
Policy maker view

“Perhaps surprisingly, the public 
supported the new techniques if it 
could prevent serious illness. They 
had little objection to its being 
approved for clinical use as long 
as it was scrupulously overseen by 
an appropriate regulatory body”
Professor Lisa Jardine, Chair of HFEA, 
broadcast in ‘A Point of View’,  
BBC Radio 4, 25 October 2013.

Influence on policy and policy 
makers
There have been significant direct impacts 
on policy development. The dialogue 
findings were fed directly into HFEA advice 
on the public view, which contributed to 
Government considerations on whether to 
change the law to allow clinical practice of 
mitochondria replacement. 

The HFEA agreed its advice to Government 
on 20 March 2013, concluding that the 
results of the consultation showed broad 

support for mitochondria replacement 
being made available to families at risk 
of passing on a serious mitochondrial 
disease. The HFEA advice specifically 
identified a series of safeguards that 
reflected the three conditions identified in 
the results from the public dialogue and 
drew extensively on all the results from the 
consultation. The finalised public dialogue 
and scientific update reports were sent to 
Government on 28 March 2013.

Mitochondria replacement 
A major public dialogue to review the ethical, social and 
regulatory issues involved in mitochondria replacement and 
provide the main contribution to HFEA’s advice to Government 

Case Study

Mitochondria are present in almost all human cells. For any cell to work properly, 
the mitochondria need to be healthy. Unhealthy mitochondria can cause 
genetic disorders known as mitochondrial disease, caused by faults in the 
DNA within mitochondria, which can cause a range of conditions from mild to 
severe and life threatening, with no known cure and limited treatment options. 
Mitochondrial disease can be transmitted from a mother to her children. 

Techniques to modify the DNA of eggs or embryos are currently allowed for 
research purposes, but are currently illegal for treatment purposes under the 
Human Fertilisation and Embryology (HFE) Act 1990. Permitting mitochondrial 
replacement in treatment would require a change in the law by Parliament, 
through secondary legislation to introduce regulations.

The dialogue was commissioned at the request of the Secretary of State for 
Health, by the Human Fertilisation and Embryology Authority (HFEA) to advise 
on the public’s views of the ethical issues involved in the techniques. 

All feedback, including the formal evaluation, suggests this was an exemplary 
process. This was particularly the case for the stakeholder engagement in 
the governance, and the multi-strand consultation that included deliberative 
workshops with recruited public participants; an opinion poll survey; open 
meetings for stakeholders; a focus group with those affected by the disease; 
and an open, online, written consultation.

Vital statistics
Commissioning body:  
Human Fertilisation and Embryology 
Authority   

Duration of process:  
13 months: March 2012 - March 2013

Number of public participants:  
1,070 (979 in public representative 
survey and approximately 90 involved 
in deliberative public workshops)

Total stakeholders involved:  
1,935 (seven in patient focus group, 
92 across two open consultation 
meetings and 1,836 responded to 
an open consultation questionnaire)1

Cost of project:   
£220,000 total, Sciencewise  
co-funding = £72,000

1 For the open consultation meetings and open consultation questionnaire, some of the participants will have been members of the public.  

http://www.bbc.co.uk/news/magazine-24652639
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Background
In January 2012, the Wellcome Trust announced funding of £4.4 million for a new Wellcome Centre for Mitochondrial Research at 
the University of Newcastle, to establish the safety and efficacy of two new medical techniques to avoid inherited mitochondrial 
disease. The techniques involve removing the nuclear DNA from an egg or embryo with unhealthy mitochondria and transferring 
it into a donor egg or embryo with healthy mitochondria. If this were allowed in treatment, it would be the first time that modified 
embryos were used to make a child who would in turn have DNA from its parents and a donor, and who would pass those 
changes down the maternal line to the next generation. The researchers estimated that these techniques could become 
treatments within two years. 

These techniques (‘mitochondria replacement’) are currently illegal in treatment in the UK. The Human Fertilisation and Embryology 
Act (1990), as amended in 2008, governs research and treatment involving human embryos and related clinical practices in the 
UK. The Act only permits eggs and embryos that have not had their nuclear or mitochondrial DNA altered to be used for treatment. 
Permitting mitochondrial replacement in treatment would require a change in the law by Parliament, through secondary legislation 
to introduce regulations. A six-month inquiry by the Nuffield Council on Bioethics into the ethical issues raised by the new 
techniques was launched in January 2012 and reported in June 2012.

