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Joint Committee on Health Pre-Legislative Scrutiny of the 

General Scheme of the Assisted Human Reproduction Bill 

17 January 2018 

 

Opening Statement by 

Dr Tony Holohan, 

Chief Medical Officer, Department of Health 

 

Introduction 

Good morning, I would like to thank the Chairman and members of the 

Committee for the opportunity to address you on this draft legislation.  As the 

Chairman said, I am joined by Ms Geraldine Luddy, head of the bioethics unit 

at the Department of Health as well as a number of representatives from the 

HSE: 

 Mr Liam Woods, National Director, Acute Operations 

 Dr Colm Henry, National Clinical Advisor and Group Lead, Acute 

Hospitals 

 Dr Jerome Coffey, National Director, National Cancer Control 

Programme 

 Dr Peter McKenna, Clinical Director, National Women and Infants 

Health Programme  

I hope to provide these hearings with some background to the Government 

decision to approve the General Scheme of the Assisted Human Reproduction 

Bill 2017, and to briefly outline the main provisions of the Scheme.  

 

Impact of Infertility 

It is estimated that one in six couples worldwide experience infertility at some 

point in their lives. The rate of infertility and subfertility is increasing due to a 
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number of social and lifestyle factors, for example, due to delayed parenthood 

in order to pursue a career and ensure financial security as well as higher rates 

of obesity and sexually transmitted infections, which can impact on a person's 

reproductive health and fertility.  

 

From an Irish perspective, based on information provided by the Health 

Products Regulatory Authority (HPRA) the number of cycles for AHR 

procedures conducted in fertility clinics in Ireland is increasing. For example, 

the provision of treatment has risen from 7589 cycles in 2009 to almost 9000 

(i.e. 8974) in 2016. 

 

We understand the impact that the issues of infertility and subfertility can have 

at an individual level. The ability to conceive a child naturally is a normal 

human expectation and a diagnosis of infertility can be a source of severe 

emotional and psychological distress, physical discomfort and financial 

hardship.  

 

These issues and the impact they can have at a personal level have been brought 

to the fore in our engagement with various stakeholders in the context of 

developing the General Scheme as well as through the numerous representations 

made to the Minister by and on behalf of citizens affected by infertility.  

 

As you will be aware work is ongoing in the Department in relation to proposals 

for a potential public funding model for AHR treatments, which I will discuss in 

more detail shortly.  

 

The development of the General Scheme and the work relating to a possible 

public funding model for AHR has generated a significant debate. While we 

endeavour to progress these important policy and regulatory issues we are 
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conscious of the direct impact this work can and will have on individuals. For 

example, people who are currently undergoing AHR treatment or who may be 

considering such treatment may adjust or defer their plans in anticipation of 

impending policy changes arising from the Department. As such we understand 

that we have a responsibility to provide a realistic and reasonable appraisal of 

what the Department is endeavouring to do in this space and the timelines 

involved. 

 

Medical and Social Aspects of AHR 

The development of reproductive technologies means that children can be 

created outside of what may have been seen as ‘normal’ male female sexual 

relationships. Sperm and eggs can now be manipulated and created in 

laboratories. While reproductive medicine is one of the most innovative and 

rapidly developing areas of medicine it also raises challenges from ethical and 

legal perspectives.  

 

Advances in assisted human reproduction technologies have increased the 

number of treatment options available to those affected by infertility and 

subfertility [e.g. in vitro fertilisation, gamete (sperm and egg) donation from 

third party donors and surrogacy. The categories of people wishing to access 

such treatments have also expanded to include heterosexual couples, same sex 

couples, single people and people wishing to avoid serious hereditary diseases. 

Therefore, from a medical and social perspective, infertility and subfertility 

represent important issues that require a health service response and regulation.  

 

Aim of the AHR Legislation 

Currently there is no specific legislation in Ireland governing AHR. There is 

limited existing regulation relating to the use of gametes and embryos.  
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In 2006 the Health Products Regulatory Authority (HPRA) was designated as 

the competent authority for SI No. 158 of 2006 (Quality and Safety of Human 

Tissues and Cells) Regulations, which governs the quality and safety standards 

in the donation, procurement, testing, processing, preservation, storage and 

distribution of human tissues and cells, including gametes and embryos.  These 

regulations empower the HPRA to authorise and monitor tissue establishments, 

which include some fertility clinics. 

