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The Wellcome Trust has, via its website, invited comments on the Report of the UK Population Biomedical Collection Protocol Development Workshop, held at the Royal College of Physicians, London on Tuesday 17 April 2001.  

GeneWatch UK has already expressed a number of concerns about the proposed biocollection “Human Bio-Collections: Who Benefits from Gene Banking?” – GeneWatch UK Briefing No 14 – available online at http://www.genewatch.org/publications/briefs/brief14.pdf . In particular GeneWatch believes that the proposal should be shelved because:

·	there are no clear rules about who owns donated tissue
·	researchers will be able to patent genetic information discovered in tissue freely donated to the bio-collection
·	there are no laws banning genetic discrimination as a justification for refusing insurance cover or employment
·	how consent would be obtained for the use of genetic information in contentious areas of research (such as racial differences or mental health) is unclear
·	data collected is likely to be too unfocused and superficial to be of meaningful use

The proposed biocollection, which would involve samples from half a million people, needs special consideration because of its scale, the involvement of large sums of public money, and the potential that it could be the first step towards a larger, national biobank, involving the entire UK population “Fury at plan to sell off DNA secrets”, The Observer, 23 September, 2001..

Although the bio-collection could be useful in helping develop new diagnoses and treatments, there is also significant potential for abuse. Before any bio-collection goes ahead legal safeguards must be put in place so that genetic research can go forward without leading to genetic discrimination. The proposed research is also unlikely to bring health benefits unless the many questions about its scientific validity are resolved first “A wild gene chase”, New Scientist, 9 December 2000..

More detailed comments on the Protocol Workshop follow below.

1. Lack of scientific hypotheses

One striking aspect of the Protocol Workshop document is the absence of a list of the proposed scientific hypotheses that the data collected would (or could) be designed to test. The workshops on individual diseases highlight the need for varied experiment designs for different diseases/hypotheses (including different cohort sizes, ages and composition and a wide variety of lifestyle questions and physiological measurements).
Clarity about the research questions in advance is key both to ensuring the scientific validity of the project and to having a clear purpose (or number of purposes) that can be explained to volunteers to obtain their informed consent. 

The overall impression given by the workshop is that the aim of the project to identify interactions between genes and other risk factors (environmental/lifestyle exposures) is highly unrealistic. The workshops on both cardiovascular disease and on diabetes and metabolic disorders both suggested that the potential of the project was poor or very weak, and that smaller cohorts and more focused and detailed research was necessary. The other workshops all produced lists of detailed (different) questionnaires that would be necessary to investigate the likely environmental/lifestyle factors involved in different diseases, and highlighted the probable need for repeated screening, history data, and a wide range of physiological measurements. Medical records were widely considered to be inadequate to provide the necessary data for meaningful research, and the need for considerably more money and time in order to obtain meaningful results was also highlighted.

GeneWatch therefore remains concerned that data collected is likely to be too unfocused and superficial to be of meaningful use. This lack of scientific validity means the project could:
·	wrongly imply that health is largely genetically determined
·	result in commercial “gene fishing”, with the associated dangers of genetic discrimination and misuse of genetic tests
·	be a waste of resources

These issues are considered briefly in turn below.

Genetic determinism

Pressing ahead with the proposal without resolving these scientific issues would reinforce a false impression that health is largely genetically determined. As well as being scientifically dubious this could lead to adverse impacts on health, either because alternative research and interventions are neglected (improving diet, stopping smoking, reducing pollution), or because individuals become more fatalistic about their health. There is limited information available on public responses to genetic risks, but genetic determinism may well decrease motivation by weakening beliefs that changing behaviour (such as stopping smoking) can make a difference Marteau, TM, Lerman, C (2001), Genetic risk and behavioural change, BMJ, 322, 1056-1059..  

Gene fishing

“Gene fishing” by commercial companies, including the patenting of gene sequences may well occur (see below). The potential for misuse of genetic information is increased in a project that is unfocused, since understanding of gene function is likely to be poor. The resulting commercial applications (such as the marketing of genetic tests to individuals, or their use by employers or insurers) will not always be in the public interest. The potential for real health benefits from such a poorly designed project will be limited.

Resources

Concerns have already been expressed by health professionals about the considerable time, effort and training required to properly administer the project, particularly the necessary input from GPs and nurses Hapgood, R, Shickle, D & Kent, A (2001), Consultation with Primary Care Health Professionals on the Proposed UK Population Biomedical Collection, Wellcome Trust and MRC, April 2001.. Substantial public funds will also be required. Unless the scientific difficulties are resolved, there is a danger that the project will be a waste of NHS resources, achieving little to improve public health.

2. Legal and other safeguards

In the Protocol Workshop document, the Wellcome Trust and others recognise the need to reassure the public that data from the proposed biobank would be managed and used in the public interest. However, such guarantees cannot be given unless the necessary safeguards are put in place before the samples are collected. Such safeguards must include:

·	laws banning genetic discrimination as a justification for refusing insurance cover or employment;
·	clarification of the law and issues surrounding ownership and consent;
·	an end to the patenting of gene sequences
 
The Government should also sign and ratify the European Convention on Human Rights and Biomedicine.
 
