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From Janel.Gauthier@psy.ulaval.caFri Aug 30 11:30:31 1996
Date: Tue, 06 Aug 1996 16:05:18 -0400
From: Janel Gauthier <Janel.Gauthier@psy.ulaval.ca>
To: MCG48@ac.dal.ca, elizabeth.bowering@msvu.ca, cormiep@umoncton.ca,
kcraig@cortex.psych.ubc.ca, furedy@psych.utoronto.ca, goodale@uwo.ca,
bonita.long@mtsg.ubc.ca, jpreston@spartan.ac.brocku.ca,
steffy@watserv1.uwaterloo.ca, veitch@irc.lan.nrc.ca
Subject: Draft Code of Ethics: Response from SAFS 

To the Members of the Scientific Affairs Committee:

John has sent to me a message and an attachement to be forwarded to you. I urge you to read both of them. In my opinion, SAFS did a good job at identifying some major issues with regard to the Draft Code of Ethics. I hope that their points will be well taken by the Tri-Council.

Please note that CPA too has submitted a brief to the Tri-Council Working Group. For your information, I am sending you an attachement in which you will find a copy of it. Perhaps the tone of CPA's response is not as strong as the SAFS's. Like the SAFS, however, the CPA found that the Draft Code of Ethics needed a lot more work before it could become acceptable to the discipline.

Best regards,
Janel

Good reading to you all!
Janel

[ Part 2: "Attached Text" ]

Janel, as I won't be at the scientific affairs meeting, I'd appreciate it if you could circulate the present message (with the attachment) to the committe members by email. You may, if you wish, also circulate the members of the CPA board.

The attachment is a message I sent out to SAFS email members a week or so ago. The second and third pieces are probably the most relevant, given that the second is written by this year's CPA Scientific Award recipient, and the third was originally prepared by a past awardee, as well as representing the views of SAFS as an organization. 

Organizational statements tend to be relatively careful and polite. As an individual I can tell you that in my view, the very proposal itself of such a document (and certainly acceptance in any form that resembled the draft) would make Canadian research an international laughing stock. I showed the document to overseas colleagues during a recent trip to Europe, and they couldn't believe that the document was serious. The harm done to the "softer" sciences and humanities is already considerable, and unless there is strong and clear opposition to document from the organizations like CPA (and especially a committee like ours), the detrimental effects will be considerable and lasting.

In addition, the timing of the draft document (summer, when many people would be away), as well as its limited circulation (many people in my department had either not heard of it, or had not had access to its specific recommendations) smacks of a crude attempt to subvert the integrity of Canadian research while people were not "looking". So, in case I haven't been clear, I'm agin both the document and the way it has been sneaked upon the research community. All the best, John.


John J. Furedy, Ph.D.
Professor of Psychology, University of Toronto and
President, Society for Academic Freedom and Scholarship
(email: safs@psych.utoronto.ca)
Department of Psychology
100 St. George Street, 4th Floor
Toronto, Ontario, Canada, M5S 1A1
Phone: (416) 978-5201
Fax: (416) 978-4811
Content-Type: TEXT/PLAIN; charset=US-ASCII; name=tricouncil

Content-ID: <Pine.SUN.3.90.960729163626.13260B@psych>
Content-Description: 


[ Part 3: "Attached Text" ]


---------- Forwarded message ----------
Date: Tue, 23 Jul 1996 19:57:23 -0400
From: Dale Beyerstein <dbeyerst@langara.bc.ca>
To: furedy@psych.utoronto.ca
Subject: Tri-council letter

Dear John:

Enclosed is a copy of the BC chapter's response to the Tri-Council Working Group. Peter Suedfeld sent in his own response in addition to this. I understand from Steve that you have also sent a response for the national organisation. We are late because we didn't hear about it as a group until Peter sent us a copy of his letter. However, I don't know of any academic organisation with the power to enforce deadlines, so I'm sure this will be OK.

Cheers
Dale

----begin----

July 23, 1996

Secretariat, Tri-Council Working Group on Ethics
c/o Jean Joly, Chair
Pavillon de l'Est
Universite Laval
Quebec, QC G1K 7P4

Dear Dr Joly:

We are sorry to have missed your deadline for submissions in response to the draft of the Code of Conduct for Research Involving Human Subjects (hereafter referred to as the Draft Code). It was not brought to our attention until the deadline was passed. We hope that you can consider this submission. 

SAFS(BC) is the British Columbia chapter of the Society for Academic Freedom and Scholarship, a national organization which promotes academic freedom and excellence in research in Canadian universities and colleges. We are very much concerned about this draft document, since the application of some principles informing this document, and some of its articles, would constitute an unwarranted breach of academic freedom. 

Academic freedom does not entail that a scholar be absolutely unconstrained. This is not only impossible but morally undesirable. What it does require is that the ethical constraints imposed on the scholar be ones that can be rationally defended. When this condition is not met, research projects can be unnecessarily delayed or thwarted, and result in a violation of academic freedom. 

The main problem is that there is a confusion at the heart of this document. The Tri-Council Working Group had two ideas in its mandate: 1) to use ethical principles upon which there is a consensus (p. ix); and 2) to specify the set of procedural standards governing research on human subjects that hold across all disciplines governed by the three councils (p. 1-8). But the document holds that these are ideals as opposed to necessary conditions, and some articles are closer to meeting the ideal than others. This is made clear in the Introduction, but when it comes to the statements of the articles in each section, no mention is made about which are based on highly controversial ethical reasoning without consensus, and which are appropriate in some fields but not in others. Below we give one example of each type of problem. 

The entire section on Research with Collectivities is based on a view about collective rights and interests which is is not the result of any consensus amongst ethicists or social scientists, yet nothing in the discussion indicates this. The Draft Code position assumes that there are collective rights and interests which are not a function of the individuals making up the collective. Without this assumption, the Draft Code's articles 13.5-13.7 would be redundant or unintelligible. But there is an immense body of argument which holds that collective rights, duties and interests are nothing but a function of those of the individuals making up the collectivity. According to this perspective, individuals may be affected by research even if they are not subjects, and if so, their interests need be considered. But their interests are not affected merely by belonging to the same collectivity as someone else who is affected by the research. Nor is it just, according to this view, that the leader of a collectivity be automatically given the right to decide what is a permissible interference of a member's interests. This is a clear violation of individual autonomy; and the Research with Collectivities section flies in the face of such moral traditions as Kant's without an argument. 

