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Sir,

The Risks of Making Assumptions about Consent

 Gavin and others argue (BMJ, 20th April) that obtaining patient
 consent to the collection of data for cancer registries would result
 in the loss of 4-14% of records [1]. Meanwhile, regulations before
 Parliament propose allowing compulsory collection of cancer (and
 other) records without patient consent in England and Wales; the issue
 is under discussion in Scotland and Northern Ireland.
 
 It is unclear why the advocates of compulsory data sharing stop at
 cancer, as the same arguments should apply to any disease for which
 records-based research holds promise. However, there are even more
 compelling arguments against compulsion which apply to all researchers
 interested in data quality in the long term.
 
 On at least two occasions in the past, mistaken assumptions about
 ethics and about public attitudes have ended up causing serious harm
 to medical research. First, the unsatisfactory ways in which some
 laboratory animals were treated a generation ago fostered animal
 rights militancy, which is now a serious problem for universities and
 other research organisations. Second, inappropriate assumptions about
 the need for consent when removing specimens from cadavers led to the
 Alder Hey scandal. The exploitation of this by the political
 establishment should be ample warning to the profession not to leave
 such hostages to fortune. Yet the widespread non-consensual sharing of
 personal health information envisaged in the regulations will create a
 serious risk of another such scandal in the future.
 
 Following Alder Hey, the Health Secretary promised that informed
 consent - for investigation, treatment, and retention of tissue for
 later teaching and research - would be a fundamental ethical principle
 underpinning patients' relationship with their doctors, and by
 extension the relationship of UK society with the medical
 profession. We share that conviction. It is our firm belief that
 informed consent must be protected as the basis of patient privacy.
 
 Attention must also be paid to the Declaration of Helsinki. Clause 5
 says that `In medical research on human subjects, considerations
 related to the well-being of the human subject should take precedence
 over the interests of science and society'. Clause 22 stipulates that
 `The subject should be informed of the right to abstain from
 participation in the study or to withdraw consent to participate at
 any time without reprisal.'  Council of Europe recommendation no
 R(97)5 on the protection of medical data, to which Britain is a
 signatory, causes further problems. For example, clause 5 outlaws
 covert data collection and thus prevents the collection by registries
 of data about patients who are unaware of their diagnosis.
 
 In many other countries, research data are collected with patient
 consent, or anonymised, or both. Consent does lead to a proportion of
 patients opting out (the highest reported rate being 11%, in Iceland
 [2]). However, researchers cope. There is a growing literature on the
 technical aspects of managing de-identified data and sampling bias,
 and on success experiences overseas [3,4,5,6]. 
 
 The case for making Britain an exception to universally accepted best
 practice has not been made; neither has the case for making cancer an
 exception to the rest of medical practice.
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