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To facilitate the question-period discussion, I’ve provided the main points of my talk in your handout, as well as some web references.

My perspective as an Andersonian experimental psychologist and psychophysiologist, is indicated in my biography.  From this perspective, I will talk about what I have labeled as the “Canadian bioethics industry”.

I will begin by outlining a period up to the early 1990s in Canada, where the issue of the ethical treatment of human subjects was, in my opinion, rationally dealt with by ethics committees in universities and research institutes.  It is this period, I suggest, which has been flushed down George Orwell’s “memory hole” for those younger researchers in North America, who do not recall how ethical issues in human subject research were handled before the rise of the Canadian and American bioethics industry.

I want then to contrast this earlier period with the last 25 years in Canada that has seen the creation of research ethics boards (REBs), which have been markedly increasing in their influence on researchers concerned with human subjects. In my view, these have created taxonomic chaos by conflating such distinctions as the distinction between ethical and epistemological issues, or the differences among medical drug evaluation studies, psychological experiments, and sociological surveys.

In the final section, I will deal with implications for Australian research with human subjects.  So let me begin by considering:

Ethics committees for human subject research before the creation of research ethics boards

While there were constraints on how animal subjects in psychological research were treated from about the 1940s, there were no such constraints on human subject research up to the mid 1960s; it was left to the individual researcher to exercise his/her ethical judgment. 


But by the 1970s, ethics review committees were set up in universities and research institutes in North America, as a result of the exposure of such horror stories as the infamous Milgram experiment, where subjects were encouraged to deliver what they thought were lethal-level electric shocks to other subjects as part of the experiment. 

During this period that began in the 1970s, human research was monitored by ethics committees that dealt only with the treatment of human subjects.  The long version of my paper details my experience both as member of these committees, which comprised four researchers, and as a researcher who had to justify my treatment of human subjects in my experiments.  Here let me just say that over the 30-odd years that I served as an ethics committee member, I criticized, in writing, about 40% of these proposals made by my researcher peers. All difficulties and changes to the applicant’s proposals were resolved in writing, without any need for a physical committee meeting and a collective committee decision based on an oral exchange between the researcher and the ethics committee.

By the early 1990s, significant changes began to occur, with the introduction of the new discipline of “bioethics” into North American research institutions that were involved with research on human subjects.  My general concern is whether the new so-called bioethical requirements that have been laid upon human subject research by funding agencies and institutions, are detrimental to psychological and sociological research’s fundamental epistemological enterprise: the acquisition of knowledge about the conditions under which certain sorts of behavior occur.  

During my tenure at the University of Toronto as a researcher, I was able to observe the Canadian version of this new bioethical enterprise.  So let me summarize what I have called:

The rise of the Canadian bioethics industry with the formation of research ethics boards

The major change began in Canada in the early 1990s, with the establishment of a committee called the Tri-Council committee.  This committee was formed from the nation’s three major government research councils, which are the Medical Research Council, the National Science and Engineering Council, and the Social Sciences and Humanities Research Council.  These three councils together dispense the whole of governmental sources of external funding for researchers, and so may be considered the Holy Trinity of Canada’s public funding of research.

The Tri-council committee was tasked with improving the ethical treatment of human subjects in research.  The most important part of its reforming function was to require the establishment of research ethics boards or REBs in every university and research institution.  These REBs were tasked with evaluating all research proposals submitted in grant applications that planned to employ human subjects, and hence they replaced the ethics committees.  They were to ensure that all proposed human-subject research met not only ethical requirements, but also what are now termed “bioethical” requirements.  I should mention that these reforms were much influenced by a medical model of research ethics applied to treatment-evaluation clinical trials, where the possible harm to subjects is of much greater concern than in psychological experiments or sociological opinion surveys.  And especially for communicating the importance of these new REBs, rhetorically effective, but logically irrelevant examples of evil human experimentation were referred to, such as the Tuskege testing of a drug on prisoner subjects in the USA, or even the so-called experiments conducted by Dr. Mengele and his German associates.