Article 13.6, requiring permission of the leader of a collectivity before research can take place which involves the member of that collectivity is not only inconsistent with non-collectivist theories of rights, it is inconsistent with the remarks in the Draft Code on individual autonomy and informed consent. For example, it states on p. 2-8, "Competent subjects, those capable of self-determination, have the fundamental right to decide whether or not to participate in particular research projects". But this is simply not possible where the leader of a collectivity has the right to forbid the researchers from asking him or her to participate. 

The discussion in this section is far too inconclusive to justify any articles that prescribe conduct. E.g., the discussion of relativism on pp. 13-8-13-9 is too vague to even suggest how to resolve moral problems involving disputes between individuals and spokespeople for the collectivities they belong to. Nor is there any helpful suggestion offered for those cases where, according to one account, someone is a member of a collectivity and according to another not a member. E.g., how would this code resolve the dispute between a person who considers himself an ex-member of Scientology, but who signed the standard contract Scientology requires which they say is enforceable for billions of years? There is no justification offered for articles that would likely prevent research into any organization with a leader that has reason to try to keep certain of its members quiet. 

The second problem we note is with the notion of a common set of procedural standards applying to all academic disciplines governed by the three councils. What is a procedural standard? How does it differ from the articles in the Draft Code? If this is just another term for philosophical principles, then our criticism of vagueness mentioned in the previous paragraph applies. But if this notion is meant to refer to whatever shows us how these philosophical principles determine which articles apply to which disciplines, then we see another serious flaw in this document. Nowhere is there a discussion of which articles apply to which REBs. The document is rife with articles that might be thought to apply to all disciplines, as part of the minimum standard governing research on human subjects, but which a moment's thought will show have very limited application. It would have been nice if the Tri Council Working Group had given this moment's thought. One example: Article 12.26 deals with consent in emergency situations. It is obviously meant to apply in medicine; but its appearance, say, in a code for a REB governing historical research would have exactly the opposite effect to what the Tri Council Working Group intends. To hold open the possibility that there might be some "emergency" in history that would obviate the need for obtaining informed consent from subjects is to downplay the importance of informed consent, rather than to enhance it. 

We have no quarrel per se with the claim made on p. 2-4 that "the scientific validity of a research project is integral to its ethical acceptability." Of course placing a subject under some risk for an ill-designed experiment that will not generate reliable data is not justified. However, we think that the Tri Council Working Group has not addressed carefully enough the ways in which putting this statement into practice can lead to problems. In almost every REB, the working majority of the board will not be in a position to assess any but the most obvious parts of the experimental or statistical design submitted to them. REBs are necessarily comprised of people from a wide variety of academic disciplines, and so it is likely that at most one person on the committee will have the relevant expertise in the area. And even that person may have to excuse him- or herself because a connexion with the researchers constitutes a conflict of interest. Some laypersons may be wholly out of their depth in discussing experimental designs in the field under discussion. Such questions as whether an experiment designed to replicate an earlier finding is simply busywork or a useful contribution to the discipline might turn on subtle issues about the reputation of the original experimenters for carrying out their experiments as described; something known only to those working in a particular area. Thus rejecting an experiment on the grounds that its scientific merit does not justify some risk to the experimenter is a judgment that is beyond the scope of most REBs. The Draft Code needs to state something about these problems. One possible answer to them might be that the Draft Code specify a duty for REBs to seek the assistance of outside experts with relevant scientific expertise whenever they are in doubt about the scientific merit of a proposed experimental design, and these doubts lean the members toward rejection of the proposal. Of course the calling in of experts is a further delay in the approval process, and so it must be kept in mind that REBs are not in the business of assessing scientific merit unless this is a benefit to be weighed against some cost. Therefore, where there is no risk to subjects or other ethical consideration to be weighed, there is bo reason for REBs to involve themselves with the scientific merits of an experimental design. The same point holds where the risk to a subject is obviously less than the scientific benefits. 

Finally we detect a kind of blind adoption of postmodern critiques of science without any justification for these claims. One example of this leads to remarks that are at best a vague and naive overgeneralisation, but perhaps even more worrisome in light of the previous comments about ethicists examining scientific merit: 

This objectifying model of scientific discovery is much contested nowadays, especially in the social sciences where a more participatory model is proposed the hermeneutic model a model which takes account of the context. Greater participation by subjects in the entire research process (orientation, choice of method, social evaluation, etc.) Can help researchers form a greater sense of respect for persons and for groups. (p. 1-5)

Perhaps they can but they are not the only way; and they can be bad science and lead to absurd conclusions. In fact, it was just the method proposed here that was used by Targ and Putoff of SRI in their studies that concluded that Uri Geller has psychic powers. Geller got to design many of the tests he passed, and was able to pass on other ones. 

In conclusion, we have reservations about the underlying normative position and philosophy of science presupposed by this Draft Code. We think that much more effort needs to be placed in examining and arguing for these assumptions. Otherwise we foresee that the adoption of the articles in this code, and the attitudes behind them, will not only impinge upon the academic freedom of researchers, but will infringe upon the autonomy of subjects. 

Yours sincerely

Dale Beyerstein Coordinator
SAFS(BC)


---------- Forwarded message ----------
Date: Fri, 28 Jun 1996 16:00:00 -0400
From: Peter Suedfeld <psuedfeld@cortex.psych.ubc.ca>

FYI: I am sending the enclosed letter to the Tri-Council Working Group on 
Ethics.
*****************************************
28 June 1996

Secretariat
Tri-Council Working Group on Ethics
c/o Jean Joly
Departement de Medecine Sociale et Preventive
Universite Laval
Quebec, Que. G1K 7P4

Dear Dr. Joly:

I have carefully read the draft Code of Conduct for Research Involving 
Humans, and I also attended a meeting at UBC where members of the Committee explained it and answered questions about it. There are many disturbing characteristics of the draft, whichI strongly urge be addressed before any code is promulgated. I have two general points. First, I object to the unseemly haste and lack of consultation with which this process is being pursued. Having the draft distributed in April and May, with a mid-July deadline for comments, ensures that many Canadian faculty members -- those with travel and research commitments away from their institutions -- will be unlikely either to read it and think about it or to prepare and transmit their reactions to it. Why, after not having a tri-council code for decades, is there suddenly such a rush that it cannot wait until, say, December, when all faculty members will have been back in their offices for a few months? Second, I have a general fear about codes that are designated as +guidelines, not rules , which is how the representatives of the Committee described it in answering criticisms. The body that promulgates the codes may think of them as guidelines; but local committees, wanting to avoid ambiguity and possible trouble, will very probably enforce them as regulations. As a university faculty member for over thirty years, and an administrator for over twenty, I have seen this happen many times. Suppose it happens with the application of this Code to a research proposal, which is then turned down. The researcher may want to argue that the local REB misunderstood or misused the Code; but to what higher authority can the decision be appealed? The Councils should provde some mechanism outside each university itself for enforcing the use of the Code as a guideline rather than its being taken literally and applied willy-nilly to all proposals. The situation is particularly dangerous for the social sciences and humanities: much of the Code is oriented toward protecting subjects from the kinds of potential harm that may occur in medical or biological research but that are highly unlikely or impossible in other areas. Nevertheless, an REB may demand that all scholars follow the more stringent rules that make no sense in their discipline. Such scholars should have a recourse other than the REB that made the ruling in the first place, and prefereably other than committees of the same institution.

