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Be not too hasty to trust... the teachers of morality... they discourse like angels, but they live like
men, Samuel Johnson

We are responding on behalf of the Canadian Psychological Association (hereafter CPA) to HSSFC's invitation to comment on the current version of the Tri-Council Code of Ethics (hereafter TCC) presently being considered by three research councils in Canada. In preparation, we solicited comments from CPA's Scientific Affairs Committee and also received commentary from several Chairs of Psychology Departments, who are members of the Canadian Council of Departments of Psychology (CCDP). In the past several years since the process of drafting and revising the TCC has begun, we each have also frequently discussed the Code with many members of the psychological research community in Canada.

Principal Recommendations In all these consultations, there has been little positive regard for the TCC and much dismay at the time and cost of this process. We unanimously agree that the TCC is a fundamentally flawed document and urge that it not be adopted by the research councils. If it is implemented in its present form, many problems associated with the TCC that are documented below could be alleviated by the simple expedient of having REBs interpret and treat the TCC as a series of guidelines rather than rules or principles to be enforced rigidly.

Failure to Make the Case for a Uniform Code The TCC does not truly make an adequate case for a uniform ethics code among the three research councils. Notwithstanding denials in the document itself, the TCC clearly reflects a medical perspective, which is unsurprising given the heavy weighting and representation of medical researchers and medical ethicists in the drafting group. It is generally appreciated within the scientific community that medical protocols receive special care and attention because of concerns about protecting patients' physical health and the impact of physically invasive procedures.

It is, however, quite inappropriate to apply the same intense level of ethical scrutiny in the social and cognitive sciences, where threats to the person are much milder, if not often absent altogether. Simply stated, the procedures for review and scrutiny of a psychology experiment requiring participants to complete a questionnaire, say, obviously need not be the same as for a physical invasive medical experiment requiring an experimental surgical procedure.

Given that psychological research falls within the mandate of all three councils, we appreciate the attempt to develop a single code of conduct that cuts across all fields of human research. Unfortunately, we are convinced that the Code, in its present form, does not meet the challenge necessary to accommodate the diverse research activities across the three councils. In particular, there is not enough flexibility in the prescriptions, procedures, and practices presented in the Code to accommodate the great range of research conducted by researchers across the councils.

Failure to Demonstrate the Need for the TCC An obvious problem is the failure to explain why a draconian and inquisitorial ethics code like the TCC is necessary at the present time in Canada. The TCC alleges serious ethical problems but fails to document them, seriously begging the question of whether they exist in the first place. There are indeed some classic cases of ethical impropriety (e.g., the notorious study in the United States in which a sample of African-American men who had contracted syphilis were left untreated and followed over time to document the course of the disease, or the CIA funded research on "psychic driving" at the Allen Memorial Institute in Montreal). However, these cases happened long ago when ethics reviews were not done.

Whatever lapses in ethical behaviour occur in Canada today are atypical and do not require as blunt an instrument as the TCC to remedy them, especially in the non-invasive and relatively benign research characteristic of the social sciences. Scientific research involving human participants in Canada generally proceeds in a highly ethical manner, making the necessity for a uniform Code superfluous. The Code's proponents have erred in trying to fix something that is already working well and, quite simply, is not broken. Indeed, the TCC is a case where the "cure" is far worse than whatever minor ethical maladies may exist in Canada today.

Many of us in the scientific community have been perplexed and appalled by the excessive sense of righteousness, on one hand, and the inappropriately negative attitude toward research and scientists conveyed by the TCC from beginning to end, on the other hand. The Code appears overly prescriptive in its tone and presentation. While there may be considerable agreement on some elementary principles of ethics, there also exists a great deal of controversy surrounding many ethical issues and standards. From the pretentious quote of Rabelais with which the document begins, the Code implies that research conducted heretofore has been unconscionable. In these days of budget restraint, this incorrect message is not one that should be presented by our research granting councils. Contrary to the quotation selected for use in the code, we uree seriously considering the quote from Samuel Johnson presented at the outset of this report.

Inadequacies in the Consultative Process for the TCC Consultation with the scientific research communities that would be affected by the TCC has been consistently poor and inadequate. The first draft of the TCC was released in the summer of 1996 when many were away, and the scientific community was an inadequate time frame to respond in any case. Even so, the initial draft unleashed a virtual torrent of criticism to which subsequent drafts have only partly responded. The second draft was released for limited circulation in the winter of 1997 to a small number of "reviewers" carefully selected by the Drafting Committee for their likely favourable response. There were some well documented instances in which a member-of the Drafting committee refused to divulge the second draft to leading scientific psychologists in Canada on the outrageous grounds that the document was privileged.