In general, there appears to be insufficient recognition from the project’s funders of the extent to which the project would be dependent on public goodwill. Mechanisms for reassuring the public will not help if these reassurances subsequently turn out to be false and public trust is lost. It is therefore critical that the necessary mechanisms to protect privacy and prevent genetic discrimination are in place before any collection of samples begins. It is also essential to put the necessary safeguards in place to prevent commercial interests acting against the public interest.

It is somewhat surprising that the brief ethical discussion at the workshop does not refer to the project’s earlier findings from its focus groups Wellcome Trust and MRC (2000), Qualitative Research to Explore Public Perceptions of Human Biological Samples, October 2000. and primary care health professionals Hapgood, R, Shickle, D & Kent, A (2001), Consultation with Primary Care Health Professionals on the Proposed UK Population Biomedical Collection, Wellcome Trust and MRC, April 2001. consultations, or from other opinion research Human Genetics Commission (2001), Public Attitudes to Human Genetic Information, March 2001. , to help guide the discussion. A number of the issues are outlined briefly below in relation to these findings:

Potential misuse of data by insurers and employers

The Wellcome/MRC consultation with health professionals found that they felt that data would be safe to share with many institutions, but not the insurance industry. Concerns were also raised that people may give incomplete data due to concerns about insurance company access. The Wellcome/MRC general public focus group also found that people had specific worries about employers and insurers getting hold of information and misusing it. These findings are consistent with the Human Genetics Commission’s MORI poll, where 4 in 5 people said human genetic information should not be used to set insurance premiums, and 7 in 10 felt it was inappropriate for an employer to know the results of a genetic test to see if employees, or potential employees, are likely to become prone to an inherited disease or disability. The Wellcome/MRC GP’s focus group was also concerned about the potential effects on GP’s practices if genetic information collected for the project was misused.

In view of these widespread concerns, it is surprising that the potential for the proposed collection to lead to discriminatory practices, including the use of genetic test results by insurers and employers, was not discussed. There is currently no law in the UK to prevent such discrimination. The potential for such misuse cannot be separated from the issues of consent and confidentiality (see below), particularly if volunteers are encouraged to consent on the assumption that the sole purpose of the project is to help to cure and treat disease.

Patenting and commercial interests

The Wellcome/MRC consultation with primary health care workers found that they felt that the patenting of genes should be avoided. The Wellcome/MRC GP’s focus group wanted assurances that the involvement of commercial organisations would be strictly controlled. In the same study, religious and community leaders were also concerned about profiteering by companies.

It is therefore unfortunate that the patenting of gene sequences was not discussed at the workshop. GeneWatch is concerned that patents on genes are already hindering medical research, limiting access to healthcare, inhibiting the free exchange of information and leading to costly legal battles Econexus and GeneWatch UK (2001), Patenting Genes – Stifling Research and Jeopardising Healthcare, April 2001  – available online at http://www.genewatch.org/publications/briefs/brief14.pdf . Allowing patents to be granted on gene sequences from the proposed collection could have similar detrimental effects on medical research. Preventing such patenting is therefore key to developing a project that is in the public interest, and to ensuring that public concerns about commercial involvement are properly addressed.

Consent and confidentiality

The health professionals involved in the Wellcome/MRC consultation felt that it was unacceptable to mount studies on traits or diseases not named in the initial consent. For the general public focus group, informed consent about how the samples would be used was seen as crucial. This focus group was happier if samples were used for research on specific diseases – in contrast to the majority view reported from the Protocol Workshop that a detailed discussion of what tests or diseases were to be covered was not necessary. The GP’s focus group was also concerned about accuracy of data, confidentiality, and the need for fully informed consent. Those religious and community leaders worried about ethnic discrimination had particular concerns.

As noted above, clarity about the research questions in advance is key both to ensuring the scientific validity of the project and to having a clear purpose (or number of purposes) that can be explained to volunteers to obtain their informed consent. This clarity is lacking. Without the necessary legal controls in place to prevent genetic discrimination, it is also impossible to say whether the research is more likely to benefit or harm those it is intended to help. For example, genetic tests developed as a result of the research could be as likely to be used to exclude potential sufferers from jobs or insurance, as to find new treatments or cures. It is difficult to see how fully informed consent to take part can be obtained on this basis.

These difficulties are exacerbated by the lack of consideration regarding confidentiality, since volunteers may also fear that they personally (as opposed to unknown others) will suffer if access to their genetic information is not strictly controlled.

Public involvement

The suggestion that citizen-led approaches might overcome some of the difficulties with the proposed genebank is welcome (Section 2.3 of the Protocol Workshop report). Active participation by those donating samples should be considered not only as a means to improve data reliability, but also to help ensure that any research undertaken is directed in the public interest. 
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