I also have a number of objections or questions concerning specific components of the draft Code:

The idea that REBs should have the responsibility or the right, and that they have the competence, to assess the scientific validity and overall value of research projects is seriously misguided. Most REBs are made up of no more than one person from each of a number of relevant disciplines, with many disciplines not represented at all and some members without any research training of any sort (e.g., community representatives). How could such a body possibly come to credible conclusions about issues on which not even disciplinary experts (grant and manuscript reviewers, editors, etc.) are in frequent disagreement? I would suggest that research that has passed peer review, e.g., by committees of a granting council, or as shown by past publication in refereed outlets, has a prima facie right to be considered valid and valuable; and in no case can the usual motley REB be permitted to pass judgement on these criteria. Let ethics boards evaluate the ethics of the research, which they may be able to do with some legitimacy.

In the context of interview and archival research, the restrictions are excessive. For one thing, it is inappropriate to require researchers to incorporate interviewees comments on the research in reports and publications (5.18). For example, a scholar who conducts an analysis of neo- Nazi propaganda should not be forced to include the comments of the neo-Nazis about that analysis. Once the subject has agreed to participate, as long as informed consent was honestly obtained, he or she has no further power or rights over what the researcher concludes or publishes -- and, I may add, neither does the funding agency. These are dangerous infringements of academic freedom. Article 5.20 imposes requirements that are often impossible to meet: when one analyzes material that derives from oral history interviews, the names and especially the current locations of the interviewees are likely to be unknown. What is the researcher supposed to do then? The issue of providing health services and having the recipients thereof serve as research subjects (Article 10.3) needs to be clarified. For example, the developer of a new form of behavioural therapy may offer clients the opportunity to participate in research testing the technique, which may also provide a health benefit to the subject. No other professional anywhere, or perhaps no one in the geographic vicinity, may be conversant with the technique. I see no ethical problem in this; in fact, to forbid it would be to bar patients from a potentially effective treatment.

The section on collectivities (13) is paternalistic, condescending, and a violation of the mores of Canadian society. It also contradicts the general thrust of the draft Code: that individuals have the right to make their own decisions about participating in research projects. I find it bizarre that a sensitivity to the inappropriateness of professional and expert paternalism (p. 1-2) should be so insensitive to other kinds. How can the committee possibly subscribe to the idea that some authority figure should have the right to forbid members of his or her +collectivity to participate if they themselves wish to do so? Let me sketch a few scenarios: (a) The leader of a cult, gang, or extremist political group forbids its members to talk to outsiders, especially social scientists. One or more members, perhaps somewhat disaffected, want to do so. Is the REB really supposed to uphold the authority of the leader over the autonomy of the members? (b) Some immigrant groups in Canada traditionally consider the father/husband to be the leader of their collectivity. Suppose a wife, or a second-generation young adult, wants to participate in an interview study, but the patriarch is concerned that she may say something he would prefer not to have known. Does the social scientist s ethics reinforce the censorship power of the patriarch? Admittedly, the potential interviewee may decide not to go against the husband s or father s wishes; but should we not let her make that decision for herself? (c) To carry your premise to its absurdity, if I want to do research on the residents of Vancouver, must I get permission from the mayor? If on Canadians, from the Prime Minister? If on Roman Catholics, from the Pope? If on First Nations people, from their chief? If on Catholic First Nations people living in Vancouver, from all of the above? Most importantly, it is not up to researchers, REBs, granting agencies, nor for that matter to governments, to enforce submission to authority. Article 13.6 is a blanket endorsement of the status quo, which members of the collectivity may want to reject. It must be left to the decision of the individual whether he or she wants to submit to the authority of the collective or to go his or her way even if it upsets +a balance in the established relationship of power and authority. Suppose the women of a cultural group want to put it on record to a social scientist that they oppose the genital mutilation of young girls, but the authorities of the collective don t want that opposition to be voiced. Does the Tri-Council Working Group consider it ethical to support the authorities in order not to upset established power relationships? The idea is outrageous. Aside from the philosophical principle, there are practical problems. First, the identity of the person or group in authority may be uncertain: e.g., in some native communities, there are serious rivalries for power between elected and hereditary chiefs. Second, many collectivities are +nested in other collectivities -- how far up the ladder of authority must the researcher go? Third, when it comes to large collectivities (and the draft itself, Article 13.1, specifies nations as collectivities), the idea of getting permission from a leader such as the head of a government for doing research in his or her nation is ridiculous. As for Article 13.2, see my comment about the neo-Nazis, above. Once again, the response that these are guidelines and are not supposed to be enforced literally is unrealistic. The Code, which has many positive features as well, has very serious flaws that require correction. I hope the Councils will see to it that the correction is made before the Code is put in place. Sincerely yours, Peter Suedfeld, Ph.D., F.R.S.C. Professor of Psychology 
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Received: by psych.utoronto.ca id <10>; Thu, 25 Jul 1996 19:06:33 -0400

Response from the Society for Academic Freedom and Scholarship to the 
document "Code of Conduct For Research Involving Humans" by the Tri-Council Working Group, March 1996

Prepared by Doreen Kimura, Ph.D., FRSC (past President, and Member, Board of Directors)

The Society for Academic Freedom and Scholarship (SAFS) is an association dedicated to the maintenance of freedom and excellence in all academic pursuits. It consists of approximately 400 members, most of whom are faculty in universities throughout Canada, many of them distinguished scholars. Although as individuals we may have additional comments or concerns about this document, this response is directed primarily toward ensuring the broadest freedom for all in the pursuit of knowledge.

INTRODUCTION

We appreciate the importance of general guidelines regarding the conduct of research with human subjects. This document is useful, in particular, in pointing out the necessity for avoidance of coercive measures for soliciting and/or keeping subjects in a project (p.2-8). Coercive offers of benefits, which are essential to the well-being of the subject, are especially likely to occur in health research settings, and researchers in such fields may need stronger reminders than others, that research participation is voluntary.

