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Dr. John W. Holloway, Asthma Genetics Research Group, University of Southampton, UK.

This is an interesting case which has a number of parallels with studies the Southampton Asthma Genetics group have undertaken in the past. It raises issues relating to consent, storage of samples commercial research and genetic testing. 

(a) Consent: When recruiting individuals for genetic studies of asthma we routinely use a two stage consent as follows: 

Part A: Consent for specific project as outlined in information for participants

Part B and C: Consent for linked-anonymised/ unlinked anonymised samples gifted for storage and use in future studies in specified types of studies. For example permission for samples to be used for treatments/investigations of medical conditions relating to asthma and other lung diseases.

As outlined in the guidelines on the use of human tissue and biological sample in research published by the Medical Research Council UK1, the use of a two stage consent recognises that often there can be subsequent use of samples for new experiments that cannot be foreseen, while making the donor aware this may happen and giving them the opportunity to specifically give approval for this. Unless the sample is to be anonymised and unlinked prior to storage, unconditional blanket consent is not sought from the donors. In the majority of our studies, and especially for genetic studies, blanket consent is not sought. Rather possible future research is restricted to specific types of studies that may be done, and the types of diseases that can be investigated.

The storage of samples for future unanticipated research has a number of benefits, including the reduction in use of invasive sampling procedures, a reduction in the numbers of subjects used in research projects and moving medical research forward more quickly with the potential benefits that may bring to patients. However the benefits must be weighed against the potential for harm to the patients including invasion of their privacy. The benefits of this should be carefully outlined to donors, consent given and donors should be given the reassurance that all secondary use will require approval by an ethics committee and that no tests of known clinical value for diagnosing or predicting disease on samples that can be linked to them individually will be done without their consent.

(b) Commercial research: In those studies that are to be undertaken in collaboration with commercial partners we specify:

1. Donors are informed that their samples are being used in commercial research

2. The samples are used only for what is outlined in the initial study description approved by the local ethics committee – generally this is a disease area restriction and following completion of the study the samples are either destroyed or in the case of joint research programs returned to the academic research group if further research is continuing.

3. Any proposal for other uses of the samples is re-approved by the ethical committee.

Subjects participating in commercially funded research projects often have concerns with the idea of a company making a profit out of research material that they have freely donated. Hence it is important subjects are made aware of the potential benefits of allowing commercial access, and that the role of any one individual’s sample in the generation of future profits is likely to be minimal as well as impossible to quantify. Given the possible sensitivities, it is essential that research participants know that their sample or products derived from it may be used by the commercial sector, and that they will not be entitled to a share of any profits that might ensue. 

(c) Genetic testing: Public sensitivity to genetic research must be considered in studies involving collection of genetic material. Often genetic information obtained for research purposes is of unknown or uncertain predictive value. The MRC guidelines specify that “Participants should be advised of the possible implications of genetic information for other family members and the potential impact on family relationships, and also of the implications of genetic risk information for employment or their ability to obtain insurance, before they decide whether to give consent to the test or whether they want to know the result.” This advice is based on the Department of Health (UK) Advisory Committee on Genetic Testing’s guidance to Research Ethics Committees2. In the majority of our studies we include the following statement in the consent form:

I understand that the project/future research using the sample I give may include genetic research aimed at understanding the genetic influences on asthma and lung diseases but that the results of these investigations are unlikely to have any implications for me personally.

In this case however, the results obtained may impact directly on the patient’s health in terms of the appropriateness of a particular medication for treating their asthma. Therefore the possible benefits to the patient of informing their doctor of the suitability of specific medications for the patient should be weighed against the possible implications to the patient and their family of knowing the results of the tests. If this is to be the case, then the patient must be fully informed about the test(s) and prior specific consent sought.

Finally, outside of the ethical implications of participation in the proposed study there are a number of ethical implications of pharmacogenetics research in general that need to be considered. These in include such things as individuals being classed as ‘therapeutic orphans’, to difficult or expensive to treat on the basis of their genotype, and the ethical implications of recruiting participants to clinical trials based on genotype which may exclude individuals from other ethic groups3.
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