Also in January 2012, the Secretary of State for Health, and the Secretary of State for Business, Innovation and Skills, asked the 
HFEA to seek public views on emerging IVF-based techniques to prevent the transmission of mitochondrial disease (with support 
from Sciencewise). 

On 25 June 2013, there was a debate in the House of Commons 
during which the Parliamentary Under-Secretary of State for Health 
(Anna Soubry) referred to the consultation on mitochondria “In 
collaboration with Sciencewise, which has a key role in helping 
the public to understand complex scientific issues, the HFEA 
took many different approaches to ensure that it gathered public 
views on the issue”, and the HFEA report included “the outcome 
of its public dialogue”. She reported that the HFEA had advised 
the Government that “there was broad support for mitochondrial 
replacement being made available to families at risk of passing 
on a serious mitochondrial disease” and that it also advised that 
“if treatment were to be authorised by Parliament, it should 
be under certain conditions such as its being available only in 
licensed clinics”. 

On 28 June 2013, the Chief Medical Officer (Dame Sally Davies) 
announced that the Government (Department of Health) had 
decided that “Innovative IVF-based techniques could be made 
available to patients to help prevent serious mitochondrial 
disease in the UK”. The announcement included specific reference 
to the public consultation and its conclusion of support, “subject to 
strict safeguards and careful regulation”.

On 1 July 2013, Anna Soubry made a further statement in 
Parliament that the Government “largely accept the advice 
contained in the HFEA’s report of 28 March. We therefore 
propose moving forward towards laying regulations ... to 
allow mitochondria replacement techniques to prevent the 
transmission of serious mitochondrial disease, subject to strict 
safeguards ... We therefore intend to publish draft regulations for 
consultation in autumn 2013 with the intention that, subject to the 
views received, these would be laid before Parliament next year.” 
As well as enabling women “who carry mitochondrial disease the 
choice to have genetically related children without risk of serious 
and life-threatening conditions. It would also keep the UK in the 
forefront in scientific development in this area”. 

Draft regulations were issued for consultation in February 2014, and 
are expected to be followed by the introduction of a final version of 
the regulations for debate in Parliament later in 2014.

The HFEA was clear about the central role of the dialogue in its 
advice on this issue:

“Helped enormously to formulate the policy advice we gave 
Government. Provided a serious backbone to that assessment.” 
“Directly fed into law potentially being changed ... Direct route for 
public dialogue to feed into decisions of Parliament.”

https://www.gov.uk/government/consultations/serious-mitochondrial-disease-new-techniques-to-prevent-transmission
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• There needs to be more information about mitochondrial disease 
provided to the public, along with information on testing and 
diagnosis.

Most people across all consultation strands believed the two 
new techniques offer the potential of significant improvements 
on the reproductive options currently available for women with 
unhealthy mitochondria. Across the different dialogue strands, most 
participants were positive about the techniques with the exception 
of respondents to the open consultation questionnaire (a self-
selecting sample), of which a slight majority were opposed.

The prevailing view of a majority of participants across all five 
strands of the consultation was that the outcome of the techniques 
– a healthy child, free of faulty mitochondria and a potentially serious 
disease – outweighs the possible consequences of changing the 
germline, even though these might not be apparent until sometime 
in the future.

Some participants questioned the implications mitochondria 
replacement might have on a child’s sense of identity. While most 
participants seemed to be comfortable with the idea of DNA 
from three people, others felt that this is not acceptable as our 
understanding of the role of mitochondrial DNA remains limited in 
some respects and we should be cautious about introducing these 
techniques into clinical practice.

Views on the status of the mitochondrial donor were mixed. While 
some felt very strongly that the anonymity of the donor should 
be protected and have the same status as for example blood 
donors, others, however, felt strongly that children should have the 
opportunity to know the identity of the donor, should they request it.