We also see as very positive the suggestion that local Research Ethics Boards (REBs) coordinate with others, so that the researcher does not have to deal with several REBs (such as a hospital board and a separate university board) on the same research project.

Nonetheless, we find some serious flaws in the draft document which we are hopeful can be corrected. They arise from four major concerns:

1) The approach of weighing harm versus benefits arises from a medical model, and is largely irrelevant to most nonhealth research. We foresee the endorsement of such an artificial model by the Tri-Council as likely to encourage its use as a means of disallowing research deemed unpopular.

2) Many of the proposed regulations imply that the outcome of the research may be determined by the subjects, a situation which could lead to research being dictated by transient ideological fashions or by sheer ignorance, rather than by testable hypotheses and objective methods of investigation.

3) The requirement that local REBs make decisions on the scientific value of the research has MAJOR potential for abuse. Of the many functions that REBs may serve in future, this one needs to be severely curtailed.

4) We see the emphasis on the rights of "collectivities" as overstated relative to the rights of the individual.

5) We find the attempts to delineate an "ideal" researcher to be futile and irrelevant; futile because we don't at present know the characteristics of good researchers, which is after all an empirical question; and irrelevant because the guidelines should be concerned with outlining desirable behaviours strictly within the research framework.

Detailed comments and suggestions for improvement are given below.

HARM VERSUS BENEFITS

If this is to be maintained as a Tri-Council document, the general principles should be enunciated in ways which could apply to all Councils equally, rather than by taking one model and forcing an artificial application to others. This is particularly important because local REBs will be guided by, and (experience tells us) are likely to interpret literally, the final wording of the Code of Conduct. For most nonmedical research on humans, all that should be required is that no foreseeable direct harm will come to the subject. In behavioural research, for example, the greatest harm that typically could be done, and the possibility is remote, is making subject feel that s/he has not met some standard set by the experimenter. This is nearly always offset, however, by the assurance from the research description that it is not the individual's performance which is the focus of investigation, but the operation of a general principle (for example, whether learning a list of words is affected by learning a previous list).

There is not enough recognition in this document (e.g. 2-7, para 4) of the importance of research which yields no obvious immediate personal or societal benefit (for example, the discovery that the level of sex hormones significantly predicts the tendency to aggression in certain social situations), but which may radically alter how we think about a particular question or field -- in this case, the biological contribution to aggressive behaviour. Such research might be among the most valuable we could promote in terms of ultimate contribution to knowledge about humans, yet might fall prey to the narrow view espoused here of what is ethically acceptable.

Recommendation: The the sections on harm vs. benefits be rewritten to reflect the lesser pertinence of such a model for most nonmedical research; or, that different guidelines be written for medical and nonmedical research.


SUBJECTS' DETERMINATION of RESULTS

The emphasis on a subject-centered perspective (p.2-7, bottom) is generally incompatible with the aim of scientific validity. This is particularly likely if the intent is that the subject is entered in a study only if s/he is in agreement with the theoretical framework of the research. On p.2-10 it is suggested that if, after debriefing about a study, S does not want to participate, the data from such Ss should not be used. While this stricture is made within the specific context of research requiring deception on the part of the experimenter, it could be seen to apply to nearly all behavioural research, since one hardly ever reveals the exact hypothesis to Ss, in the quite reasonable belief that they will be influenced by it.

Allowing subjects to determine whether their data should be in the study after they have served as willing subjects, would make it impossible to get an unbiased sample of subjects in most research projects. For example, in doing research on the effects of age on memory function, one might compare 40 year olds and 70 year olds. Among other things, one would inform the older subject that s/he would be doing a variety of tests of intellectual function, with brief descriptions, and probably also that the experimenter is interested in seeing how older people do on such tests. However, if after the study is finished, the 70 year old subjects understand that they were being compared to 40 year olds, and had the option of removing their data, the comparability of the two age groups might well be undermined. Suppose that subjects who are most likely to want their data withdrawn would be those who thought that they did not do well. If such data were removed, we would have an invalid study of intellectual changes with age, i.e., the scientific criterion of validity could not be met. With more controversial fields of research, this problem would be exaggerated.

The objection does not even touch upon the impossibility of enforcing such removal of data.

This suggested standard with respect to the collection of anonymous impersonal data is in puzzling contrast to the wider latitude given to biographical and historical data, despite the fact that in the latter, individual identity is a given. Thus on p.5-8, it is (quite appropriately) stated with respect to biographical research that "the subject...has no right to censor the researcher's work or to be guaranteed that any objection [from S] will be cited in the document." The ethics document admits the importance of subjects not being allowed to determine the outcome of biographical or historical research, yet would proscribe the inclusion of behavioural data from anonymous subjects who, after the study, express a negative view of the project. Surely there is a gross inconsistency here?

Recommendation: Article 5.13 d) (p.5-6) "if the subject decides not to participate following debriefing, the subject's data must be removed from the study" should be deleted.

RESEARCH ETHICS BOARDS' EVALUATION OF SCIENTIFIC VALIDITY

(Page 2-4) We are aware that there is a tradition in some institutions for REBs to evaluate the validity of research proposals. We believe that this is an unfortunate tradition, since the ethical question of treatment of subjects can in most instances be separated from the question of quality of the research. Given the difficulty that Grants Selection Committees have had in all three granting councils in the past in deciding which grant proposals are most deserving of support, it is clear that judging scientific validity is not an easy task. The three councils quite rightly commit major time and resources to resolving this question, but despite the considered expertise available from scholars throughout the country, questionable decisions are nevertheless made.

It is much more likely, therefore, that a local REB, without the resources available to the granting agencies, will make bad decisions, particularly given the makeup of the committees as outlined on p.3-3 and 3-4. Moreover, local REBs are more likely to be influenced by the history of a particular researcher, and probably more likely to be susceptible to the local political milieu in making decisions about the quality of a research proposal. The research endeavour in this country, particularly in the Behavioural and Social Sciences, is already seriously threatened by strong pressures from special interest groups, and it MUST become independent of current political ideologies if it is to survive and maintain integrity.

As an example of the potential for a stifling effect of ideology on research, a valid research proposal on AIDS which relates its incidence in a specified ethnic group to multiple partners (regarded as promiscuity by some and therefore potentially "stigmatizing", see p.13-4), could well run into difficulty solely on the basis of an REB's evaluating this as an unsympathetic view of the group's sexuality (yet this might be the very community to benefit from the research).

