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The Tri-Council Working Group on the Code of Conduct for Research Involving Humans has begun its revision of the draft document prepared in March 1996. The three research Councils of Canada (MRC, NSERC, and SSHRC) have distributed over 15,000 copies of this document throughout the research and lay communities since last spring. 

Despite the relatively brief period of time elapsed since the publication of thedraft document, the Working Group has received almost 250 letters covering over 1,500 pages of comments. The number and quality of the responses to the document have been both surprising and exhilarating. We are grateful to those who took the time and energy to reflect on this document and to provide us with constructive and thoughtful comments. As Canadian researchers and scholars we are proud that our document has suceeded in generating such a widespread discussion of the ethics of research involving human participants. Literally tens of thousands of Canadians are involved as participants in our pursuit of understanding ourselves, our communities and the relationships between different aspects of our lives: they are the ones to whom we owe respect and to whom we have obligations. 

Many respondents suggested that the timetable planned for revision of the Code was too brief. The three Councils now have agreed that more time is needed for further comments and for the Working Group to digest comments received and to prepare a final document. The revision process should continue until March 1997,with presentation of the final document in both languages to the Councils by mid-June. Thereafter, the Councils will assume full responsibility for all mattersrelating to the Code.

Changes in the Working Group Membership

The Working Group membership has been changed significantly to increase its expertise in areas where at times it failed to adequately represent basic research practices. Three new members have been added whereas two resigned due to other commitments.

Dr. Frederick Lowy has resigned following his nomination as Vice-chancellor and Rector at Concordia University and Dr. Janet Werker had other commitments that prevented her from pursuing her activities with the Working Group.

Chad Gaffield, Professor of History at the University of Ottawa was nominated bySSHRC. Over the past two decades, he has been actively involved in the work of the funding Councils including the chairing of adjudication committees on individual and team research grants, research centers and journals. He has co-edited "Universities in Crisis: The Future of a Medieval Institution in the 21st Century", and has contributed to conferences on Research Integrity, Graduate Training, Science and Technology, and other issues of higher education. Last year he completed his second mandate as vice-president (Science, Policy and Research) of the Social Science Federation of Canada. For his publications on the 19th century Canadian social history, Dr. Gaffield was named Researcher of the Year by the University of Ottawa in 1995. 

Dr. Linda Siegel currently holds the Dorothy C. Lam Chair in Special Education in the Department of Educational Psychology and Special Education at the University of British Columbia. She was nominated for the Working Group by NSERC. She holds operating grants from NSERC and SSHRC and has been a member of the grant selection committees of both Councils. She is a Killam Research Fellow, and has conducted research in the areas of educational, cognitive and developmental psychology, psychology and literature, and social history. She is on the Board of Directors of the Canadian Psychological Association and has been the Editor of the "International Journal of Behavioral Development" and an Associate Editor of "Child Development". 

Dr. Cannie Stark is Professor at the University of Regina and was nominated by SSHRC. She has been involved in the governance of the Social Science Federationof Canada since 1991, first as a member of the Board of Directors and then as Vice-President for Women's Issues and Chair of the Women's Issues Network. She currently serves on the SSHRC Program Committee and is the incoming Vice- President for Women's Issues of the new Humanities and Social Science Federationof Canada. She is actively engaged in both qualitative and quantitative research and was the senior author of the Social Science Federation's ethical guidelines, "Ethical Decision Making for Practising Social Scientists: Putting Values into Practice", adopted by the Board of Directors in December 1995.

Future Changes to the Document

The Working Group believes that the Code should not be viewed as a static document that will cut in stone the ethical conduct of research for the next 10 or 20 years in Canada. The Working Group sincerely hopes that this will be a living document and that adjustments and revisions will be made on a regular basis. This will enable future versions of the code to address new ethical issues in research as well as those imperfections which will certainly emerge.

The following are major issues that the Working Group will address in the revised version of the document. 

First General Issue - Should there be only one code covering all fields of research with humans? 

