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1.   Chair’s Introduction and Apologies

1.1
Prof Richards welcomed Members, particularly Ms Joanie Dimacivius, and Drs Karl Atkin and Helen Statham, who would all be giving presentations in this meeting, and also Ms Laura Riley from the Progress Educational Trust, attending as an observer.  Apologies had been received from Profs John Burn, John Harris, Sandy McCall Smith and Martin Whittle.

1.2
The Chair reminded Members 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 himself declared two items of interest;  Dr Helen Statham was acting Deputy Director of the Centre for Family Research in Cambridge, of which he was the Director, and Ms Laura Riley was his daughter.

2.   Information Gathering

2.1
Presentations were given by Dr Helen Statham on 'Decision-making after Prenatal Diagnosis', Dr Karl Atkin on 'Screening and Counselling for Sickle Cell and Thalassaemia Disorders: the Experience of African-Caribbean and South Asian Women', and by Ms Joanie Dimavicius on Antenatal Screening and Diagnosis - the Experience of Parents'.  Each presentation was followed by a period of discussion, and a note of this section of the meeting is given at Annex A. 

3.   Minutes and Actions from Last Meeting

3.1
Members agreed the minutes of the last meeting, following two minor amendments and some discussion concerning the text of para 3.4.

3.2
The Chair observed that the issue of the national police DNA database had been raised in some newspaper articles that morning, and that HGC still had concerns over the matter.  Baroness Kennedy commented that it was unfair for samples to be kept of those who had been arrested but not convicted, but not of the population as a whole.  However, there were significant cost implications in keeping samples from the whole population.  As yet, HGC had not formed a view, but it did appreciate that there were civil liberty concerns and it planned to hold a public debate on the issue.   Issues requiring further exploration included the extent of state-enforced protections on the information, the level of police access to medical records and using the information on the database to make predictions rather than just to find matches with a sample. 

3.3
Members discussed the request in the White Paper on Genetics for HGC to consider the matter of profiling babies at birth.  Dr Harris noted that all babies were tested at birth for phenylketouria (PKU) and their blood spots stored on Guthrie cards.  Dr Flinter observed that in different parts of the UK, various other conditions were also tested for at birth.  She also mentioned that in cases where a child died unexpectedly, having recourse to a Guthrie card, which had been collected since the 1970’s, could very important as it would then be possible to test for the presence of a particular genetic disorder, the causative gene for which was identified sometime after the death of the child.  A Working Group at the Great Ormond Street Hospital was looking at the storage and use of Guthrie cards.  

3.4
Dr Albert felt it was a question of whether the medical benefits outweighed the social cost in terms of how the child might be viewed and the loss of opportunity for it to choose for itself whether or not to have the test.  Dr Flinter concurred that there were not many disorders where treatment soon after birth would be beneficial.  Baroness Kennedy suggested that a citizen jury might be used to explore public attitudes to the topic.  Action: Members agreed that the work to be led by the Genetic Services Sub-group (GSSG), liasing with the National Screening Committee (NSC), and particularly its Child Health Subgroup.  This would allow this Working Group (WG) to concentrate on matters relating directly to genetics and reproduction. The Secretariat advised that a joint meeting with NSC was being organised to explore the possible scope and timeframe of the work.

3.5
With regard to the latest draft of the WG's Terms of Reference (ToR), Mr Sayers suggested mentioning the review of provision of information, its quality and how it could be accessed by those needing it.  Other Members felt that was already implicit in the ToR eg in points 1, 2 and 4.  Mr Kent felt it was difficult to establish hard and fast rules about what form information should take; it had been clear from all three presentations that different people needed different levels of information at different stages.  What was important was that people had the opportunity to define for themselves what information they needed and were then able to access that information.  Dr Harris noted that the ToR did not explicitly exclude consideration of the profiling of babies, as the suggested testing time would be when the baby was still under the care of maternity services.