Recommendation: 1) That local REBs make no judgments about scientific validity except in special cases where palpable direct harm might occur to Ss by not doing so. 2) That this document explicitly exhort local REBs to go beyond objections from special interest groups and political ideologies, and judge the proposals solely on the basis of ethical acceptability. 3) That to the Appeal Procedures (p.3-6) be added the provision of an external appeal, that is, to a committee outside the local REB's domain, which will usually be outside the institution.

"COLLECTIVITIES" VERSUS INDIVIDUALS

(Section 13) While we appreciate that doing research on a cohesive group qua group is different from research on a number of individuals, we feel that the emphasis on a hierarchical process of permission is inimical to our cultural tradition of individual self-determination, as well as to the objective unbiased collection of data. Therefore, once group access has been granted, the researcher must finally determine who shall be interviewed, assessed, etc.

"MORALITY" OF INDIVIDUAL RESEARCHERS

In several places, the document refers to the characteristics a good researcher should possess (p. 2-3, bottom; 10-1). While it is reasonable to attempt to specify some of the behaviours which are appropriate to the interaction between researcher and subject, difficult as this may be, it is not appropriate (nor possible) for this committee to delineate the personal qualities of a good researcher. The value of any research is and should be judged by its contribution to knowledge, not be the degree of altruism (10-1), empathy or compassion (2-3) of the researcher. Otherwise, instead of requiring research proposals, we should be giving personality tests! Empathy and compassion might conceivably be drawbacks in doing certain kinds of research well.

Moreover, most people are responsive to economic gain, indeed much of our societal interaction is based on its effectiveness, hence for the Working Group to make negative pronouncements about it as a motivator either for researchers or subjects is to show an insensitivity to cultural norms which the Code itself deplores (as in Section 13).

Recommendation: That commentary about the research endeavour be strictly restricted to minimally acceptable behaviours within which researchers and subjects operate, and all reference to desirable or undesirable personality characteristics of a good researcher be deleted, in deference to our ignorance on this subject.

Submitted by the Board of Directors,
Society for Academic Freedom and Scholarship (SAFS):

Dr. John Furedy, PRESIDENT, U Toronto
Dr. Philip Davis, U Prince Edward Island
Dr. J.L. Granatstein, FRSC, Emeritus, York U
Dr. Ruth Gruhn, U Alberta
Dr. Doreen Kimura, FRSC, U Western Ontario, Past President
Dr. Murray Miles, Brock U
Dr. Peter Suedfeld, FRSC, U British Columbia
Dr. Philip Sullivan, U Toronto
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REVIEW AND COMMENTARY ON THE
DRAFT CODE OF CONDUCT FOR RESEARCH INVOLVING HUMANS


OVERVIEW

The Draft Code of Conduct for Research Involving Humans was prepared by a Tri-Council Working Group on behalf of the Medical Research Council (MRC), the Natural Sciences and Engineering Research Council (NSERC) and the Social Sciences and Humanities Research Council (SSHRC). 

The goal of the document is to meet the varied needs of researchers, members of Research Ethics Boards (REBs), and administrators of institutions where research with humans is conducted. Researchers, REBs and administrators are urged to regard it not only as a prescriptive document but also as an educational tool.

The Draft Code of Conduct has 19 sections. These sections deal with the whole spectrum of research with humans subjects. Section 1 establishes a philosophical approach within which to begin the consideration or research of ethics, and section 2 establishes a framework of ethical principles considered by the Councils to be fundamental to the ethical conduct of research. Section 3 prescribes minimal standards for the composition and operation of Research Ethics Boards while section 4 deals with community, professional and commercial REBs. Sections 5 to 11 give practical guidance concerning a number of matters common to all research protocols; informed consent, privacy and confidentiality, access to personal records, continuing ethical review, conflict of interest, incentives for participation and responsibility for adverse outcomes. Sections 12 and 13 highlight issues regarding research with populations at risk of exploitation in research or exclusion from research, and research with collectivities. Section 14 reviews research conducted outside Canada. Sections 15 to 17 address issues related to research on human genetics on technologies involving human reproduction, and the use of human tissues. Finally, sections 18 and 19 provide material specific to clinical trials and quality assurance. 

GENERAL COMMENTS

1. It is appropriate to congratulate the Tri-Council on undertaking the ambitious task of drafting common guidelines for medical, natural and social sciences research with human participants that will meet the needs of all concerned in today's society and in the years ahead. Obviously, the Tri-Council is committed to maintaining the highest standard of research, to provide education on these standards, and to honestly maintain the credibility of science with government and the public. The draft refers to the values and moral sensitivities of society being in a state of flux and the need of researchers to be sensitive to these changes. These are desirable goals. The draft document is a beginning attempt to meet these goals.

2. The Canadian Psychological Association (CPA) believes that the intent of the three Granting Research Councils to develop common guidelines for research funded by the three Councils is both important and very difficult. The problem is not so much one of finding common principles as it is in producing Articles that are general enough to apply to the many types and areas of research funded and specific enough to be useful. In our opinion, the success of the document in tackling this problem varies from very successful to not at all successful (and perhaps harmful). It is our hope that the current round of consultation will help to increase the level of success.

3. Due to the complexity of the task, and the numbers of people involved, our guess is that various sections of the document have been written by different groups of persons. As a result, there is an apparent difference in the tone and writing style of various sections, a lack of flow to some of the content, and some duplication. The document needs to be streamlined by an editor with a background in ethics. This is particularly true of the Introduction and Sections 1 & 2. 

4. It is essential for any clarity of thought to differentiate clearly between ethical principles (values) and rules of conduct. Hopefully, the rules will reflect the principles and the adequacy of rules is determined by how well they do so in a given context. Clarity on this relationship helps to determine when exceptions to rules may be ethically justified by higher principles. The articles or standards should be clearly listed in their own section for easy access and ready reference.

5. There are inconsistent statements in this document on whether it is primarily educational or primarily prescriptive. Furthermore, there are many specific concerns with the draft document that appear to be related first to the larger substantive issues of the definition and understanding of the nature of research and second, to those who are the dominant experts who decide, monitor, and enforce. The authors appear to be deeply entrenched in old paradigms of the proper ways to conduct research, such as in the medical sciences, much to the neglect of current practices in the social sciences. What is of particular concern is that REBs and Funding Councils may have the power to enforce rules which are inappropriate and hazardous to conducting research using other models and which may maintain neglect, exclusion and discrimination against special populations. To the credit of the authors they are aware of the criticisms for "other", but their attempts to accommodate are piecemeal, to plug the "holes", rather than understanding changing philosophies and practices and rejoicing in an expanded vision of the value of research in serving the needs of society. 