The Working Group did not address this question in the draft document. Rather it simply took the mandate of the three Councils to develop a document that would cover all research involving humans. As it explored different types of research involving humans, the Working Group saw far more similarities than differences in ethical challenges facing researchers from diverse communities. However, this vision was not effectively communicated in the draft Code. A number of respondents, particularly in the social sciences, have asked whether there should be such a single document. A key justification for a Tri-Council document on the ethical issues of researchinvolving humans relates to the importance of bringing together the perspectivesof researchers from diverse disciplines. In contrast to the disciplinary "solitudes" of the past, many scholars today are convinced that no research topic involving humans is purely "biomedical" or "humanistic" or "scientific" or "social". The ways in which such research is conducted in one part of the research community are increasingly recognized to raise significant ethical questions for other parts of the academic community. 

The challenge in developing a single Code is, of course, to avoid the implication that a particular disciplinary perspective is being imposed on necessary for the conduct of research with human participants. Indeed, a singleCode leaves enough flexibility to take into consideration and accommodate special needs of particular research disciplines. Many responses from diverse parts of the research community emphasized the extent to which the first Tri-Council draft failed to successfully meet this challenge. The central problem is that the first draft is uneven in its treatment of ethical issues across the disciplines and at times fails to represent and appreciate basic research practices especially in the humanities and social sciences. The increased representation of scholars from the latter disciplines in the Working Group should help address these problems. Reasons for having a unified Code can be articulated from the perspectives or points of view of all relevant parties.

Research Participants' Point of View No matter what the research discipline, respect for the dignity and rights of participants is essential. Participants should be able to expect that in a clear and unequivocal way their interests and rights -- particularly rights to make informed choices about participation in research projects -- are respected. If informed choice -- either on the part of participants or, in somecases, substitute decision-makers -- is ethically fundamental in all areas of research involving humans, then it should be possible to reflect this in a single document with a clear set of procedures and fundamental ethical principles.

However, some respondents have suggested that research in the social sciences and humanities involving human participants should be regulated differently thanbiomedical research because the former poses little or no risk to participants while the latter type of research is typically high risk. In the Working Group's view this argument is based on two mistaken assumptions. The first is that harm is to be understood in purely physical or biological terms. It ignores then a whole range of possible risks of harm to research participants, for instance, psychological harm, loss of reputation, breach of confidentiality of research. As well, it ignores the growing body of research that cuts across biomedical and other areas of research.

In the Working Group's view, some of the research in biomedicine is quite low risk, whereas, some research programs in the social sciences pose potentially high risks of harm. What is ethically crucial then is the respect for the autonomy of participants and the degree of risk of harm, not the disciplinary approach taken by the researcher. Unless REBs on a project by a project basis scrutinize proposals according to these central ethical elements, research participants will not receive the moral reassurance and protection that they deserve.

Researchers' Point of View The fundamental commitment to the advancement of knowledge that Canadian researchers share presents another common ethical basis on which a unified code of conduct and guidelines can be constructed. Moreover, as noted above, it is more and more common for research to be cross-disciplinary. A unified document in which the generic responsibilities and rights of researchers are articulated will help cross-disciplinary research endeavours.

REBs' Point of View In many institutions, a single REB is often responsible for evaluating the protocols funded by the different Councils. In other institutions, there are unified appeal mechanisms for multiple REBs. Many research projects involve researchers working from a variety of disciplines and the ethical issues that REBs must address in evaluating research projects in diverse fields are more likely similar than dissimilar. Moreover, REBs also should be playing an educational as well as evaluative role. So, for a variety of reasons, REBs will benefit by having a uniform set of procedures and a common mandate.

Institutions' Point of View The mission of most research institutions includes both education and the advancement of knowledge. The adoption of a single Code of conduct harmonizes for those in training. It brings a common ethos to the different disciplines represented in these institutions and encourages mutual respect amongst involve researchers in multiple institutions simultaneously will allow further harmonization of the ethics review process between institutions. The Code presents a common set of core values and a standardized process across Canada.

Councils' Point of View The Councils serve the people of Canada. As such, they are accountable to Canadian society to ensure the respectful treatment of research participants. It will be confusing and impractical to continue to have partnerships between Councils and other organizations (including private industry) governed by differents sets of rules. The innovative nature of the draft Code is that it reflects the changing needs and the increasingly cross- disciplinary nature of Canadian research. 

Second general issue: Tone of the Document A second issue that came across strongly was that the researchers and research were viewed too negatively. Many respondents suggested that the Code would be more favourably received by researchers if it presented a more balanced vision of researchers and their motivations. More needs to be said about the positive benefits of research and about the moral reasons for engaging in research. Without denying the importance of other imperatives (technological, economic, and egotistical), the revised Code should recognize that most researchers share an allegiance to an altruistic vision of research.