We now have a third draft with a broader circulation but are faced with responding to a possible "fait accompli," in which reasonable and legitimate criticism may simply be ignored. As noted above, the current version of the Code still contains many problems critics pointed out in the first draft. Some members of the Drafting Group have given the appearance of doggedly and implacably pressing on with their "project" of implementing the TCC, regardless of criticism from the scientific community.

Unworkabilitv of the Proposed REB Structure The requirements regarding REBs as specified in the Code presents an undue and onerous burden on institutions and researchers alike. Requiring face-to-face meetings would inevitably delay reviews of research. At present, reviewers of ethics protocols are able to phone, fax, or E-mail their comments to their Research Services. Given the availability of these and other electronic technologies (e.g., teleconferencing, e-conferencing), face-to-face meetings are increasingly unnecessary; and their requirement is another example of the burdensome nature of the procedures required by the Code.

One could easily make the case that independent review of a protocol by committee members yields more thoughtful assessments and avoids the problem of social influence pressures from other reviewers to take one stand or another. There are some occasions when it is necessary to convene the review committee, but these, as is now done, should be reserved for the small number of cases where they are necessary or more efficient.

Worse yet is the proposed composition of REBs, with the minimum configuration of two researchers, a lawyer, an ethicist, and a community member. Two scientific experts are unlikely to be in a position to conduct assessments of scientific validation, if and when these are called for. The two scientists are clearly and deliberately outnumbered by nonscientists, who often may not possess the scientific knowledge or expertise to understand what the protocol being reviewed is attempting to do. The onerousness of serving on REBs is apt to dissuade many academic scientists from serving on REBs.

The requirement of a lawyer and/or an ethicist is best reserved for those occasions when a legal or ethical issue actually comes up in a research protocol. Few lawyers (or ethicists, for that matter) have expertise relating to research and/or research ethics. Requiring lawyers on an REB will be expensive (at least $1 50/hour for a junior lawyer at today's rates), especially for universities without law schools, who are unlikely to have law faculty available to serve on REBs. Even the term 'lawyer' is potentially problematic, in that many lawyers and law professors in academia are not members of the bar (owing to its cost) and might, therefore, be ineligible to serve on REBs, if the term 'lawyer' is interpreted strictly as someone who is a member of the bar.

Similarly, the requirement that REBs always include both men and women needs justification. The sex composition of an REB is essentially irrelevant to its adequacy to assess an ethics protocol.

Problems with Consensus. the Educative Function. and "Inclusiveness" At the moment, the TCC suggests REBs should attempt to reach consensus decisions. With an implicit consensus requirement and a committee composition numerically weighted against scientists and researchers, one can anticipate not only slow decisions but many negative ones in which the researcher's protocol is rejected or revised at the whim of the ethical review committee to a form potentially unrecognizable by the researcher. We take exception to the idea that one member of an REB could stall or preclude a positive decision favoured by everyone else on the committee. A majority vote is a wiser decision rule than consensus. The appeal process whereby a research applicant can have an adverse decision by an REB reviewed is important but needs to be spelled out more clearly in the TCC.

The "educative" function encourages committees to suggest modifications to research, some of which may undercut its scientific value. Moreover, REBs can compel researchers to include disadvantaged groups. While well intentioned, this can obviously incur costs to the researcher, who may have sound scientific reasons for focusing on particular groups of human participants at particular phases of a research programme. The idea that nonscientists on REBs will or can take it upon themselves to re-design research protocols to salve their sense of social justice is chilling. Researchers may be caught in "CATCH-22 situations" where they are forced to include disadvantaged groups who are deemed vulnerable by the REB, resulting in a protocol receiving the full bore of an intense ethical scrutiny it might not otherwise receive or require. Somewhere in all this, researchers' rights, expertise, and knowledge receive rather short shrift.

Problems with REBs Conducting Scientific Evaluations Having ethics committees conduct scientific evaluations is another potentially harmful "canard" in the TCC. There are sound reasons for separating the scientific and ethical review of a research protocol. Scientific validity is often in the eye of the beholder. Quantitative researchers often consider qualitative research "unscientific" and vice-versa. In the 1 970s, homocysteine theory was deemed "unscientific" by advocates of cholesterol theory and the career of its author, almost ruined by these competitors. Today, though clinical trials with human participants remain to be done, homocysteine theory is now regarded as equally, if not potentially more important, than 

cholesterol in the causation and treatment of coronary artery disease. With the TCC in place, one can anticipate many more replays of the homocysteine story. Basically, a high level of caution should be the rule in attempts to judge research quality or value, especially for REBs where the majority of members will lack scientific credentials to make such a judgment. When research has undergone a peer review by a granting committee of one of the research councils, there is little need or reason for an ethics committee to review it independently on scientific grounds. Conceivably, a project could receive funding by one of the research councils with a scientific peer review but be considered to entail "significant risk" and be rejected by an REBon scientific grounds. In such a case, which scientific evaluation is the final arbiter?