So all Canadian universities and research institutes are now required to have a research ethics board, and all research proposals must pass a review by this board. Members of the REBs are selected in various ways from across those faculty involved in research, and may also include members drawn from outside a university.


The long version of my paper details the history of these Canadian REBs.  A similar, though less radical, bioethical movement occurred in the USA in the early 1990s, with the creation of institutional review boards or IRBs. The section on my web site given as reference #1 in your handout provides a number of pieces on what I call the “North American bioethics industry.”  One aspect of this industry is its growth in terms of funding and bureaucracy.  There are no systematic statistics on this aspect, but a letter by several research psychologists in 2002, which is reference #2 of your handout, notes that, following a complaint about some questions in a survey, Virginia Tech University increased its administrative personnel associated with its IRB by 450%, the membership of its IRB by 250%, and the budget allocated to the IRB by a whopping 1875%.


But here let me just note three examples of taxonomic chaos exhibited by the new Canadian bioethical regime that has been foisted on those researchers who wish to get to the initial application stage for external funding.


The most fundamental aspect of taxonomic chaos is the conflation between ethics and epistemology.  So, in contrast to the former ethics boards, REBs are mandated to not only determine whether they are comfortable with the way the subjects are to be treated, but also to judge whether the research design is sound (which is an epistemological matter, not an ethical one).


In other words, these REBs have taken it upon themselves to judge not only whether the proposed research is ethical, but also whether it is scientifically valid.  But research-design issues for a particular piece of research require a specific sort of epistemological expertise which most REB members do not possess.  The expertise required is not only in the requisite discipline or disciplines, but also an intimate familiarity with highly specialized sub-areas that have their own idiosyncratic terms.   


Unfortunately, what has too often happened in Canada is that members of research ethics boards have come to be regarded as experts, not only in bioethics, but also in the whole spectrum of epistemological research-design issues involving human subjects.


Actually, the Tri-Council committee even proposed a further epistemological extension to the powers of the REBs, when it recommended, as a rule, that if a subject decided, during debriefing, that he or she did not like the investigator’s hypotheses, the subject could withdraw her or his data from the study. This crippling proviso was eventually withdrawn after some trenchant and publicly expressed criticisms.

A second source of taxonomic chaos is the failure to recognize important differences among the following sorts of human subject research: medical treatment evaluation such as drug studies, psychological experiments such as memory studies, and sociological surveys of, say, opinions about rival political parties.  These three sorts of research differ significantly on the dimension of risk to the subject, medical treatment evaluation studies often entailing high risk. For instance, the psychological risk to a person’s self-esteem from being deceived in an experiment entailing apparent failure at a cognitive task in a psychological experiment, is not comparable to the physical risk from side effects in drug trials.

The Tri-Council committee has succeeded in persuading governments and universities to treat a sociological opinion survey and a drug evaluation study, as if they were all part of “human subject research”, that can be evaluated by the same all-knowing REB, using criteria that may apply to medical treatment-evaluation studies, but that do not apply to most social science research.


The third source of taxonomic chaos is the way in which the Tri-Council committee handled the distinction between a code and guidelines. Initially, the deliberations of the Canadian Tri-Council were issued as a “code”, in contrast to the sounder and less restrictive American term of “guidelines”.  After some criticism of this, the Tri-Council ceased to use the term “code”, and, in private correspondence with critics like me, it looked as if the Tri-Council committee had seen the light, inasmuch as it now used the term guidelines in later replies to these critics.  At the time, I thought it was useful that I was writing to the committee not just as an individual researcher, but as the president Canadian Society for Academic Freedom and Scholarship, the web address of which is reference #3 in your handout.

However, in the end, the Tri-council committee did not shift clearly away form the “code” concept in its final published version.  This final published version referred neither to “code” nor to “guidelines””, but now used the term “statement”. Nevertheless, although dropping the term “code”, it was made clear to REBs, that if a researcher did not follow the so-called “statement”, the right to apply for funding would be denied, because the REB would refuse to accept the proposed research.  That sure sounds like a code to me (it quacks like a duck).  Reference #4 in your handout provides a 2009 update on the current version of the Canadian bioethics industry.