The emphasis on a subject-centered perspective also reinforced some respondents'contention of a "negative tone". When the notion of a subject-centered perspective was introduced in Sections 1 and 2, it was initially presented as a counterbalance to a totally research-centered perspective. Later in those and subsequent sections, it often appeared on its own as if it were the sole ethical perspective. This left a number of respondents questioning whether the Code was interested in good (ie, high quality) research being done. Both must be emphasized and insisted upon in the Code: high quality research and research which respects participants. 

Respondents also suggested that in too many places the emphasis was placed on instances of research in which there had been mistreatment of research participants or other forms of misconduct. This was clearly expressed by many members of the biomedical community and also by some social scientists and humanists. A useful general suggestion was made by one respondent speaking on behalf of researchers at a major Canadian university who said, "the best tone possible with the view that the purpose of ethical review is not to determine ifor which research ought to be done, but rather to help the researcher accomplishthe positive goals of research without compromising integrity, autonomy and dignity". This is important and should be conveyed throughout the document. [See also general issue 6.]

Third General Issue. Who is "a research subject"? Many of the commentators, particularly historians, political scientists, and civil libertarians, made very strong criticisms based on the assumption that if some individual or group was the subject of research then the individual or group was necessarily a research subject. Accordingly, it would follow that theCode would seriously interfere with the freedom of academics to conduct research. Thus, it was argued that scholars could not criticize political or religious figures, such as the Prime Minister or the Pope, without first securing their informed consent to the research study and even its results. Thesame assumption underlay a number of criticisms of the section on collectivities. For example, an expose of the Aryan Nations, it was suggested, would require approval of the leadership of that group, or an investigation of spousal abuse in a patriarchal society would require the permission of abusive male authority figures.

The Working Group did not intend these consequences. In each of these cases, demanding the informed consent of the individuals indicated would be morally unacceptable. In the first two cases (research on the P.M. or the Pope) research would likely be based on public documents so that the research project should not come before the REB or it would be based on interviews with other individuals, e.g., dissident Liberals or Catholics, which would require the informed consent of the interviewees but not the P.M. or the Pope. In the case of the Aryan Nations the same considerations would apply and there would bea strong moral reason for a researcher to avoid involving abusive authority figures. 

It is essential that the crucial distinction between "research subjects" and "subjects of research" be articulated in the revised Code. To say that an individual or group is the subject of research is simply to describe the contentof the research. However, to say that some individuals or groups are research subjects is, in the context of the Code, to make an ethical claim -- namely, that the research participant's informed consent (or that of a third party) is essential. Although there still will be some difficult cases in which it will be hard for researchers and REBs to decide whether or not the subject of research is also a research subject, the general distinction is clear. [See also general issue 6.]

Fourth General Issue: Should we keep the three basic questions? A number of commentators have said that REBs should concern themselves exclusively with the ethics of research involving humans and not be concerned in any way either with the "validity" (quality) of research or with the "overall value of research". The Working Group does not share this view, but does believe that the draft Code needs to be clarified in a number of respects to address important concerns of respondents.

A. First, many respondents assumed that the sole addressee of the Code is the REB. Actually, the draft Code is addressed to multiple audiences, including researchers, research administrators, journal editors, the Councils, other funders of research, research participants, students, as well as REBs. Greater clarity is required in the revised Code with respect to who the particular addresses of various parts of the Code are.

B. This specifically includes the three questions posed in Section 2. The threequestions are addressed in the first instance to researchers and then to research institutions, funders, and REBs. When an REB deals with the "validity" or "quality" of research, it will usually rely on outside peer review, e.g., through the Councils, academic review committees or in the case of student prior peer review then the REB would find some way of securing such a review. Nonetheless, as is indicated on page 2-5 of the draft Code, an REB needs enough expertise on the nature of the research to identify ethically troubling points and to satisfy itself that the proposal has had appropriate prior peer review. 

C. By using the term "scientific validity", the draft Code seemed to assume a single model of research. The draft Code thus struck many respondents as very biomedically oriented and as a very conservative insistence on intellectual orthodoxy. Members of the Working Group are well aware that in the humanities and social sciences there is a considerable amount of diversity in research methodologies, a fact that was not adequately acknowledged as being a strength of this research community. 