At small or even moderately sized universities, it may be difficult if not impossible for the RED to conduct a proper review of a project's scientific validity. Even at large universities, having ethics committees conduct assessments opens the door for professional and interdisciplinary biases to colour their assessments and preclude researchers from conducting their inquiry. To suggest that appointees to REBS will be reasonable people who will avoid these types of biases, as some members of the Drafting Committee have done in public discussions of the TCC, is simply naive and unrealistic. Having ethics committees conduct scientific evaluations opens the door to possible chicanery that is needless.

Problems with the Concept of "Continuing Review" The notion of "continuing review" is another example of unnecessary "ethics policing" in the TCC, and one that illustrates the potentially "inquisitorial" role of REBs. In the present version, researchers are left to request the form of continuing review, which can range from an annual report all the way to a "safety monitoring committee." Such scrutiny as the latter implies would probably be tantamount to shutting down the research. The requirement that some deception research deemed sensitive provide participants multiple and repeated requests for consent and give them the option of withdrawing their data likewise sends the message to participants that the research is dubious and risky, perhaps quite apart from its actual status in these regards.

Even annual reports would require considerable time and effort on the part of researchers. The TCC is mute on the subject of who, if anyone, would actually read or review these annual reports, and their utility is, therefore, questionable. It is another example of "overkill" by the TCC and reflects an unwarranted attitude of mistrust toward scientists by the TCC. The requirement that researchers notify the ethics committee of departures from approved procedures or "adverse events" works well at present and needs no extension.

Potential Problems for "Participant Pools" in PsvchologY Departments The informed choice provisions of the TCC could be read by some REBs as outlawing the practice of "participant pools" that most Psychology Departments rely upon for their faculty's research. If credit toward the final examination is deemed by an REBto be too large an inducement or a form of coercion that precludes informed choice, psychology participant pools and much of the research that academically-based psychologists do would be imperiled. Such a decision would essentially shut down much research by psychologists.

Potential Problems with the Concept of "Normally Acceptable Risk" The concept of "normally acceptable risk" is defined by the TCC as events or harms that are apt to be encountered in everyday life. Of course, everyday life can be quite stressful, including experiences of failure, embarrassment, evaluations, and conflict, to list a few examples. Viewed in these terms, most psychological research would fall within the parameters of "normally acceptable risk" and not receive rigorous review within the proportionate approach. Unfortunately, some REBs could well interpret the "everyday life" definition of normally acceptable risk much more narrowly as minimal risk, in which case many projects within psychology and other disciplines would needlessly receive intense ethical scrutiny.

Ambiguous Status of Deception Research Deception research appears to be permitted by the TCC, provided the researcher is appropriately contrite and apologetic. The Canadian and American Psychological Associations have dealt at length with the issue of deception, concluding that there are some situations in which there is no reasonable or realistic alternative and whatever ill effects of deception that arise can be ameliorated by sensitive and careful debriefing. Still, the TCC is obviously ambivalent on the subject of deception research. Rather than leave it to the whim or chance of REB's interpretations, it would be wiser at the outset to define for the community of researchers those types of deceptions that are acceptable and those that are deemed to be problematic.

Long-Lastina Effects of the TCC While psychologists as scientists and/or practitioners are dedicated to the protection and respect of research participants, that protection must be balanced against the onerous and unjust burdens imposed by the Code and the rights of researchers to pursue legitimate lines of inquiry. To implement the Code without substantial modification, we believe, would have a clearly deleterious effect on scientific research involving human participants that is conducted by psychologists and other researchers relying on human participants in Canada. In its present form, the bureaucracy it seeks to entrench would stifle and delay research, with the result that research activity in Canada would decrease considerably.

The Code would create a "chilly" climate for scientists in Canada and send the message at home and abroad that Canada is a difficult, inhospitable place to pursue scientific research involving human participants. Scientists at all levels would seriously consider leaving Canada or avoid coming or returning to Canada to pursue their careers. Science is an international enterprise in which funds and talent gravitate to venues seen to encourage and support science. The scientific community in Canada can certainly expect that the research councils would support and encourage scientific pursuits rather than creating obstacles to them. 

It is difficult enough for Canadian scientists to be competitive internationally at present, what with the comparatively modest levels of research funding available from the research councils and the unacceptably low annual "success rates" of applicants, especially at MRC and SSHRC, relative to the high competency levels of scientists today. It would surely be a hollow victory for the Code's proponents if a very stringent and onerous code of ethics were adopted by the three research councils, at the cost of crippling Canada's capacity to do world-class, scientific research with human participants. 

