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1.   Chair’s Introduction

1.1
Prof Richards welcomed Members and reminded them that the minutes of this meeting were attributable and would be published on the HGC website.  Any amendments to Members' entry in the Register of Interests should be passed to the Secretariat, and any business interests relevant to particular agenda items should be declared.  The Chair also welcomed Dr Mills, who, together with Ms Leather, would be representing the Human Fertilisation and Embryology Authority (HFEA).

2.   Apologies

2.1
Apologies had been received from Baroness Helena Kennedy, and Profs Sandy McCall Smith, Elizabeth Anionwu, and John Burn.  Apologies had also been received from Prof Martin Whittle, Chair of the National Screening Committee’s (NSC’s) Antenatal Subgroup, of which Dr Flinter was also a member.

3.   Proposed format of the project

3.1
The Chair advised Members that this agenda item would cover discussion of general principles, and the commissioning of evidence reviews.

General principles

3.2
Two principles had been suggested in paper WGGR1 Working Group on Genetics and Reproductive Decision Making, namely freedom from coercion in reproductive matters, and the right to choose and use effective methods of contraception.  Members considered matters relating to the first principle.  One major issue was whether the State’s duty, as expressed in regulation, to intervene on behalf of the child against certain choices that might be made by the parents might be regarded as coercive.  Dr Flinter wondered whether a distinction could be drawn between people not being forced to do what they did not want to do, and the State preventing people from making certain choices.  However, Prof Harris felt that signing up to the principle might lead to many inconsistencies emerging, and that the issues raised should be explored in depth before deciding whether or not to do so.  


3.3
The Chair suggested that a related issue was the distinction between what people did in the privacy of their own home and what was permitted using State-approved facilities.  People sometimes chose partners with certain characteristics because they wanted their children to have those same attributes, and HGC would fully support the right to make that choice; however it was a different issue if a genetic clinic were involved in achieving the same goal.  Mr Kent commented that individuals had the right to make decisions which others might feel to be morally wrong, but which had been made under the full allowance of the law.  Ms Leather suggested that one area to explore were the circumstances in which a couple might choose not to undertake a particular intervention.

3.4
Prof Almond suggested that a third issue was the balance that needed to be struck between the claims of adults and the interests of children, particularly where these did not coincide.  She felt that in the sense that a future child was being placed into somebody else's care, embryo transfer was analogous to adoption, and the welfare of the child was one factor HFEA had to take into account.  Dr Mills reminded Members that the 1990 Human and Fertilisation Embryology (HFE) Act stated that treatment services should not be provided unless 'account has been taken of the welfare of any child born as a result of the treatment’ ie the welfare of the child was an important but not overriding consideration.  In comparison, the 1967 Abortion Act gave parity between the interests of the woman and the child, and the 1989 Children’s Act stipulated that the interest of the child was paramount in certain respects eg as regards to where the child lived.


3.5
Prof Harris highlighted the need to determine what reproductive freedom actually embraced.  For example, should a person be able to choose a partner who did not carry a genetic disease, and if so, how much information should they be allowed to access beforehand?  Also, in technologically advanced countries, normal human reproduction was highly assisted at all stages, and there might be considerable financial implications to advocating full reproductive freedom to all people.  

3.6
Action: Members agreed to explore these issues in detail, and then to consider general principles in the light of these explorations.
Key Discussion Issues

3.7  
Members discussed the areas in which it would be useful to commission evidence-gathering.  Two separate studies seemed to emerge from Members’ deliberations, one taking a socio-political historical overview, and the other at a much more detailed level looking at how screening works in practice, the reasons for which people made the decisions they did and the factors which constrained them. Prof Harris emphasised the need to be very clear about the briefs for the studies.  Possible aspects of each review are discussed below.