 

Of further relevance the Children and Family Relationships (CFR) Act 2015, 

reforms and updates family law to address the needs of children living in 

diverse family types. Parts 2 and 3 of that Act are the responsibility of the 

Minister for Health. These Parts of the CFR Act when commenced will regulate 

aspects of AHR involving donated gametes and embryos and are specifically 

concerned with parentage rules for children born through donor assisted human 

reproduction (DAHR) procedures, obligations applying to facilities providing 

such procedures and the establishment of the National Donor-Conceived Person 

Register. 

 

Officials in the Department of Health are preparing draft regulations to facilitate 

the commencement of Parts 2 & 3 of the CFR Act 2015, and are working to 

resolve a small number of technical issues in order to ensure that the processes 

associated with Parts 2 & 3 of the Act can be commenced. 

 

While the number of people accessing AHR treatments and services in Ireland 

is increasing, the provision of these services remains largely unregulated, which 

means that individuals are availing of often complex and sometimes risky 

procedures in a legal vacuum.  
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Legislation is, therefore, required in order to assist people to have children 

safely, to clarify the legal position of children born from these practices, and to 

ensure research and new reproductive technologies are carried out within a 

prescribed ethical framework. 

 

Model of care for infertility 

While the vast majority of AHR treatments and services currently available in 

Ireland are provided through private AHR clinics, there is a limited specialist 

AHR service available through the HSE, which provides funding for fertility 

preservation for cancer patients whose treatment is likely to impact on their 

fertility. The Department intends to work with representatives from the HSE to 

ensure that there is a coherent approach to the development of the AHR 

legislation, which is consistent with the existing publically available 

cryopreservation service.  

 

In order to support the commencement of the legislation, the Department will 

work during 2018 with the HSE to develop a model of care for infertility to 

ensure the provision of safe, effective and accessible services through the public 

health system as part of the full range of services available in obstetrics and 

gynaecology. We intend to establish an implementation committee to ensure 

that the drafting of the legislation, the preparation of the above service 

arrangements, and the development of specific eligibility arrangements can all 

proceed in line with each other to allow for the timely commencement of the 

legislation.  

 

The Scheme we are discussing this morning represents the first time a 

comprehensive package of measures has been drafted for assisted human 

reproduction ("AHR"), which includes associated aspects of research. The 

introduction of legislation in this area is a priority for the Minister for Health 
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and also affirms the commitment in the Programme for Partnership Government 

relating to the regulation of AHR and surrogacy.   

 

Key Principles underlying the General Scheme 

In preparing the Scheme we adopted three principles to guide our work in this 

complex area – namely – 

1. The welfare of the child  

2. Safeguarding the  health of women undergoing AHR procedures and 

3. the promotion of best clinical practice. 

 

Children born through AHR may be vulnerable as they lack any control over the 

circumstances of their birth.  For this reason, and in recognition of Article 42A 

(Children) of the Constitution as well as the UN Convention on the Rights of 

the Child, consideration of the welfare and best interests of children born 

through AHR  was a key consideration. 

 

The wellbeing of women involved in these procedures also required special 

attention, as women are the main recipients of  AHR interventions due to their 

biological role in pregnancy and childbirth.  

 

Finally, the promotion of best clinical practice should be standard in any 

recommendation put forward by the Government, and, in the case of AHR, it 

has also been seen that adhering to this principle can positively impact the 

safety and wellbeing of women, for example, in the context of multiple 

pregnancies. 

 

Main Provisions of the General Scheme 

Officials in the Department of Health are engaging with the Office of the 

Attorney General in relation to the process of drafting the Assisted Human 
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Reproduction Bill. Given the comprehensive scope of the legislation and the 

ethical, legal and social issues that arise with AHR practices, I anticipate that 

certain areas of the General Scheme that will require further consideration and 

refinement during the drafting process.  

 

The General Scheme is comprised of 9 Parts. Part 1 deals with standard 

provisions relating to the legislation such as interpretation and commencement 

matters. 

 

Part 2 outlines the general principles that apply in the context of all AHR 

treatments and procedures, including requirements regarding informed consent 

and counselling, conditions regarding embryo transfer, and welfare of the child 

considerations.  

 

Part 3 outlines the conditions and restrictions relating to the donation of gametes 

and embryos for use in AHR treatment by other people and/or for use in 

research. It also outlines specific requirements relating to people wishing to 

access AHR treatment involving donated material. This Part includes specific 

requirements relating to:  

 informed consent and counselling; 

 age restrictions for donors; 

 prohibiting the donation of embryos other than supernumerary embryos;  

 limits on the use of donated material; 

 prohibiting commercial gamete and embryo donation; 

 the permitted storage periods for gametes and embryos. 