In all the consultation strands participants argued that strong 
regulation is essential if the techniques are licensed for clinical use. 
Clinics themselves would need to be licensed, and access to and 
use of the techniques should be regulated by a body such as the 
HFEA.

Most of those involved in other strands of the consultation apart 
from the open consultation questionnaire would support a change 
in the law that will allow these techniques to be used in a clinical 
setting. Those opposing the techniques in the open consultation 
questionnaire were often arguing that the use of the techniques 
would amount to inappropriate interference with the natural or 
spiritual aspect of reproduction, or that any artificial or in vitro 
manipulation of embryos is unethical.

“As ever, the balance has to be struck between 
the likely risk and the benefit to those affected. 
Overall, the public was in favour. When randomly 
selected people looked at the evidence they 
didn’t think this a slippery slope to ‘designer 
babies’ or that it amounted to ‘three-parent IVF’, as 
there is no genetic effect on identity.”
Polly Toynbee, Project Oversight Group member,  
The Guardian, 11 February 2014.

Impacts on policy makers 
The HFEA undertook an internal lessons learned exercise, building 
from the formal wash-up meeting convened by Sciencewise, to 
explore and embed learning from the experience. The dialogue 
provided the HFEA with a rich source of learning in best practice in 
public engagement; in effective working with a range of external and 
contracted parties in fulfilling the objectives and aspiration of public 
consultation in emergent and controversial science, and an overall 
template for use in future work.

“The most thorough project (of its sort) we’ve 
ever done ... with no stone left unturned.” 

HFEA representative.

Key messages from the public 
The consultation covered social and ethical issues as well as 
seeking general views about the permissibility of mitochondrial 
replacement techniques. There were some variations in views from 
the different strands2 of the consultation, but overall there was 
general support for permitting mitochondria replacement in the UK, 
so long as it is safe enough to offer in a treatment setting and is 
done within a regulatory framework. The principal reason given for 
this approval was that the techniques give parents the opportunity 
to have healthy children who are genetically their own, which is 
not possible using current lawful techniques. Great importance 
was placed on individual and personal choice for patients. Views 
were also shaped by information on the (very small) amounts of 
mitochondrial DNA in a person’s genetic makeup. 

The deliberative public workshops broadly agreed support for the 
techniques, with caveats and conditions including:

• Individual choice is important and parents should be able to 
choose to use these techniques 

• Individuals need to be provided with all the relevant information 
they need to make an informed choice. This includes information 
on the potential risks, any uncertainties, and the pros and cons 
of the techniques 

• The techniques must be introduced in a regulated environment 

• Parents who choose to use these techniques should be offered 
counselling 

• Donors’ identity should be protected – although different views 
remained about whether some information should be available to 
the child 

• Fair access to these techniques is essential and they should be 
available on the NHS, to all who might benefit from them, free of 
charge 

• The techniques are to be used to produce a healthy child and for 
no other purpose. 

The deliberative public workshops also broadly took the view that 
certain requirements needed to be in place before support could be 
given to the use of the techniques:

• A more comprehensive scientific assessment of safety and 
efficacy must be done 

• There needs to be more information about how individuals will 
be able to access the techniques, with an emphasis on the 
importance of fair, equitable and affordable access 

2   The five consultation strands are outlined under the “Dialogue activities” below

http://www.theguardian.com/commentisfree/2014/feb/11/treatment-save-children-lives-mitochondrial-replacement


The dialogue activities
The aim of the engagement process was to assist HFEA in 
understanding:

• the ethical issues entailed in licensing techniques to avoid 
mitochondrial disease

• how people comprehend ethical issues involved in techniques 
to avoid mitochondrial disease

• the deliberative process people go through to form views on 
techniques to avoid mitochondrial disease

• the difference between informed and uninformed views on 
techniques to avoid mitochondrial disease

• interested stakeholders’ arguments for and against techniques 
to avoid mitochondrial disease.

The project included a wide range of engagement activities. All five 
consultation strands are described below.

