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file: tricguide2

(December 17, 1997) 

Dear email SAFS member:

I attach a copy of a recent letter from a member regarding the tricouncil code. The member, who wishes to remain anonymous (for well-founded, job-related reasons) also sent the reply, which is identical to that which I received. In neither case is there any response to any of the substantive criticisms, but it appears that they are constructing this form letter to fob off any further "problems". Again I urge those of you that can to write and spread the word.

All the best, John

November 13, 1997

Dr. H. G. Friesen
President, Medical Research Council of Canada
Holland Cross, Tower B
1600 Scott Street, 5th Floor Ottawa, ON K1A 0W9

Dr. M. Renaud
President, Social Science and Humanities Research Council of Canada
350 Albert Street
PO Box 1610, Station B
Ottawa, ON K1P 6G4

Dr. T. A. Brzustowski
President, Natural Sciences and Engineering Research Council of Canada
350 Albert Street
Ottawa, ON K1A 1H5

Dear Drs. Friesen, Brzustowski, and Renaud:

Re: Tri-Council Code of Ethical Conduct for Research Involving Humans

Like many of my psychologist colleagues who conduct behavioural research involving humans as research participants, I have followed closely the development of the Tri-Council Code. Also like many of them, I view this draft code as a seriously flawed document that will endanger Canadian science. Having read the most recent draft closely, I have prepared the following response to it. My comments include several questions that I hope you will address in your reply to this letter.

1. The foundation of this Code appears to be suspicion that Canadian researchers are not to be trusted, that without external pressure and scrutiny they would routinely behave in unethical ways. The tone used in the current draft is inappropriate, for the majority of researchers are thoughtful and careful. I know of no reason for this general suspicion; in fact it baffles me that the granting councils themselves would take this tone (e.g., p. 6, section B, "The Researcher's Responsibilities"). Can you explain the reasons for the belief that Canadian researchers engage in unethical behaviour?

2. From this attitude, the draft Code develops an ethical framework in which the ethics review process, enacted by REBs, assumes a more central p lace and more direct involvement in research projects than formerly. On p 2E 15, the use of the word "partnership" implies that REBs will be active in directing or shaping the research project. This, in my view, is an unwarranted intrusion in most forms of research. There are topics, and r esearch disciplines, in which the risks of participation are high or there are difficult or complex ethical issues, and in these the standard of review must indeed be high. However, review is not the same as involvement. It is one thing to read, consider, and discuss the ethical implications of a project in order to determine whether or not it is acceptable. These are activities of an external body. "Partnership" implies active involvement of the REB in the research project. This represents an important change in practice from what has been usual in recent years.

Most importantly, such involvement would itself be unethical for the majo rity of REB members under this Code, who will not possess the qualifications to be researchers. Why is this Code of Ethics proposing to require R EB members to act unethically?

3. The ethical framework adopted in this code further presumes that only work that is scientifically valid can be ethically appropriate. This pl aces a burden on REBs to determine the extent to which each project meets scientific criteria. How this is done, and by whom, is a critical point to clarify. This determination ought to be done by qualified peers of t he researcher; otherwise the scientific review will itself be unethical. 

Moreover, scientific reviews ought to be based solely on objective criter ia concerning the ability to answer the research question using the propo sed research methods. The judgement ought not to be based on subjective assessments about the utility of the research question, its ultimate soci al significance, its political acceptability, or the validity of the rese archer's theoretical stance. These subjective assessments are open to bi as that threatens to squelch research because of its unpopularity. This too, would be unethical.

4. In order to achieve a Tri-Council code that would apply to all Canadi an research, the code articles misapply a biomedical model and in so doin g, risk invalidating much psychological research. For example, Article 1 2E11 requires that researchers use "partial disclosure" as little as pos sible, and states (p. I-11) that informed choice should be established th rough candid disclosure. The definition of partial disclosure given is t hat "...participants are given only partial information as to the true pu rpose of the research" (p. I-12), and is clearly said to be undesirable i f sometimes permissible. The application of this Article would seriously harm research progress in psychology. Many psychology projects would be scientifically invalid if the participants were aware of the hypotheses under test in advance of their participation. Participants' assessment o f the risks involved does not require this level of knowledge: What is needed is a full explanation of what will occur during participation, wha t information will be collected, and how it will be used. The article as worded here will lead to lengthy discussion between researchers and REBs about the wording of information to participants, without affecting the choice process for most participants. 