 

Part 4 of the Scheme deals with posthumous assisted reproduction (PAR), 

which involves the use of frozen gametes or embryos from a deceased person to 
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achieve a pregnancy.  These provisions enable a surviving female partner to 

continue a parental project after the death of her partner, provided specific 

conditions are fulfilled. For example, the relevant parties have received 

counselling and given their informed consent and provided a one-year grieving 

period has elapsed since the partner's death.  

 

The Scheme states that the deceased person would be recognised as a parent of 

any child born following PAR provided that child is born within 36 months of 

the person's death. 

 

Part 5 provides for pre-implantation genetic diagnosis (PGD), sex selection (for 

medical purposes) and human leucocyte antigen (HLA) matching in the context 

of AHR treatment are permitted provided certain eligibility/qualifying criteria 

are fulfilled. For example, both PGD and sex selection would only be permitted 

where there is a significant risk of a child being born with a serious genetic 

disease. 

 

The AHR Regulatory Authority established by this legislation will be 

responsible for establishing and maintaining a list of genetic diseases for which 

PGD and sex selection will be permitted. In relation to HLA matching, the 

Regulatory Authority will also maintain a list of eligible diseases, but specific 

approval from the Regulatory Authority will be required on a case by case basis 

and subject to considering particular criteria. 

 

Part 6 outlines the specific conditions under which surrogacy will be permitted 

in Ireland. The term surrogacy relates to a situation whereby one woman (i.e. 

the surrogate) agrees to become pregnant, carry and deliver a child on behalf of 

another individual or couple (i.e. the intending parent(s)). This includes a 

requirement for all surrogacy agreements to be pre-authorised by the Regulatory 
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Authority. This pre-authorisation process will help to safeguard the welfare of 

the parties involved in the surrogacy agreement, in particular any child who 

may potentially be born as a result of that agreement, as well as the surrogate 

involved.  

 

The Scheme sets out a court-based mechanism through which the parentage of a 

child born through surrogacy may be transferred from the surrogate (and her 

husband, if applicable) to the intending parent(s).  

 

Commercial surrogacy raises a number of concerns relating to the welfare and 

commodification of the children involved as well as the potential risks of 

coercion and exploitation of financially vulnerable women to act as surrogates. 

In light of this the General Scheme explicitly prohibits commercial surrogacy 

being conducted in Ireland.  

 

Part 7 of the Scheme stipulates the conditions under which research involving 

embryos, embryonic stem cells and induced pluripotent stem cells may be 

permitted, subject to obtaining a licence from the Regulatory Authority.  

 

This Part prohibits the creation of embryos specifically for research purposes 

and also prohibits certain practices that may be associated with embryo and 

stem cell research, for example, reproductive cloning. 

 

Part 8 provides for the establishment of the AHR Regulatory Authority and 

outlines its functions in terms of the oversight and regulation of compliance 

with the legislation. This would include the issuing of licences to AHR 

treatment providers and researchers. 
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As previously mentioned the AHR Regulatory Authority will be essential to the 

successful implementation of the legislation given the complexity of the issues 

involved in regulating this area and the rapidly evolving nature of AHR and 

research technologies.  

 

A key function of the Regulatory Authority will be the collection of statistical 

information from AHR providers, beyond that which is currently available, on 

all AHR activities and their outcomes, such as the number of children born from 

such procedures. The collection of this detailed information would enable the 

Regulatory Authority to monitor and assess the safety and effectiveness of AHR 

practices and would also help to inform future policy-making in this area.   

 

Part 9 outlines the various offences that apply in relation to contravening 

specific Heads within the Scheme and stipulates the level of penalty that could 

be applied in each instance. 

 

Conclusion 

In conclusion I would like to re-iterate that the provisions outlined within the 

Scheme and in particular the establishment of a dedicated AHR Regulatory 

Authority will ensure that AHR practices and related areas of research are 

conducted in a more consistent and standardised way and with the necessary 

oversight. 

 

As I outlined earlier the commencement of the legislation is one element of the 

development of a model of care for infertility, which will ultimately aim to 

embed the provision of safe, effective and accessible AHR treatments and 

services into the broader range of obstetrics and gynaecology services available 

through the public health service. 
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I would like to thank the Chairman and the Committee for undertaking this 

review of the General Scheme. Officials in the Department look forward to 

receiving the Committee's report, which will make a valuable contribution to 

further development of this legislation. 

 