Three deliberative workshops, each involving around 30 people, 
were held in July 2012 in Newcastle, Cardiff and London. Each 
group met twice for a day. Participants were recruited to represent 
a broad spectrum of age, gender, socio-economic status and 
family circumstances. Scientists attended the first series of these 
workshops to provide specialist input; bio-ethicists attended the 
second set of workshops. Information was also presented in videos, 
posters, quizzes, information sheets, presentations and questions.

In August 2012, an opinion poll survey was carried out, involving 
979 face-to-face interviews with a representative sample of the 
public across 175 random locations. 

In November 2012, two public meetings were held for around 
two hours in London and Manchester (53 and 39 self-selecting 
attendees respectively). A panel of speakers, reflecting a range 
of perspectives, provided input and there was discussion in small 
groups, and between and across the panel and the floor.

Between September and December 2012, a consultation website 
and questionnaire was open to self-selecting respondents. 

A focus group was held of seven people affected by mitochondrial 
disease, directly or indirectly.

Other activities included that:

• An independent Oversight Group was established, comprising 
a diverse range of experts with different perspectives, to 
oversee the process and advise on and check materials 

• An expert panel of stakeholders was convened and met once to 
consider the deliberative workshop design and input materials

• There was extensive media interest and coverage of the 
consultation throughout, including the issue being the top 
news story in June 2013 when the Government announced its 
decision to go ahead and produce draft regulations. The HFEA 
issued press releases throughout the consultation 

• The report of the dialogue was published in February 2013, 
and fed into the (published) HFEA paper for decision by the 
Authority in March 2013

• The Authority meeting, held in public in March 2013, 
considered the results of the dialogue, and agreed the HFEA 
advice to Government based on those results.

What worked especially well
Overall, the evaluation concluded that consultation was 
seen as “a perfect example of how to pull together various 
methodological strands successfully and relatively seamlessly 
into an overarching consultation” and “manage (if not altogether 
reconcile) various, polar and antithetical opinions”. 

The multiple methods worked well together; the various dialogue 
components were individually successful and collectively more 
so. The deliberative public dialogue events were seen to be 
especially revealing. These were seen as reflecting the views of 
‘proper public’, people who didn’t have a stake. Reconvening 
the workshops was important to show how attitudes changed 
after people had gone away and thought about it. In addition, 
information materials, created with diverse stakeholder input, 
provided an example of how to communicate complex science 
to an inexpert audience in accurate and unbiased ways. The 
animated video to explain the techniques to the public at the 
workshops worked very well, together with the handouts, posters, 
presentations with Q & A from specialists and quizzes.

The Oversight Group was a very important aspect in the overall 
design of the project. Members contributed an expert steer, 
commentary and advice drawn from their own diverse professional 
contexts. The evaluation report described the Group as “as near 
as possible a universal spectrum in critiquing aspects of the 
project from scientific, theological, journalistic, secular, scholarly 
and patient perspectives and providing a core component of 
quality assurance”.

Holding the final HFEA decision-making meeting in public (as 
is HFEA normal practice) was significant for demonstrating 
transparency of process and, to a degree, public accountability.

What worked less well
There was a scientist present at the first set of workshops, which 
worked well, but not at the second where bio-ethicists attended. 
This was felt to be a gap as questions on the science still 
remained. 

In addition, the time lapse between the consultation and 
Government action could lessen the perceived impacts in 
informing policy, which could blur lines of causality.
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Contact details

Commissioning body  
Human Fertilisation and Embryology Authority (HFEA)

Sciencewise contacts:

Andrew Acland, (Dialogue and Engagement Specialist) 
Email: andrew.acland@sciencewise-erc.org.uk    

James Tweed, (Projects Manager) 
Email: James.Tweed@sciencewise-erc.org.uk  

Delivery contractor

Remco van der Stoep, OPM with Dialogue by Design  
and Forster 
Email: Remco@dialoguebydesign.com

Project evaluator

Dr Richard Watermeyer, Cardiff University School of  
Social Sciences, and Gene Rowe Evaluations 
Email: WatermeyerRP@cardiff.ac.uk

Reports

Full project and evaluation reports available from 
Sciencewise on http://www.sciencewise-erc.org.uk/
cms/mitochondria-replacement/  

https://vimeo.com/49147390
http://www.sciencewise-erc.org.uk/cms/mitochondria-replacement/

