and 

permit research on all sources of embryonic stem cell lines. What is important is that the 

appropriate level of ethical precaution is discussed during the deliberative process. In this 

way, policy makers can ensure that the sources of embryonic stem cell lines lie within the 

ethical precautionary principle. 

Recommendation 2: Policy makers must take into account the ethical precautionary principle 

when determining the sources of embryos permitted to be used in ESCR. 

4. Regulating Embryonic Stem Cell Research in Ireland 

4.1 Regulatory Impact Assessment 

Should Ireland opt to permit some form of ESCR, policy makers will also have to determine 

the structure of its regulatory framework. To aid policy makers, a Regulatory Impact 

Assessment (RIA) should be conducted as indeed is the policy for all policy proposals in 

Ireland.
869

 Similarly, the Commission requires an RIA to be carried out on all policy 
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proposals.
870

 This study should illustrate the likely effects of proposed rules and reforms, 

including the potential costs, and an indication as to whether the contemplated regulation 

would achieve the desired results. In this way, RIAs can improve the substance of regulatory 

decisions and can enable public authorities to engage stakeholders at this early stage.
871

 

In the Irish Government’s White Paper Regulating Better, it was envisaged that there should 

be a two phased approach to RIAs: the preliminary assessment would simply provide a 

“light” assessment of the likely costs and impacts while the second stage would involve a 

much more thorough analysis. While an RIA on ESCR policy would likely address issues 

such as the ethical concerns of the public in introducing policy, it will also assess the likely 

economic cost and value. Research institutions that are likely to commence ESCR may have 

to take on additional economic costs that the regulations may impose. These will be 

examined during the RIA and it can be assessed whether they are reasonable. However, there 

is likely to be an economic benefit to these research institutions and the Irish economy in 

general, as funding may be sourced from the EU under its Framework Programmes or 

through national and international funding bodies. 

4.2 Recommendation 2: RIA and ESCR Policy 

As is now standard practice in the formation of Irish policy, a RIA must be carried out before 

ESCR policy is introduced. This should include an assessment of the impact ethical and 

economic issues on introducing regulations. While there is likely to be a cost to research 

institutions which may engage in ESCR, as they will have to adhere to ethical, safety and 

economic standards to name but a few, this should also include an assessment of the 

economic benefits to both the research institute and the Irish economy. 

Recommendation 3: Prior to the introduction of ESCR policy, in accordance with 

government policy, a RIA should be carried out to assess the likely impact of any new 

regulations.  

4.3 Proposed Irish Regulatory Model  

As discussed in Part II, international regulatory frameworks have adopted legislation, 

established independent regulatory authorities or adopted funding and patenting policies 

which impact upon the research. Current Irish policy centres on funding and patenting 

policies. While there is a ban presently on the use of public monies to fund ESCR, there is no 

such ban on the private funding of ESCR. As previously noted, despite University College 

Cork and Trinity College Dublin deciding to permit ESCR, it is currently not clear whether 

such research has commenced. In the absence of national guidelines or legislation on ESCR, 

the research will be carried out within the guidelines of that particular institution.
872

 The 
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problem with such an approach is that although the Irish Council for Bioethics and the 

Commission on Assisted Human Reproduction have coordinated a dialogue amongst the 

public and various stakeholders, a national dialogue, which includes policy makers, has not 

occurred to date. Thus guidelines on this issue are being introduced on an ad hoc basis, 

without any input from policy makers and the general public.  

One exception would be if a research institution, based in Ireland, applied for funding under 

FP7. While ESCR is not expressly prohibited in Ireland, EU funds may be deemed to come 

under the ban on public funds. However, if it is decided that EU funds are considered private 

funds, researchers would have to follow the guidelines under FP7.
873

 Furthermore, if Irish 

researchers are prohibited from applying for ESCR funding under FP7, there is a very limited 

pool from which they could seek funding, as due to the prohibition of patenting inventions 

arising out of ESCR, it is unlikely that a biotechnology company would be willing to invest 

in Ireland. Thus, they would have to seek funding from philanthropic organisations or 

international funders such as the Wellcome Trust.
874

  

A regulatory framework that is solely based on funding and patenting policies does not 

satisfy the Better Regulation principles. As was illustrated by the analysis of the funding 

model of the US, this policy is subject to change depending on the political orientation of the 

government, a situation that fails to provide certainty for scientists. Furthermore, researchers 

in receipt of private funds are essentially unregulated, with no public control over their 

research. This leads to inconsistency in the legal and ethical requirements that researchers are 

required to adhere to. As evidenced by the approach that the US company Geron took, private 

funders may not require strict adherence to ethical principles but may publish or apply their 

principles after the research has proven successful.  