3.6
Mr Sayers commented on the lack of a timeframe in the ToR.  Some Members would be ending their term of membership in July 2004 and it was suggested this might be a good target to aim for.  The Secretariat cautioned that while indicative timescales were helpful in planning the work, the timeframes for both the work that led to ‘Inside Information’ and that for ‘Genes Direct’ had slipped quite considerably.  Action: Members agreed that the ToR state that the aim would be to publish a discussion/consultation document by April-July 2004, an analysis of the consultation responses/interim conclusions by December 2004, and final conclusions by early- to mid-2005.
3.7
Members discussed the use of language when describing the issues.  Mr Sayers remarked that in paper WGGR2 Working Group on Genetics and Reproductive Decision Making, the term 'women' was sometimes used where both women and their partners were being referred to.  Members agreed that it was often assumed in antenatal services that the man was not involved and did not want to be.  However, Dr Harris observed that women had had to battle quite considerably in order to achieve a degree of autonomy in reproductive decision-making and that that should not be belittled either.  In legal terms only potential mothers could sign the consent form authorising a screening test.  Matters were more complicated still: Mr Kent mentioned there would be situations where the partner was not the biological father of the expected child, and Dr Draper warned that use of the word 'parent' might confer the moral status of the unborn child on the embryo/foetus. The Chair acknowledged the need to be careful about language, and to be aware of implicit as well as explicit connotations of the use of words such as 'mother', 'father' and 'parent'.  Action: Great care was needed with the language used, and the Secretariat would bear this in mind, using the word 'parent' as much as was appropriate when preparing papers.
3.8
Mr Kent commented that genetic testing was one of the few scenarios where a ‘positive result’ was in fact bad news as it indicated the presence of a mutation, and that this was counter-intuitive. Mr Sayers noted that use of acronyms could make text difficult to read, and Members agreed that name be written in full the first time it was encountered, and also included in a glossary at the end for easy reference.  Prof Anionwu observed that careful distinctions would need to be made between terms such as ‘prenatal’ and ‘antenatal’, and ‘prenatal screening’ and ‘prenatal diagnosis’.  Action: Members agreed there would a very clear and well-defined glossary at the end of the discussion document.
3.9
Referring to the list of topics to be explored in para 6i) of paper WGGR2, Mr Sayers suggested that ‘misdiagnosis’ be added, and Prof Anionwu agreed that not much work had been done to follow up people to whom a misdiagnosis had been given; eg where a couple had been told they carried an affected foetus and had chosen to carry it to term and then found that it  was not in fact affected.  The Chair suggested adding neonatal screening where it was carried out with the purpose of giving parents more reproductive choice in future pregnancies eg Duchenne Muscular Dystrophy (DMD) screening in Wales.  Court-ordered sterilisation, which totalled a few dozen each year and a study of which was being currently carried out, should also be added as this might raise eugenic concerns.  The people affected were mostly women, as the High Court order was made in what was viewed as the best interests of the person being sterilised, and was usually requested by the parents. 

3.10
Dr Albert asked about ultrasound scanning, and Prof Anionwu advised that the NSC Antenatal Subgroup was about to look at scanning as part of the screening process.  Prof Anionwu herself wondered whether Members were aware of any medical/legal cases were people had sued because they felt they had not been given sufficient information about their pregnancy.  The Secretariat was not aware of any cases in the UK, but Prof Anionwu advised that with respect to sickle cell and thalassaemia, many cases were settled out of court.  Action: The General Medical Council, the NHS Litigation Authority, and the Medical Defence Union could be approached to see if they were able to supply some indicative figures.
4.   Proposed Consultation

4.1
The consultation/discussion document would comprise four sections, (a) principles; (b) screening targeted at the whole population or subsets thereof, eg pregnant women, ethnic minority, women of certain age; (e) reproductive services targeted towards or used by those who knew themselves to be of high risk of passing on a genetic condition; and (d) horizon scanning.  The Chair suggested that the first three areas be divided up between subgroups of this WG, with horizon-scanning being dealt with by the Horizon-Scanning Monitoring Group (HSMG) in liaison with WG.  The aim of the work would be to prepare a consultation document that explored issues of concern and asked pertinent questions.  Prof Anionwu noted that the process needed to be managed so that all the groups were producing their output more or less together, though some groups might need a lot more input/information/ research in order to properly cover their area and formulate sensible questions than other groups.  