In this section, the draft states that "community representatives on the REB can play an important role" in determining when partial disclosure wo uld be acceptable. However, the acceptability varies by academic discipl ine, not community standards. In this case one would think that the most important determinant of when it would be acceptable would be by peer re view: One cannot expect a non-expert to have the background to judge the effects of the disclosure on the quality of the data, which is the issue when one says that disclosure of certain facts will render the investiga tion invalid. 

The assessment of the risk inherent in a given project is not a matter to be undertaken lightly, to be sure. However, the discussion of informed choice appears to begin from the premise that all research participation is hugely risky. This is an unwarranted generalisation. This leaves me concerned that any researcher proposing a novel methodology will encounte r resistance from REBs who, beginning from this point, cannot accurately determine whether there is any real risk involved in the particular propo sal. 

5. Article 1.12 (d) provides participants with the opportunity to withdr aw data from a study after the fact. I am puzzled by the purpose served by this opportunity if the provisions for confidentiality and anonymity h ave been met. Participants may choose to leave participation at any time , and only begin participation after informed choice. What purpose would be served by reducing the sample size after data have been collected? D oes this purpose outweigh the investment of the researcher's and the part icipant's time and effort?

6. The composition of the proposed REBs is especially problematic as it provides insufficient guarantee that the REB will possess the expertise t o conduct the review. The code does not permit departmental ethics commi ttees, but requires that REBs have expertise in the areas of research the y cover. Where would the expertise come from, if not from the academic d iscipline of the researcher? Without a better guarantee of a peer-based review, there is no protection for the researcher from misunderstandings, nit-picking, and bias on the part of non-expert reviewers. 

7. The proposed REB structure and process will be expensive and time-consuming. To give but one example, who will pay the bill for the lawyer on the REB who is not the institution's legal counsel? I believe that it w ill be an unfair burden on over-stressed institutions and that it will result in higher overhead costs charged to researchers. Rather than improv ing the quality of Canadian research, it will impede its progress and red uce its available funding. 

8. The process does not provide any guarantee that REBs will conduct the ir work in a timely manner, nor any indication of respect for constraints under which researchers work. Will the councils accept progress reports from researchers in which they attribute delays to slow REB review? The requirement that REBs only meet face-to-face will slow the process undul y and is backward in this era of electronic telecommunications. Teleconf erencing, videoconferencing, electronic meetings using groupware, and oth er innovative techniques should be adopted as necessary to permit REBs to complete their decisions without delaying research progress. 

In conclusion, let me make clear that I am not opposed to the notion that researchers should stop to consider the ethical implications of their proposed work, and I believe strongly in the four basic principles on which this code is said to be based. However, I have serious reservations abo ut the underlying attitude towards research expressed in this code and I believe that parts of this code will lead REBs to act unethically, by pla cing non-experts in the position of judging scholarly work. 

It is my opinion -- and I know that many of my colleagues concur -- that the adoption of the proposed Tri-Council Code of Ethics would be a disast er for Canadian researchers in general, and psychologists in particular. I urge you to reconsider adoption of this document. If indeed Canada ne eds a uniform set of ethical guidelines for research involving human part icipants, then let it be developed in a new, fair, and open process, setting aside the procedural and substantive problems that have beset the Tri -Council Working Group process that has produced this document.

I look forward to hearing your responses to my questions concerning this Draft Code.

Sincerely,
<SAFS member>


REPLY
December 2, 1997

Dear <SAFS member>:
Thank you for your letter of November 13, 1997, concerning the draft document Code of Ethical Conduct for Research Involving Humans. Your input is timely as the Councils are developing the final consensus document.

The feedback from the community in the recent consultations has identifie d a number of substantive issues for review. The issues identified regar ding the importance of maintaining flexibility in the ethics review syste m and the need to recognise difference in research and institutional cult ures will be given serious consideration. The support of the research co mmunity on helping the granting Councils to shape the final guidelines is very constructive. We appreciate the time and the effort that have been committed to this.

The drafting committee is working toward a final draft by the end of Dece mber 1997. The three granting Councils will then be in a position to rev iew and consider the final guidelines by early 1998.

Thank you for your interest and effort.

Sincerely,

Thomas A. Brzustowski

  