Indeed, that diversity is now represented in the Working Group membership. The challenge the Working Group will have in revising the draft Code is to accommodate the intellectual diversity which characterizes Canadian research, while still maintaining that the question of "research quality" has to be addressed in the review process.

D. The overall value of the research project is something that Working Group wanted researchers to be conscious of in generating research proposals. This also deserves consideration by the three Councils and other sponsors of research.

Finally, this is a question which is of great concern to the general public who funds much of Canadian research and research institutions. If researchers can not articulate, at least in general terms, what is of value in their research, then they will lose support which is absolutely essential for the Canadian research enterprise. The question of the overall value of a research project isalso a legitimate concern of potential research participants who can rightly ask, "What benefits will my participation in this research project produce?" This question is particularly urgent in cases where there is no benefit to the participant and considerable risk of harm.

E. The REBs' role in terms of assessing overall value is quite limited to such areas as exclusion and exploitation. It is clear to the Working Group that research projects should not be denied approval merely because they are deemed politically unpopular or challenge widely held views. To do this would not onlythreaten academic freedom, but it would also deprive society of the benefit of vigorous criticism. However, it is fair for an REB to ask (as is required in research with animals) that the researcher state in lay terms what the benefits of the research are likely to be. This at least addresses an element of accountability to funders and to the general public.

Fifth General Issue: Levels of prescriptiveness The Working Group is aware that we need to clarify what is, and what is not, prescriptive. In particular, distinctions need to drawn among the mandatory, permissible, and advisable. Also with respect to these, we will have to be quite clear about who should mandate, permit, or advise on specific articles. For instance with mandatory elements, is it Councils (no funding), the REB (no approval), or the local institution? The Working Group has also been discussingwhether to entitle the final document as a "code and guidelines" to better emphasize the distinction between different levels of prescriptiveness. As well, there will be a major reduction in the number of black letter (mandatory) items in the final draft document.

This connects with a related issue of distinguishing substantive from proceduralitems. Thus some of the most important mandatory parts are procedural, while the most essential substantive parts are the principles which can not be mechanically mandated.

The Working Group noted that the notion of a scaled review failed to come acrossclearly to many respondents who assumed that all projects would assume a highly intense level of scrutiny. This generated complaints about the potential needless and destructive intrusiveness of REBs into innocuous research, the potential high workload for REBs (including institutional costs) as well as confusion about expedited reviews. The Working Group wishes in this communique to emphasize the importance of scaled review. As noted above, there are high risk and low risk research protocols. REBs should treat them accordingly.

Sixth General Issue: Language Although the Working Group is proceeding on the assumption that a Tri-Council document which respects all disciplines can be drafted, the Working Group also recognizes the difficulties of justifying this assumption. Such separation is clearly evident in the vocabularies of different research areas. Many responsesto the first draft made this point using examples such as the word "subject" which unfortunately carries implications of passivity, helplessness and objectification. Thus, one key challenge of the Working Group is to find the appropriate words to articulate those ethical issues upon which researchers can all agree. Whether or not the Working Group can succeed in meeting this challenge (in both languages!) remains to be seen, but the members are committed to doing their utmost throughout this academic year. Thanks to all ofthe time and energy of those who have responded to the draft, the Working Group is now in a much better position to address ethical issues using appropriate language. 

Seventh General Issue: Size, organization and complexity of the Code. Many commentators have suggested that the draft Code is too long and complicated. Nonetheless, many of the same commentators also asked for additional items to be added to the Code. The Working Group believes that the Code can be shortened by pulling together primarily procedural sections and eliminating duplicative passages. A number of sections can be combined with others. The end result should be an easier to use document.

We hope that these comments will help you understand the process by which the document will be modified and reassure you that we are taking very seriously allthe very constructive comments received by the Working Group. This does not mean that each and everyone one of the comments will be addressed in a way that will necessarily satisfy all respondents. 

Up to now, the Working Group has considered all comments received, including those received after the July 15th deadline. Since the revision process is already underway, it is less likely it is that the Working Group will be able to incorporate them in the revised document. Once again, our thanks to all of you who provided us with so many thoughtful comments. 

Sincerely, Jean Joly Chair Tri-Council Working Group on the Ethics of Research with Human Participants September 20, 1996
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