4.2
HGC plenary meetings might provide useful milestones to work towards.  A report could be made to the November plenary on the scope of the work being planned, with WG meeting late October/early November.  Another potential date was 10 December in Edinburgh, when the GSSG was meeting with the Scottish Molecular Genetics Consortium Steering Group and the Clinical Users Group, which would bring all the Consultant Clinical Geneticists and the heads of the Molecular and Cytogenetics Laboratories in Scotland to Edinburgh on the same day.  The WG could meet then meet either on 9 or 11 December. 

4.3
Members agreed that the subgroups would be as follows:

Overarching Ethical Concerns: Dr Albert; Dr Flinter; Prof Harris; Baroness Kennedy; Prof McCall Smith; Prof Richards (Chair); Ms Suzi Leather; Dr Mills. 

Screening: Dr Albert; Prof Almond; Prof Anionwu (Chair); Dr Harris; Prof Richards; Mr Peter Sayers; Prof Martin Whittle

Reproductive/genetic services for those at risk [Services for those at risk]: Prof Burn; Dr Draper; Dr Flinter; Prof Harris (Chair); Mr Kent; Ms Leather/Dr Mills; Mrs Patch

4.4
With respect to the principles, the Chair reminded Members that the ethical concerns identified from previous meetings included choice and consent; what is normal and healthy; distinguishing between therapy and enhancement; welfare of the child; and old versus new eugenics.  Members discussed whether the term ‘principles’ should be used, or whether alternatives such as ‘rebuttable presumptions’ or ‘overarching ethical concerns’ be used instead, to convey that at this stage, any statements formulated would be subject to consultation and discussion.  Baroness Kennedy observed that when drafting ‘Inside Information’, Members had had a general idea of some of the underlying principles, but these had been honed in the light of discussion of practicalities.  Dr Albert suggested looking back at how issues and principles were dealt in ‘Whose hands on your genes?’, and how they related to the questions asked.
4.5
The Screening and Services for Those at Risk subgroups split at this point to have separate discussions, and then WG reconvened to share conclusions.  In Prof Harris’s absence, Dr Flinter chaired the second subgroup.

5.   Work Plan

Screening Subgroup discussions

5.1
Dr Albert observed that a consultation document that covered all aspects under discussion might make it overwhelming.  Prof Richards wondered whether the criteria for screening for a genetic disease should be stated, or whether they should be consulted on.  Prof Anionwu urged the importance of seeing the latest definition of screening used by NSC, which reflected rapid developments in the last couple of years.  This included the mention of sickle cell and thalassaemia screening in the NHS Plan, commitments in the White Paper on Genetics, considerations by NSC’s Child Health and Antenatal subgroups, and the establishment of training centres.  Action: Dr Muir Gray of NSC would be asked to give a presentation prior to the NSC/WG joint meeting
5.2
The consultation document should explore the advantages and disadvantages of neonatal screening carried out to inform future reproductive choices.  While it might be beneficial to parents to know they were carriers for a particular genetic disease eg DMD, NSC criteria specified that newborn screening should only be carried out where the child benefited in terms of long-term treatment and prognosis.  Moreover, knowledge that a disorder would or might develop might adversely affect the parents’ bonding with the child. Conversely, it might be useful for conditions such as familial adenomatous polyposis (FAP) and hypercholesteraemia to be screened for as early treatment would be beneficial in these instances. This issue could be raised with both principles and horizon-scanning groups.  Action: The Secretariat would contact Prof Angus Clark or Dr Evelyn Parsons, who had worked in this area and disseminate details of a forthcoming NSC workshop on DMD, and would circulate references of articles on DMD recently published in the Journal of Medical Ethics.  
5.3
Prof Anionwu suggested that consideration of age-related screening might be passed to the Horizon-Scanning Monitoring Group, and Members wondered whether the consultation document could cover topics such as: definitions of ill-health, disease and disability and other background definitions; the historical context; White Paper commitments; NSC principles of screening and its commitments; genetic screening in pregnancy routinely carried out; areas of ethical concern; and patchiness of service.  Ethical concerns included informed consent, right to know/not to know, confidentiality and privacy, beneficence (doing good), non-malfience (doing no harm), equity and justice.  