Such ambiguity is not acceptable for researchers and may be detrimental to their research. 

Indeed, researchers will want to ensure that their work will not be prohibited at a future date 

due to illegality that they were unaware of at the commencement of the research project. It is 

crucial that this uncertainty be resolved, as without legal clarification, stem cell researchers 

will be operating in a legal limbo. A solution to this problem would come with clarity on the 

status of the embryo in vitro and the circumstances in which ESCR is permitted. An 

announcement on the prohibition of the public funding of the research does not provide 

sufficient clarity. 

Due to the importance of clarity for researchers, it is submitted that legislation be used to 

regulate ESCR in Ireland. As previously outlined, the legislative process is transparent, as 

interested parties have the opportunity to lobby their elected representative or give evidence 

at committee stage. The debates on a Bill are also heard in public place (Parliament) and the 

legislation is accessible to all, in particular, to the researchers. This legislation will also apply 

to all researchers thus ensuring that no researcher falls outside of the regulatory framework. 
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Equally, potential funders will be aware of the legal status of the research and will be certain 

of the legal status of the research prior to granting any funding. 

Despite the clarity that legislation can bring, the possibility of the law failing to keep pace 

with advances in science has previously been discussed. Therefore while legislation should 

clearly state the permitted boundaries of research, it should be careful not to be overly 

prescriptive and include terms and definitions that are likely to become outdated with 

developments in technology. It is submitted that such issues should be the responsibility of an 

independent regulatory authority such as the UK Human Fertilisation and Embryology 

Authority. Although it is against Irish policy to create a new regulatory authority unless there 

is a proven need for it,
875

 it is submitted that due to the unique scientific, legal and ethical 

issues involved with regulating ESCR, there is the need to establish such an authority. Such a 

body should be tasked with overseeing the implementation of the legislation and can make 

decisions, such as the issuing of research licences, in light of current scientific knowledge. 

The Commission on Assisted Human Reproduction in its 2005 report recommended the 

introduction of a regulatory authority to oversee assisted human reproduction and embryo 

research practices in Ireland.
876

 This was echoed by the Irish Council for Bioethics, which 

recommended the establishment of an independent regulatory authority to oversee ESCR 

regulation in Ireland.
877

 This proposed regulatory authority could be staffed with people who 

have the requisite legal, ethical and scientific expertise necessary to regulate ESCR. In 

particular it would be in a position to anticipate potential scientific advances that may require 

a change in the legislation or relevant policy of the authority, ensuring that the law keeps 

pace with changes in the science. 

However, Ireland should learn the lessons of the HFEA and ensure that the powers of the 

regulatory authority are clearly stated. This would help avoid any criticism that the body is 

over-stepping its remit. If it is to have a role in policy making, this should be clearly stated. 

While the need for legal clarity must be balanced against the need to ensure that the 

regulatory authority can respond to changes in the science, a good RIA should guide how this 

balance may be struck. Furthermore, policy makers must address issues of accountability. If it 

is to be truly independent, then the model of the HFEA, whereby the government has no 

influence in its policy-making role could be adopted. However, if it is preferred that the 

Minister for Health or the Department of Health and Children should have some oversight, 

the independence of the authority will be eroded. It is submitted that the independence of 

such an authority is crucial due to the ethical issues at stake. However, clearly outlining the 

body’s roles and duties in legislation or supplementary regulations will ensure that the role of 

the body is clearly understood and that the Minister can hold the body accountable to its 

duties. In this way the balance between independence and accountability can be struck. 
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4.4 Recommendation 4: The Legal Status of the Embryo 

Central to the regulation of ESCR in Ireland is clarity as to the legal status of the embryo in 

vitro. Once this is established in law, stem cell policy can begin to emerge. Clarifying the 

legal status of the embryo will make it clear whether the research is permitted in Ireland and 

also the circumstances in which the research is permitted. It is submitted that to ensure clarity 

for scientists, research institutions, and funders, the legal status of the embryo should be 

enshrined in legislation. This legislation should also clearly state the legal status of ESCR. 