6. The document reflects that a great deal of work and careful crafting has already occurred. However, it will require much more work to bring it to satisfactory fruition. Our intent in the following commentary is to enable the process, not to discourage it. We trust that the Tri-Council Working Group will accept our comments in this light.

Introduction 7. The first difficulty appears in the Introduction with the apparent attempt to enlarge the mandate of the Councils and the Code: from responsibility for the ethics of research funded (at least in part) by one of the three Councils to responsibility for the ethics of all Canadian research involving humans. We do not believe the Councils have this latter mandate. We further believe that it is a mistake for them to claim it. The Introduction should clearly state the limits of application of the Code and the responsibility of the Councils to ensure very high ethical standards when public money is being used. There could be a general statement that those not funded by the Councils might find much that is helpful (it will sell itself). The statement at the bottom of page xi would be a good starting point.

8. The second issue is the use of the word "subject" rather than "participant" (e.g., "research subject" rather than "research participant") throughout the document. The CPA Code has used "participant" since its inception in 1986, believing that this word denotes self-determination and agency rather than simply being subject to the authority or study of another. On page 1-5, paragraph 3, the draft document states:

But certain ways of going about science (some methods and attitudes more than others) may incline the researcher to objectify human subjects. The human subject then becomes an experimental object. There is a real danger of treating a subject of research as an experimental object, and so of ignoring or compromising his or her full humanity.

We believe that the Tri-Council Code would make a distinct step in this direction by getting rid of references to "subjects". It can be done. We could not find a single instance in which an alternative, more "ends-in-themselves" phrase could not be used.

9. Section B (page x) does not seem to be complete. Also, the statement "All research involving human subjects requires ethics review" needs to be tempered by clarifying the mandate of the document.

10. The last sentence of paragraph 1 under C.1 (page xi) should state "education and supervision of their staff...".

Section 1: The Philosophical Approach of the Code of Conduct...

11. On page 1-1, it is unclear how the humanist source of ethical principles (respect, equality, liberty and privacy) can be considered as universal rules, while the second source can be called utilitarian principles (autonomy, no-maleficence, beneficence, and justice). Something is confused or confusing!

12. On page 1-2, in the section on How Science is Seen, the four main strands are presented, not as progress and opportunity, but as problems, stress, or constraints that must be faced in doing research, namely, that a) science should be useful, b) the manipulative power of science is feared, c) the traditional authority and paternalism of "experts" is challenged by all sorts of different thinking people in an increasingly pluralist secular society, and d) which is a duplication of the previous point, that diverse special groups are critical of research and can reference the Charter of Rights and Freedoms to protect individual and group rights. 

13. On page 1-2, there are two references to "doctors' when the more specific "physician" is meant. There are many types of "doctors". The references should be changed to "medical doctor" or "physician".

14. Also on page 1-2 (last paragraph), use of the word "quarrels" conveys a questioning of the validity of different points of views; for the same reason, "certain feminist groups" would read better as "some feminist groups". 

15. On page 1-3, the section on How Science is Done is also presented in terms of problems, not of opportunities. The problems are a) emphasis on technology may supersede the advancement of knowledge, b) the diversity of methodological models makes it difficult to define standards for the evaluation of science, c) the economy of the marketplace and considerations of profit will influence/determine the orientation of scientific research, and d) scientists will be increasingly competitive and hence pressed into unethical practices to compete. The relationship to the involvement of human participants is not clarified.

16. On page 1-4, the definition of scientific research is likely to interpret diversity as deviance from the dominant group norms. It ignores context, researcher bias, power differentials, and participant participation. It implies traditional approaches to "accepted scientific methods", such as, empirical testing of hypotheses. 

17. On page 1-5, in the section on Relations with Others in Scientific Research, the discussion suggests that there is conflict or tension between the need to "use" human subjects for research and the concern that the dignity of individual human beings be respected and that they not be objectified, dehumanized, or otherwise harmed. A participatory model that recognizes fuller involvement, recognition and decision making of research participants is mentioned here, but is neither elaborated nor incorporated in the main body of the draft. The positive aspects are neglected. The discussion is not coherent and to the point, is defensive rather than proactive, is struggling without guiding. Instead of asking How do you justify research with humans and what constraints must be respected (however reluctantly), one could develop a more positive approach by addressing the following questions: How do we expand models, contexts, and participation to more fully respect humans? How do we systematically hear the heterogeneity of human voices and experiences? How do we enhance the quality of human life beyond keeping the heart beating and the oxygen flowing? How do we provide guidelines to ensure an organized, systematic action of knowledge that will serve humans individually and collectively? 18. On page 1-6, the section on Fundamental Choices in Research Involving Human Subjects again suggests that the interest of research and of research subjects are in conflict, and therefore we must defend or justify the 'use' of human subjects and define the constraints that make the "use" morally acceptable. Ethics becomes a bore, a nuisance, and a negative obligation. If (p. 1-7) we have the resources and the moral deliberation, we should hear more about them sooner rather than later or never. Why can not ethics be joyful and aspirational?

19. From pages 1-3 to 1-6, there seems to be a tendency to portray medical research as quantitative research and other research a primarily qualitative. The examples seem to be medicine versus everything else. The last full paragraph on page 1-6 is an example of what we believe to be a false dichotomy. There are many social science (not to mention physics) examples which could be very similar to the examples given for medical science. Someone needs to go through these pages to ensure that a more accurate picture is portrayed.

20. We may be overly-sensitive, but we would change: 1) the reference on page 1-7 to a "psychiatric patient who is confused, violent, or dirty" to a "psychiatric patient who is confused and violent" or "a patient who is confused and violent"; and 2) the reference on page 1-9 to the "Islamic immigrant woman" to "an immigrant woman" or "a refugee with no immigrant status".

21. Pages 1-7 and 1-8: The document recognizes the problems of exploitation, exclusion, and social injustice in the inequalities of access to the fruits of research, and recommends setting up new ethical rules, or applying the rules already in place more perceptively. However, the document appears to recommend applying the rules with greater sensitivity in order to soften the paternalism of researchers, rather than recognizing changing philosophies that shift the power differentials in order to recognize researchers and participants as partners with common goals and concerns. Coherence in principles, prudence in safeguarding of persons involved in research, and pragmatism in the application of principles simply do not address the issues of acceptable definitions, methodologies, and utilization of research findings in the service of humankind.