3.8
Historical overview of genetic screening programmes 

These could include:

· programmes that were later discontinued, and also neonatal screening programmes undertaken partly or wholly for the purpose of informing later reproductive decisions, by giving parents knowledge they might otherwise have had only after the birth of at least one other child; 

· sociological and medical considerations, covering at what level screening programmes had been introduced, when and why, and how changing technologies influenced this process.  Dr Flinter mentioned that at a recent NSC workshop on rapid screening tests for trisomies, participants had agreed that had rapid screening technology been developed before that of whole chromosome karyotyping, the latter would never have been used clinically as it was too slow and problematic, but now that it was established and routine it was much harder to withdraw despite its inherent difficulties;

· identifying good and bad practice from historical situations;

· whether there were any relationship between the resources devoted to screening and those given to support services for children with severe learning disabilities. However it would be problematic to determine who made the decisions regarding funding for support services and why they decided as they did, though it might be possible to detect broader changes in attitude towards supporting those with genetic conditions after the introduction of screening.  HGC could suggest that any financial benefits arising from the introduction of screening programme could be used to fund support services.

· the international dimension, eg a landmark study in Scandinavia in the early 90’s would provide useful information. 

3.9
Aspects of current screening programmes

These could include:

· the differences in services across the UK, including ease of access to screening services and the quality of information people received;

· how ethnic as well as geographical factors affected how free people were to access tests and what the results of that freedom or lack thereof were;

· whether or not people had real choice not to have screening, and the conditions under which people might feel coerced to agree to the test;

· if and how screening affected decisions as to what resources should allocated to support services for what type of users; 

· how genetic screening in the private sector was conducted, though this might be difficult to determine;

· women’s and men’s experience of screening programmes including the information offered to them.  However, researchers did not often cover partner’s views of screening;

· welfare of the child (see para 3.11 and following).

3.10 
Dr Flinter mentioned that the NSC was also doing work this area, and it would be useful for HGC to ask for its input.  Dr Harris noted that some sociological work had already been done eg Professor Theresa Marteau’s studies on the impact of cystic fibrosis (CF), and the Chair observed that work had also been done on eg woman’s choices around screening.  Dr Bale reminded Members that during previous projects, much useful information had been obtained through consultation responses, and this might also be the case for this work, provided that appropriate questions were posed.  Mr Kent wondered whether it would be constructive to carry out a small pilot study to identify what questions it would be most helpful to ask and how they should be framed, and highlighted the need for caution when interpreting research undertaken for other reasons.  Dr Flinter commented that very little work had been done on whether new developments actually benefited people as opposed to the latter thinking there were benefits. 
3.11
Members also discussed two other issues: the extent of reproductive rights, and the welfare of the child.  Dr Draper suggested that exploration should be made of the legal and ethical aspects of what exactly reproductive rights, and their limits, entailed, and what might be a correct model to use for reproductive autonomy and rights.  Prof Harris noted that work had been done by lawyers interested in the philosophical aspects, and a paper could be requested from an author of whom he aware and who had already done similar work for him on a different project.  The concept of reproductive rights basically originated from a libertarian position, and a contrasting position would be given by Baroness Onora O’Neill’s Gifford lectures in 2001 on autonomy and trust in bioethics.  Some European research had also been done on reproductive rights derived from the implementation of the Human Rights (HR) Act, and Dr Mills mentioned that while HFEA had considered particular aspects of HR Act, it would appreciate a broader overview.   Prof Almond cautioned that focus on reproductive freedoms might ignore the interests of a child which resulted from the choices made by parents.   
3.12
With reference to the welfare of the child, Ms Leather suggested determining whether there was an emerging evidence base for children’s experience of screening eg with respect to neonatal screening for reproductive reasons.  The Chair advised that the little work that had been done on this important question had been mainly anecdotal, but showed clearly that children were aware that their parents had taken certain reproductive decisions subsequent to their birth and because of their condition. Prof Harris thought that it would be constructive to gather together the little evidence there was of what was and was not conducive to welfare of child including factors such as family complexity, fostering, adoption and assisted reproductive technology (ART).  


3.13
Action:  Dr Mills agreed that HFEA would provide HGC with the results of research it had commissioned on moral and ethical issues involved in the gamete and embryo donor and adoption contexts.