Now senior investigators are likely to be able get their research proposals through, even though they know, in their heart of hearts, the significance of distinctions such as the one between ethical and epistemological or research-design issues. 

  But for younger researchers, and especially those who are currently students, the distinction between ethical and epistemological issues has been conflated, and so they lack a memory of how research used to be conducted.  So researchers of the future are likely to succumb to the bioethics industry.  They will, in the epistemological sense, be corrupted by these developments.  Current senior researchers, then, who are in control to-day, are acting like France’s Louis XV, who was said to have said “Après moi, le deluge.”
[Implications of the current Canadian bioethics industry for Australian research]


To conclude, I would like to raise the issue of what are the implications of the current Canadian approach for Australian human subject research, where, from what I have observed, the influence of these developments in research review is currently less than in North America.


Still, at the risk of appearing to be a bit of a Cassandra (male version), I suggest that there are some potentially disturbing signs that this North American disease is becoming established in Australia.  In this talk I shall refer only to what I think is the most disturbing sign: the apparent acceptance of the term and field of “bioethics” as a valid discipline in Australian academia, to which at least one conceptual academic journal, the Monash Bioethics Review, is explicitly devoted.  


Now, there is a valid scholarly field of bioethics concerned with that branch of ethics that deals with the relative value of different living things. Used in this sense, the term’s meaning is clear, and, as the Australian philosopher James Franklin has noted in a recent email correspondence, bioethics has been a valid and principled concern of philosophers like Peter Singer, who have adopted various principled positions on the subject.  So there is a genuine discipline that could be called “bioethics”, and this subarea of ethics has important implications for practice, such as how domestic animals used as food are treated during their lifetimes, as well as how their lives are finally ended.

Alongside this clearly ethical subarea has arisen another use of the term whose connotation or meaning is unclear. A sign of this lack of clarity is the lack of any systematic definition of “bioethics”, as it is used in the context of human subject research ethics reviews.  Rather, there seem to me to be Pavlovian emotional associations created by the term as it is used in this context.   


The first of these associations is with the term “bio”, which elicits a reaction that this is a branch of ethics that is more associated with the “harder” life sciences, than with the “softer” social sciences.  So the term “bio” generates the feeling that the new experts in bioethics are more “down to earth” and closer to real life than the more abstract, theorizing, philosophers. This also means that these expert bioethicists are immunized from criticisms that are routinely considered in introductory undergraduate philosophy classes in ethics.


The second Pavlovian association is that “bio” produces a felt association with medicine, which focuses on biological and physiological functions, and is, therefore, thought to be of more practical importance than airy-fairy, psychological functions.  As I have mentioned, most of the rules of the original Canadian ethics code were formulated for medical research, much of which is really not research at all, but is, rather, the technologically valuable evaluation of various medical treatments.  


In this sort of evaluation, the risks involved for subjects are much greater than those in psychological experiments or sociological surveys, both of which do involve real scientific research, rather than technological applications.  But these distinctions have been ignored by Canadian bioethics boards.


There are numerous other criticisms that have been made of the new regime in Canada.  These include: how the emphasis in research design has shifted to compliance away from scientific enquiry, the excessive bureaucratization and approval delays, and the increased burden that has been laid on individual researchers without any evidence of benefit, either for academic research or for the ethical treatment of subjects.  Reference #5 is a nice summary of some of these difficulties by Canadian experimental psychologist, John Mueller. I note that some academic psychologists in Australia have documented similar criticisms of the human ethics review process here, as, for example in reference #6 of your handout.

For Australian researchers using human subjects to avoid being trapped by a version of the Canadian bioethics regime, there needs to be a critical examination of the concept of bioethics as applied to the scrutiny of human subject research proposals, with an awareness of the pitfalls that may lie ahead.

So I’d like to invite you to contribute your comments and anecdotes based on your experiences of bioethics here in Australia.  And if the points you raise during question time are not fully covered, I’d welcome an email from you later on.