5.4
These were some of the principles also informing NSC’s work, and it would be helpful to see how NSC had changed the terms of its genetic screening programmes over time and what it now viewed as baseline services.  Its Antenatal Subgroup was carrying out a scoping exercise of services offered around the country, and input from that would be useful.  Prof Anionwu also mentioned the importance of considering political drivers in influencing service provision in UK, perhaps using screening for cystic fibrosis, Down’s Syndrome, sickle cell and thalassaemia, and Duchenne Muscular Dystrophy to illustrate the tensions involved.

5.5
Action:  Members would write one or two sentences to describe the issues for each of the topics stated in para 6i of paper WGGR2, and including misdiagnosis and neonatal screening for reasons of reproductive choice, and this would be collated and  circulated to all WG Members by email.  The Secretariat would arrange for a meeting of the Screening Subgroup on 25 September before HGC’s plenary meeting.

Services for Those at Risk Subgroup discussions

5.6
Dr Flinter advised that her group had discussed those who used genetic services and how many people perceived themselves to be at increased risk of genetic disorder but were not referred to specialists.  Obstacles could be caused by the lack of genetic knowledge amongst professionals, which raised the issue of  how to best instil  the necessary knowledge.  HGC’s Consultative Panel was identified as a very important source of information as many of the Panel Members would have a pertinent perspective as service users and might identify some of the questions they would wish to be asked.  


5.7
A distinction needed to be made between how much information people needed and how much they wanted, and there was the issue of whether instead of constantly generating information, it would be possible just to try to answer the specific questions being asked.  Related to this was the disclosure of information on the foetus such as its sex, which might lead to termination.  What kinds of tests generated what kinds of information, which lead to what kinds of decisions?  These were areas were overarching issues were involved, such as libertarian vs authoritarian stances, and the welfare of child vs rights to reproductive choice.

5.8
Dr Albert noted in Dr Karl Atkin’s paper the tensions between prevention and choice, and the cost of identifying a case with the cost of treatment.  Mr Kent cautioned that while the system should be set up so as to engender trust, it must not be so rigorously policed that it becomes oppressive, and Dr Albert suggested this might be a good position to open to consultation.  Dr Flinter acknowledged the tension between information wanted by people coming to services, and that being given by those providing the services; professionals might feel uncomfortable that the information they were supplying was being used to achieve goals they were did not agree with.

6.  NICE Fertility Guideline Consultation
6.1
The Chair drew Members’ attention to the consultation on fertility guidelines produced by the National Institute for Clinical Excellence (NICE). HGC had not considered the topic and did not intend to submit a collective response, but individual Members could of course comment if they so wished.  Dr Flinter mentioned the consultation was directly relevant to those seeking fertility treatment as part of a preimplantation genetic diagnostic procedure, and HGC could at least state that it would welcome equal access to the treatment for everyone, as compared with the situation at present where roughly 50% of people were able to access NHS treatment, and the other 50% had to rely on private means.  Also, the term ‘counselling’ may have been used too loosely in the consultation document.  
7.   Any Other Business

7.1
None was raised

8.   Dates for Future Meetings

8.1
Members agreed that the next WG meeting would be late October/early November, and would consider whether more people should be approached for information, including the CMO reps for details of service delivery in their own areas.  The Secretariat would confirm dates for a meeting around 10 December, and the Screening Subgroup would meet on the morning of 25 September, before HGC’s plenary meeting.  [The dates for the next Working Group meeting are confirmed to be 10 and 11 December].
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