Questions for Geneskin from the Geneskin Ethics Subgroup

The genodermatoses are known as a group of rare genetic skin disorders. The Geneskin network supports research in this field, especially genetic research. The following questions have been developed by the Ethics Subgroup of Geneskin for you - the researchers – as we need your assistance if we are to help clarify the ethical and social issues that arise in this area.

Thank you for helping us. In this way, you are helping to ensure the success of the whole Geneskin enterprise.

Research:

Given recent developments in human genetics, it can be argued that society has an obligation to use this new knowledge to improve the methods of diagnosis, prevention and treatment for individuals and families affected by genetic skin disorders.

1 In your opinion, which diseases present the challenge of the greatest unmet needs for research - and for improved management ?

2 What obstacles do you foresee? Are there particular problems caused by the rarity of many of the genodermatoses?

3 Are you confronted with ethical conflicts in your research work? If so, what are these?

4 Research performed with and “on” human beings has to follow certain international and national ethical standards (most prominently the Declaration of Helsinki and also numerous national rulings). Do you see any difficulties in complying with such ethical standards? If so, what are these difficuties? (e.g. research with incompetent adults (those unable to give informed consent etc).

Gene-based Diagnostics:

It has long been recognised that there is a marked “therapeutic lag” in genetics. While gene-based methods of diagnosis have progressed rapidly, there is a widening gap between this progress and the lack of new, gene-based therapies for affected patients. This could lead to disenchantment with research as it appears to bring few benefits to those affected – and there is disagreement about whether, when or how to apply the new methods of diagnosis in predictive or prenatal diagnosis.

5 Is there a benefit to your patients from postnatal gene-based diagnostic testing? If so, what benefits are there ? for which group of patients ?
6 Do you see social or ethical problems arising for you or for your patients from such diagnostic tests ?What are these problems (e.g. genetic discrimination)?

7 What has been the effect of the availability of prenatal diagnosis for your patients? Has this on balance been helpful? Or has it brought too many difficulties and problems for the families?

8 For which diseases do you offer prenatal diagnosis? Do you differentiate between severe and less severe forms of disease? How do you decide when a condition is sufficiently severe to justify a possible termination of pregnancy?

9 Do you experience ethical doubts, concerns or conflicts about prenatal diagnosis or the termination of pregnancy for genetic skin disorders? If so, please explain or describe …

10 When they are considering prenatal diagnsis or a possible termination of pregnancy, are your patients offered counselling ? (If so, by whom? – a genetic counsellor, a psychologist? a psychotherapist? A social worker?).

11 What position do patients’ organizations hold concerning prenatal diagnosis and termination of pregnancy in your country?

12 Do you offer preimplantation diagnosis (PGD) to your patients (if allowed)? or do you help them access these services abroad (if this is not available or not permitted in your country)?

13 Do you experience ethical doubts, concerns or conflicts in relation to PGD? If yes, what concerns do you have? What are the views of the relevant patients’ organizations in your country?

Gene therapy:

Many patients, families and physicians have had great hopes of the development of effective gene therapies for the treatment of the genodermatoses, especially those that do not respond well to conventional management. At least some progress has been made in this area for a few conditions.

14 In your opinion, is it appropriate to seek rational, gene-based therapies for genetic skin diseases?

15 For which types of genodermatosis do you think it would be appropriate to work on developing gene therapies?

16 What doubts and concerns do you have about gene therapy for skin diseases? – what dangers and stresses do you think the patients will have to confront?

17 How will the development and provision of gene therapies be financed? – by the state, by charities and patients’ organisations, by private corporations? To what extent will financing on the basis of solidarity be feasible? What problems do you think might arise because of the way in which the financing is arranged?

18 What are the conditions that must be fulfilled before a clinical trial of gene therapy is launched? What are the risks for the patients, including children? What risks might there be for others (e.g. through retroviral vectors)?

19 What alternative approaches like e.g. (artificial) skin transplantation, drugs etc. exist and how would you evaluate them?

Patients:

20 What kinds of sufferings would you qualify as being ‘specific’ for patients with genodermatosis and their families? (e.g. problems of identity and personality related to the malformation of their skin, social problems related to instinctive repulsion and prejudice…)

21 How do patients experience their skin and themselves ‘behind’ and ‘within’ it? (e.g. self-rejection, alienation towards the skin etc.)

Finally:

22 Have you any other concerns about the ethical and social issues that arise in the context of genetic research into the genodermatoses? Have you any other comments to make that might help us to look at these issues in a constructive fashion ? Please do share your insights with us! 

And now: THANK YOU for reading this and responding to our questions. This will help us contribute effectively to the overall Geneskin project and workplan.
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