3.14
Prof Harris felt it would be also very useful to compare outcomes in jurisdictions in which welfare of child was and was not a consideration; eg in US, adoption services were not required to consider the fitness of potential parents. The Chair agreed that the welfare of a child was an important question, and while much research had been done on the outcomes of adoption, very little work had been carried out on how and why parents chose to adopt.  Certain topics had been covered, such as whether or not children should know that they developed from gametes which did not originate from the adults who brought them up.  However, it might not be possible to get sufficient evidence on what was best for the welfare of the child.  Dr Taysom suggested work be done on where the welfare principle could/would be invoked in law or in a genetic centre’s practice.  Prof Richards felt that the underlying consideration was whether or not the welfare of child was important enough to take into consideration, and if so, how to factor this in.

3.15
Dr Albert wondered whether any other country had looked at these issues, and if so whether anything could be learnt from them.  The Chair observed that different countries had looked at the regulation of genetic technologies, and also screening programmes in pregnancy, but that consideration of genetics in reproduction had been rare.  

3.16
Action: The Secretariat could contact National Ethics Committees for reports of any relevant work and would also carry out Internet searches, eg using the HumGen database, for significant reports about genetics and reproduction.

3.17
The Chair suggested that the Working Group be divided into two sub-groups.  One would explore antenatal care being offered to whole or sub- populations groups specifically in terms of screening.  The other would consider people seeking specific help or being at risk of a specific disease, considering issues raised by the use of  prenatal genetic diagnosis, preimplantation genetic diagnosis and ART.  Prof Harris felt that it was inconsistent for the first but not the second to be limited to the antenatal context, and suggested a distinction could be drawn between general reproductive decisions on one hand and those seeking specific help on other.  Members wondered whether to also consider non-pregnancy screening for conditions in which preconceptual treatment could have an effect, eg the risk of neural tube defects, which had a genetic component, could be reduced by the taking of folic acid.  Dr Flinter felt that such screening allowed potential parents more options than would otherwise be the case.  

3.18
Populations could be defined as all pregnant women, and subpopulations as those to whom screening for eg haemoglobinopathies or Tay-Sachs would be particularly targeted because of their ethnic background.  Mrs Patch felt it was very important to get a clear definition of screening; the NSC had published one on their website.  Dr Mills indicated that there were likely to be difficulties in distinguishing prescriptively between conditions for which it was and was not appropriate to screen.  When HFEA were considering the criteria for conditions for which it might be appropriate to use PGD, one was a significant risk of a genetic condition, for which Mendelian disorders were clear candidates.  But what about identifying populations at significant increased risk of aneuploidy, or those with a family history of autism? Mr Kent raised the question of whether the availability of information enabled choice or conferred obligation cf in some countries, school leavers were offered CF carrier testing.  The Chair agreed that the first group include in its explorations any genetic screening offered to young people in order to inform their reproductive decisions and choices.

3.19
The role of technology was important, as everyone carried some mutation and if these could be identified, then all would fall into the second group of those at a risk of specific disease.  At present most mutations were so rare that the public health benefit to be obtained from screening for them was not sufficiently large. Technological advances were relevant to the second group because the benefits accruing to the individual as a result were tangible.  The Group noted newspaper reports that the soon to be published White Paper on Genetics might ask HGC to consider universal screening at birth, and Prof Harris felt that the only economic and indeed ethical way to carry this out would be to use an universal chip, in which case everyone would indeed move into the group of those at risk of a specific disease. 

3.20
Dr  Draper suggested that to avoid duplication of work, the groups could be divided according to issues rather than the populations affected.  Dr Taysom suggested dividing up Members according to their expertise.  Members agreed with Prof Harris’s view that it was not really significant how groups were divided as long as the work was not duplicated.  Members approved Mr Kent’s suggestion that the groups could divide for one meeting, lay out their agendas and discuss work programmes, and then meet and compare notes for the following meeting.  If this way of working was then found to be useful it could be continued.