22. Pages 1-8 and 1-9: The Code is said to be educative - but clearly REBs are to use the Code for enforcement. Informed consent continues to be the key principle for the protection of human participants. This document wisely adds that all ethical issues regarding human participants must be seen from the point of the view of the subject. The four major responsibilities described include a) the researcher addressing the consequences of the research (no criteria for concern are indicated), b) the institution assessing the costs of research, c) REBs protecting human beings from harm, and d) researchers dealing fully with informed consent. The focus appears to be to give more attention to the informed consent of the research participants, rather than to significant changes in purpose and methodology.

23. The statement on page 1-9 "...our confidence in those who do research" is wonderful. It needs to be drawn out more, perhaps earlier in the Introduction. The heavy emphasis on systems for accountability can convey the message that there is little confidence in the ethical integrity of researchers. It would be worthwhile balancing such a possible perceived message.

Section 2: Ethical Framework for the Code of Conduct...

24. On page 2-1, the following quotation is historically dated, defensive, and reflects the nuisance value of having to do research involving human beings: The crucial question for researchers and others considering the ethics of particular research projects is: how can the positive values of the particular research project be secured without compromising the integrity, autonomy, and dignity of the research subject being studied? Is all the "we-they" tension inevitable? Why could not the crucial question be How can researchers and others involved in research establish common mutually acceptable goals and methodologies in which the integrity, autonomy, dignity and benefits for all persons are mutually respected?

25. The 3rd paragraph on page 2-3 seems to imply that "research that is beneficial to children in general that would expose individual child subjects to risk" is ethical, but illegal. Is this what the authors intended to say? If so, the opinion needs some justification.

26. On page 2-4, it is stated that an answer of "no" to any one of the three categorical questions means that the research is not ethically justifiable. However, research that is conducted to train students is later called ustifiable, even if the "value" question is answered in the negative. This seems to be a contradiction. 

27. On pages 2-4 and 2-5, the discussion of scientific validity is very traditional and medicine oriented. The issues of exploitation and exclusion are discussed under overall value because they may result in findings that are not valid generally, and that may disadvantage those groups who have been excluded. The concerns appear to be more for medical objective findings and their utilization rather than for hearing the voices and understanding the experiences of those who have been excluded. Again, the social sciences issues are not addressed.

28. Although we understand what is meant on page 2-6, we believe there is some danger in talking about being sensitive and responsible to changing societal values about science. The societal valuing of science in Hitler's Germany led to atrocities. There is some parallel in today's "buying into" high valuing of reducing costs in a way that could blind us to other very important values. As an example of this, we were struck (page 2-6, paragraph 2) by the suggestion that there is some injustice in spending lots of money researching serious diseases affecting only a few individuals (instead of taking a broad and inclusive perspective) being followed by the suggestion that we need to pay more attention to marginalized or disadvantaged groups. Some persons with rare diseases believe that they are marginalized and disadvantaged by virtue of having a rare disease!

29. On page 2-7, the discussion of dignity and respect focuses on a subject-centered perspective of potential harms and benefits. The topic deserves a broader and more positive perspective.

30. Free and informed consent receives considerable attention as if it were the key ethical response to give the green light for the use of human subjects.

31. We would suggest changing the first sentence in paragraph 2 on page 2-8 to read: "While coercion is usually perceived to involve force or the threat of force, offers of benefits can also be coercive, especially where the benefits are essential to the well-being of the participant".

32. We believe that the option for oral consent in telephone research is very wise, as is the recognition that researchers should not be expected to anticipate every conceivable potential effect of their research and the definition of harm to include psychological and emotional harm.

33. We would like to see more discussion of the ethical underpinnings of allowing research participants to remove their data from a database. Later in the document, it is said that a participant (including a collectivity) should not be allowed to censor a researcher's findings. We assume that this means that there is some limit on consenting participants' ethical right to remove their data. What are these limits? What ethical concepts justify such limits?

34. We wish to thank the authors for paragraph 2 on page 2-11 (and similar ones later in the document). Suggesting that incompetent individuals should never be included in research never made any sense to us. Among other problems, it carried with it its own form of paternalism toward family members who acted as substitute decision makers.

35. We liked the emphasis on greater sensitivity to the subject centred perspective in the discussion of harms and benefits. We also liked the emphasis on paying attention to different cultural interpretations/definitions of harms, benefits, privacy, confidentiality, and exploitation (in this section as well as later in the document). Well done!

36. On page 2-14, good ethical reasoning is recommended, based on thought, insight and sensitivity. Well and good but is there a process that is helpful?

37. The last sentence of paragraph 4 on page 2-14 is a good jumping-off point for the Section on REB's. "Securing the approval of an REB...should be an opportunity for informal ethical reflection and discussion with ethical peers" should be repeated in Section 3.

Section 3: Research Ethics Boards

38. This section is highly distracting to the flow of the document. We believe this is because it is too procedurally specific. Our recommendation would be to split the section into two - with the ethics of REB's appearing here and the membership/procedures, etc. appearing at the end of the document. Perhaps REBs should not be discussed since, while they may have educative and monitoring functions, they appear to be the control mechanisms to ensure that ethical principles developed in the philosophical approach and ethical framework of this Code are applied in an equitable manner in research involving human subjects. We would clearly not want REBs to have the power to enforce a flawed document, because the criticisms of traditional research that the authors have recognized are not sufficiently understood or appropriately addressed.

39. From the point of view of the ethical framework of the document, the core of Section 3 is in the second and third paragraphs of page 3-1 and paragraph 5 on page 3-7. These paragraphs need to be expanded.

Section 4: Community, Professional, or Commercial Research Ethics Boards

40. Are the authors referring only to such Boards as they relate to Council-funded research? If so, then we believe the requirement that such Boards parallel university REB's may contradict the document's espousal of being sensitive to the values and every-day functioning of various communities. If not, then we believe they are going beyond their mandate.

Section 5: Informed Consent

41. Item d) on page 5-2 would be relevant only for some kinds of research.

42. Article 5.7: we would consider the description of the information to be relayed to represent informed consent, but in this case the information is appropriate to the type of research being conducted. To avoid any misunderstanding or misinterpretation of Article 5.7, we strongly recommend the inclusion in the article of a reminder of the requirement to fully inform participants applies.

43. Please see comment # 19 above.

Section 6: Privacy and Confidentiality

44. The first paragraph needs to tie respect for privacy and confidentiality to respect for persons. Violations do not need to be harmful to be disrespectful.