Recommendation 4: The legal status of the embryo in vitro should be clearly stated in 

legislation. This legislation should also clearly state the legal status of ESCR. 

4.5 Recommendation 5: The Establishment of an Independent Regulatory Authority 

As illustrated by the HFE Act 1990, certain issues such as a definition of an embryo, should 

not be explained in legislation as these definitions are subject to change. Rather, an 

independent body, composed of experts in law, ethics and science, should consider such 

issues. Furthermore, such a body should be tasked with the issuing of licences and the 

determination of circumstances in which the research is permitted. This body will have the 

requisite expertise to ensure that only necessary research using an embryonic stem cell is 

carried out. However, the functions and duties of the body should be clearly outlined to 

ensure that it is not engaging in policy making if that is not to be its role. 

Recommendation 5: An independent regulatory authority should be established to oversee the 

regulation of ESCR in Ireland. The roles and duties of this authority should be clearly stated 

in legislation. 

4.6 Recommendation 6: A Coherent Regulatory Framework 

If Irish policy makers decide to permit the research, there should be a coherent regulatory 

framework put in place. Legislation that permits the research should also be reflected by the 

policies of the independent regulatory authority. Equally, the funding policies should reflect 

this and the ban on the public funding of ESCR should be lifted. This applies to the current 

patenting policy under the Biotechnology Directive. If ESCR is to get to clinical application, 

it must be possible to patent the research as patents provide the economic incentive for 

private companies to engage in the research. The Commission should reconsider its current 

patent policy. It is peculiar that it encourages the public investment of the research through its 

FPs, yet removes the economic incentive for private companies to invest in the research. In 

the interim, Irish policy makers should ensure that there is a coherent policy in place and that 

funding policies reflect legislative policy. 

Recommendation 6: Irish policy makers should revise their current ban on the public funding 

of ESCR to ensure that it reflects their legislative policy. This will ensure that there is a 

coherent framework in place. 
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5. Conclusion 

The divisive abortion debate in Ireland has provided us with a valuable lesson in how not to 

create policy. The introduction of new policy should not come on foot of a lobby campaign, 

which in the case of abortion, successfully managed to use a time of political uncertainty to 

its advantage. Rather it should come in response to a need for new policy. The regulation of 

ESCR in Ireland is currently in a state of uncertainty with lawyers, scientists and the funders 

of science uncertain as to its legal status. To rectify this situation, Irish policy makers must 

address the issues that ESCR brings and engage in a campaign of consultation with the 

various stakeholders in the process of democratic deliberation. Ireland has experience with 

this policy during social partnership. Despite its flaws, social partnership has a good model in 

place, which should be improved upon and used to begin the process of determining the 

status of the embryo and ESCR. 

Finally Irish policy makers should ensure that policy is coherent. For too long, it has been 

guided by a funding policy that bans the public funding of ESCR without expressly 

prohibiting the research itself. Similarly, in Europe, the Commission funds the research but 

prevents the commercialisation of the research. This lack of consistency and coherency leads 

to questions about what the true policy goals of the Commission are. Ireland should ensure 

that this does not occur but rather that its overall policy goals are reflected in its legislative 

scheme as well as its funding policies. Such an approach will ensure a coherent policy is in 

place, which provides clarity to both researchers and the public alike. 
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Appendix A List of Recommendations 

Recommendation 1: The process of social partnership should be improved and adopted as a 

mechanism for determining the legal status of the embryo and the legal status of embryonic 

stem cell research in Ireland. 

Recommendation 2: Policy makers must take into account the ethical precautionary 

principle when determining the sources of embryos permitted to be used in ESCR. 

Recommendation 3: Prior to the introduction of ESCR policy, in accordance with 

government policy, a RIA should be carried out to assess the likely impact of any new 

regulations.  

Recommendation 4: The legal status of the embryo in vitro should be clearly stated in 

legislation. This legislation should also clearly state the legal status of ESCR. 

Recommendation 5: An independent regulatory authority should be established to oversee 

the regulation of ESCR in Ireland. The roles and duties of this authority should be clearly 

stated in legislation. 

Recommendation 6: Irish policy makers should revise their current ban on the public 

funding of ESCR to ensure that it reflects their legislative policy. This will ensure that there 

is a coherent framework in place. 
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