Genetics futures and reproduction
3.21
Horizon-scanning was important as cheaper, easier, faster sequencing would affect the availability of the technology. The Horizon-Scanning Monitoring Group already had the topic its agenda, and could be asked to look specifically at reproductive technologies, the effect of changes in treatment and management of genetic disorders such as CF, and changes to people’s attitudes to genetic testing as eg pharmacogenetics became more widespread.  Dr Albert warned that it was very difficult to make a prediction about the future without this being exaggerated and described out to context, but the Chair observed that some areas might be easier to judge: developments in FISH (fluorescence in-situ hybridisation) and PCR (polymerase chain reaction) technology would enable genetic data to be obtained cheaper, even if interpretation of that data remained just as problematic.  Prof Harris observed that the quality interpretation might improve in the future, and past results might then be revisited.


3.22
However, while the cost-benefit ratio for carrying out a test might be affected, the changing technology would not affect other ethical considerations, such as provision of sufficient counselling and other support.  Resolution of issues such as interpretation of data and referral to GP would lag behind the technological advances.  The Chair noted that such considerations had not prevented services being introduced in the past but Dr Bale remarked that HGC’s current work might provide a reality check.  Dr Harris felt that advances in IT and computerisation should also be factored in; at the moment it was not possible to store eg a person's particular CF gene mutation on an electronic patient record (EPR), and this situation will continue until the government has agreed, funded and rolled out a national EPR system.  

3.23
Prof Harris noted that all screening programmes had utility, even if this was only to provide people with data to inform their later reproductive decisions.  However, this might be more than counterbalanced by the disutilities brought about by the programme.  Dr Flinter felt that screening would undermine the autonomy of the child to make its own decisions, though Prof Harris averred that the autonomy considerations were applicable to both sides of the argument.  The topic could be revisited after advice from the Horizon Scanning Group.

3.24
In conclusion:

· Members agreed that briefs for both evidence reviews, one on the socio-political historical overview, and the other on current screening practices, should be circulated promptly for approval.  This would allow the reviews to be commissioned before the beginning of the summer holidays and reports should be available before end of September.  

· Prof Harris would obtain a paper from his contacts on the extent of reproductive rights.  He and Prof Richards would also identify an author for a briefing paper on the interpretation of HR Act and other relevant regulation with regard to reproductive aspects and support for reproductive liberty.   

· Prof Harris and the Secretariat would circulate to Members the reference for Dame Onora O’Neill’s Gifford lectures on autonomy, and Prof Harris's rebuttal of her position.

4.   Terms of Reference

4.1
Members discussed the Terms of Reference for the group as set out in Annex F of paper WGGR1.  Members agreed that the first point could be amended to ‘consider past, current and future developments in genetic services…’, and the second point be amended to ‘to identify sound ethical principles appropriate to genetic advances and services related to…’   With regard to the seventh point, the publishing of the set of principles and of recommendations to Ministers should be separate to that of the publishing of the reviews, results of the consultation exercise and other evidence, to emphasise that the former were HGC’s own conclusions.  It should also be borne in mind that HGC might not even be able to agree a set of underlying general principles, though it might be able to agree some guidelines and leave the interpretation of these to other key groups.  A sentence regarding publication of the evidence gathered could be removed from the seventh point and added to the fifth, and what was now the eighth point, ‘to contribute ..to emergent national debates about genetic services…’ could be added to the sixth point ‘to prepare and publish a consultation document and to consider other methods…’.  This would leave the seventh, final, point as the publishing of HGC’s principles (if any) and recommendations.  