45. In the first sentence, the word "citizens" should be changed to "persons"; otherwise, it is too restrictive.

46. Article 6.1: What "confidentiality guidelines" are being referred to? Also, reference to ensuring "the integrity of the data" (on page 6-2) would not seem to be related to the issue of confidentiality.

47. Article 6.2: "The researcher must address this issue to the satisfaction of the REB" - On what basis should the REB be satisfied?

Section 7: Access to Personal Records

48. We found this section confusing. It is not clear under what conditions a researcher can have access to personal records. There is reference to "satisfying the REB", but little guidance about what should satisfy the REB. Personally, we prefer the section on this topic in the Ontario Mental Health Act. It offers good guidance.

49. Article 7.3: What if the information is unidentifiable?

50. Article 7.4: What is the purpose of the personal contact?

Section 10: Incentives for Participation

51. "The ethics of research with human subjects are not the ethics of the market-place". Great beginning to a great paragraph! (page 10-1)

52. Article 10.1: This article suggests that research is unethical whenever research participants' costs are not reimbursed. Obviously, research participants have the right to be reimbursed and, whenever possible, their costs should be reimbursed. However, there are situations where individuals may wish to participate in research even though they know that they will incur monetary or other losses and that reimbursement will not be possible because of the lack of research funding (of course, we are not referring here to individuals who may be under social, psychological or competitive pressures to volunteer their participation). Should such research be declared unethical? We do not believe so. The altruism that ideally underlies the enterprise of research should not be negated by such restrictions. Individuals should be allowed to be altruistic and should not be denied the benefits of participating in research that is poorly funded or not funded. What matters the most is that research be scientifically valid and of good overall value, and research participants be informed and treated with dignity and respect. 

53. Article 10.3: Perhaps should cross-reference to Section 19.

Section 11: Responsibility for Adverse Outcomes

54. We do not believe that responsibility for adverse outcomes should go beyond legal liabilities.

Section 12: Exploitation or Exclusion

55. On the whole, we found this Section thoughtful. However, although the section is welcome, it takes too narrow a focus on how it affects the validity and utility of research findings.

56. Article 12.7: The explanation following the article is not relevant to many forms of research. Most women would find it offensive to have such a matter discussed simply because they were of child-bearing age, regardless of its relevance to the research being conducted.

57. Page 12-7, paragraph 3: Beyond a certain age (e.g., 7 or 8), the presence of parents would be developmentally inappropriate in much psychological research, and could distort the findings of some research with children below that age. 

58. Top of page 12-9. The use of the word "independent" is probably unnecessary and could be misinterpreted. We assume the authors are referring to a responsible, caring family member, and are not getting into the trap of believing that no family member can be considered "independent" so we must create a whole new social structure to make such decisions.

Section 13: Research with Collectivities

59. The definition is very helpful. As the term "collectivities" is used very early in the paper, this definition should be cross-referenced.

60. Article 13.5 should receive much greater emphasis - collectivities are unhappy about being studied by outsiders without any collective benefits.

61. Article 13.11: Can we assume that the study would be a single-family case study if the collectivity is a family?

62. Article 13.18 is weasel worded - clandestine research...may raise serious ethical issues... Is it O.K. or not, or under what conditions?

63. Once again, a very thoughtful section. However, it is too narrow in its focus on how to obtain respectful free and informed consent - "we" will fully inform "them" and "they" may consent or not consent. 

Section 14: Research Conducted Outside Canada

64. Please see comment # 24.

65. Page 14-2, first paragraph. We assume that the concern is exploitation when the authors say that "...must usually be satisfied that the study could not be conducted in Canada or another developed country". Is this not overly restrictive? Why can collaborative research, which can help train and develop research abilities in developing countries, not be carried out?

Section 15: Human Genetic Research

Section 16: Reproduction, Infertility, Embryos and Fetuses

Section 17: Human Tissue

Section 18: Clinical Trials

66. The randomized controlled clinical trial has become widely regarded as the principal method for obtaining a reliable evaluation of treatment effect on patients. Unfortunately, individuals who seek treatment do not proceed at random. They gather and process information, they make judgments, and they make decisions. From a statistical viewpoint, randomization makes sense. However, from a psychological viewpoint, it does not. To promote randomization without questioning its ecological validity cannot be ethically justified. Accordingly, this section should have an article requesting researchers to demonstrate to the REB that appropriate means have been taken to achieve ecological validity. 

67. Article 18.5: This article marks a drastic change from previous documents. At last, it is clearly recognized that the use of placebos in clinical trials is unethical where effective interventions are available. A new intervention must be weighed against the best current intervention. The use of placebos is ethically justified only where clearly effective interventions are not available and where there is a need to determine whether a new intervention does more good than pretending to do something. Section 19: Quality Assurance and Performance Evaluation

68. The title should read "Programme Evaluation" instead of "Performance Evaluation.

69. Quality assurance often involves speaking with individual patients/clients (e.g., regarding their satisfaction with process and/or outcome), as well as reviewing their records/files to determine adequacy of services provided. Therefore, Article 19.1 as stated would interfere profoundly with normal, ethically-founded quality assurance activities. If changed so that REB review would be required if a study were both hypothesis-driven and required direct client contact, perhaps it would be acceptable. This section not very helpful in conveying ethical responsibility to engage in ongoing quality assurance and programme evaluation. 

CONCLUSION

70. Historically, the ethical concerns for the protection of human research subjects came to the forefront after the horrors of Nazi experimentation were disclosed at the end of World War II. Governments and a public disillusioned with these and other abuses of research subjects pressured scientists to establish ethical guidelines and review mechanisms. At this time informed consent appeared to be the mechanism to justify the "use" of human subjects. Since the 1960s, in the interests of social justice from many sources, have come demands to change our concepts about research methodologies and applications. They come from diverse disadvantaged populations and from those who focus on community development, evaluation of program effectiveness, health and social welfare. The research emphasis in the social sciences is shifting in order to address context, experience, relationships, egalitarianism, participation, social values, and improving the lives of participants. This document reflects a struggle to deal with the criticisms, but apparently without sufficient understanding of different philosophies and practices required to correct perceived deficiencies. The promise of new views and new language on research involving humans is not fully realized despite good intentions.

71. There has long been a need for an updated document on ethical guidelines for research with human participants that goes far beyond protection from harm, and that can present a vision of participation and sharing in the systematic collection of information for the welfare of humankind. The authors deserve credit for trying. Now with further work the Tri-Council , if it truly represents medical, natural and social sciences, may succeed.
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