4.2
Action:  The revised Terms of Reference to be circulated to Members to agree and then submitted to the Business Committee for approval.
5.  Work Plan and Key Activities 

Consultation

5.1
Dr Bale mentioned HGC’s consultation document ‘Whose hands on your genes?’ was published a year after the work into the topic had begun, with some carefully argued points, and some people had commented that on some issues, HGC had appeared to have already made up its mind.  By contrast the consultation document relating to HGC’s review of direct access genetic testing services had been produced about a month into the work, but this had been a very focussed issue.  Prof Harris highlighted the importance of correctly framing questions so to elicit the most relevant information in the responses.  Dr Albert emphasised the need to have a document of relevance to general public, rather than an academic or philosophical treatise, and which covered issues such as cloning and designer babies

5.2
Dr Mills advised that during its consultation on sex selection, HFEA conducted some qualitative discussion groups which were very useful.  However, the arguments in the consultation document may have been too polished as the responses contributed little that was original.  Members agreed that it might be useful to conduct regionally based qualitative research to delineate why people are concerned about issues such as designer babies.  Dr Bale suggesting also approaching the ESRC Genetic Centres and the Knowledge Parks to explore how they might be able to input; eg they might be able to organise meetings at which an HGC Member introduced the topics.  Other organisations such as Science Festivals, the Royal Society and the PEALS Institute might also be able to assist, as might the group organising the current GM debate with regard to methodology and cost.  

5.3
Action:  The Secretariat to liase with the Public Involvement Monitoring Group and explore possible options and their cost.
Information-gathering 

5.4
Prof Morrison could be asked to speak about how PGD services differed in Northern Ireland, where all potential users were referred to genetic counsellors and the current abortion laws were also different from the rest of the UK.  All four Chief Medical Officers or their representatives could be asked to talk how services were organised in their own region, and other relevant people also be invited to give evidence.  The screening and testing services available, and to whom, how many people are involved, and what choices people might have, might be very dependent on the local situation, and the relevant information would not be centrally held. However, NSC was in the process of collecting this information.  Action:  The Secretariat to find out how NSC’s exercise was progressing.
5.5
Action:  Mr Kent to explore whether the Genetic Interest Group (GIG) could provide any data, and the Secretariat to investigate other sources of information such as Annual Reports and Parliamentary Questions.

5.6
Prof Harris wondered whether similar information could be obtained from two other comparable European countries and also from the US.  The Chair observed that generally, the further south in Europe a country was, the more testing took place, with the exception of Germany, where very little took place.  Some European countries took the view that even routine ultrasound screening in pregnancies was inappropriate.  Mr Sayers felt it would be helpful to know why tests differed in cost and Mrs Patch noted there were large differences between the direct cost of the tests and the charges levied by the NHS laboratories because of additional expenditure incurred the involvement of machinery, technicians etc.  A  Health Technology Assessment had been carried out on Down Syndrome’s tests including costs, and was about to be published.  The Clinical Molecular Genetics Society website might have some information on the subject and the NSC might also have some useful data.

6.  HFEA Code of Practice Consultation
6.1
The Chair felt that HGC would welcome the process of consultation concerning the Sixth Code of Practice, particularly as it included all the recommendations of HFEA/HGC Joint Working Party (JWP).  There was an additional recommendation regarding aneuploidy screening, and a further recommendation concerned with HLA/tissue typing had been removed from this draft.  With regard to sanctions available to HFEA, Dr Mills explained that some sections of the Code of Practice interpreted the provisions of the HFE Act, non-compliance of which would incur a criminal offence, while other parts set out standard licence conditions, contravention of which could result in licence withdrawal.  The Code also gave guidance, and action that might be taken for non-compliance of this was a complex matter and might not necessarily result in licence withdrawal.  Mr Sayers suggested that text regarding consumer protection and means of redress should be added to the section on PGD.

6.2
The Chair advised that HGC had not yet formed a view on HLA typing, and that certain areas already considered by JWP would be revisited during HGC’s work on genetics and reproduction, and which could also input into HFEA’s considerations.  

6.3
Action: Dr Mills agreed to keep HGC Members informed of HFEA's continuing review of its policy on preimplantation tissue typing. 

7.   Any Other Business

7.1
None raised

8.   Dates for Future Meetings

8.1
Action: The Secretariat would canvass for dates in early September and also late October, and matters could also be dealt meanwhile with by email.  Members agreed that all should attend the beginning of the meeting in September; this would then split into two for the main part of the day, and reunite towards the end to pool findings.   
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