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Brief notes taken from the session.

First Presenter:

Dr. Deborah Poff, President – Ethics in Research – her experiences and guidance

Dr. Poff copied four articles she wrote and distributed them.  They are attached.

Dr. Poff highlighted the experience she has with ethics in research.

*  received her PhD in Philosophy of Science – Ethics in Scientific Inquiry

*  in Canada she is President of the National Council on Human Subjects; 

-  serves on the Canadian Research Integrity Committee

-  chairs the National Council on Ethics

-  which organizes the February conference in Ottawa – speakers and break-out 



sessions

-  serves on Social Sciences and Humanities Working Council – whose goal at the moment is to amend the Tri-Council Document – on areas such as privacy and qualitative methodology.

*  she has served two years on the Experts Committee – working toward getting accreditation and governance of research boards – on a voluntary basis – in order to streamline ethics approval for group research projects with researchers from more than one institution

*  she is the founder and editor in chief of two journals on ethics.
Three of the attached papers are her power point presentations at previous talks – on vulnerable populations – on history of research ethics – on research ethics and academic freedom.
In the history of ethics she discusses a subset of Research Integrity Issues – notably instances of  faking data, plagiarism, ghost authors, gift authors, financial conflict of interest.  She noted that in Britain, pharmaceutical companies are major funders of government – hmmm!  She received an offer to add her name to their research paper if they were allowed to publish in her journal  - hmmm!  Pharmaceutical companies have paid researchers – and asked they sign documents – to say they will suppress research findings – if detrimental to them, of course.  Some pharmaceutical companies have paid a speaker $85,000 to speak promoting their drug – despite its negative effects.  Other non-ethical behaviours are self-citation and redundant publications – citing own articles to up your citation numbers and publishing the same findings more than once.

History of Ethics – why we care.
Notable documents in the history of ethics in research include:

*
Nuremberg Code was developed in 1947 – ten principles and an international declaration on how to treat humans – the first such document.  Arose from the atrocities done to Jews in the name of research in Germany in the second world war.

*
Helsinki Declaration in 1964 – a but more liberal guidelines – has been revised several times.  Notable is that the USA is currently not a signatory to the Declaration (perhaps so they don't have to limit the powers of pharmaceutical companies).

*
The Belmont Report of 1979, USA – extended the above two declarations to Social Sciences, etc.

*
Good Clinical Practices (GCP) – is trying to harmonize standards across the globe – so companies cannot escape ethical conduct by setting up shop in a different country.  Right now China is one of those countries – companies can pay subjects to participate in their clinical trials.

*
Canadian Research International Committee – has "taken off" because of famous scandals in Canada – such as the Olivieri case.  Olivieri did research with children.  She had signed a document of confidentiality.  However, when children became terminal – and no word was getting out – she broke confidentiality and spoke.  As a consequence, she was fired.  However, she was cleared and reinstated in her job, when she took it to court.  

A second famous case was of a Welsh psychiatrist, hired by a company, who – before he started his job – spoke against the company – and was fired.  He sued the company for millions of dollars – for defamation of character.


Dr. Chandra of Memorial University faked data, took research money, and was allowed to retire out.

* 
In 1988 the Tri-council signed an MOU that hospitals would establish research committees.  This was revised a bit in 2005.

*
TCPS wrote a new version of this document – is currently in a struggle to get it passed – to deal with issues such as research with aboriginal populations which weren't complying.

This is the state of play in Canada.
Second Presenter:

Dr. Phillip Goenert, Chair of BU Research Ethics Committee (BUREC) – how BUREC works & guidance to researchers
Dr. Goenert prepared a two-page outline of his topics – based on the application form for ethics approval.  It is attached.

Dr. Goenert noted that the Tri-Council document on Ethics is their manual – it is large.
As was laid out in the Belmont Report – informed consent is most important.

The Tri-Council manual guides how they deal with qualitative research, quantitative research,

single-subject research, research with high school, early years, pre-school, university students,

research with aboriginals, with new immigrants.

They see a wide-range of research areas and participants – vulnerable populations are of prime concern – their rights must be protected.
Is a good idea to learn from colleagues what the process is in your own discipline.

Method Section - Because there are a wide range of areas but only four members on BUREC – explain yourself in your applications as if to someone not in your area – because that is likely the case. Informed consent is a prime consideration.

Potential Harm and Risk – The goal is to minimize risks to participants in the research studies.  If there are risks, you must justify them.  If deception is used – how will you debrief your subjects?  The goal is to leave participants better off for the experience.

Privacy and Confidentiality – You must explain how you will maintain confidentiality of participants – but track their submissions somehow so that if a participant wishes to withdraw their submission, they can.  

Considerations such as these should be included in all graduate research training – they do in their area and wish that this be done with all graduate students.

If the research includes focus groups, you must explain how participants will be made aware of confidentiality requirements.

Free and informed consent is essential.  There is template on the BUREC website to create a 1-1 ½ page informed consent document for participants to read and sign.

Written informed consent does not work in all cases – such as with aboriginal populations.  But consent must be obtained – perhaps by verbal communication – and must be recorded.

In the famous Milgram study, subjects were to administer shocks to "subjects" and were instructed to keep up the shocking – they were not allowed to withdraw from the study.  They did not know that the "subjects" were just play-acting.  That could never happen nowadays – participants can withdraw from a research project at any time.
Issues of whether there is coercion when a parent studies their own child have to be addressed.

There must be "free and informed consent".

Graduate students should be trained – in all areas – of the importance of "free and informed consent" and where concerns arise.

In your application, spell out any conflicts – such as knowing the subjects, etc.

Questions and Discussion:
Question:  Does BUREC have a way of dealing with SSHRC grant applications involving participatory action research – BUREC needs to approve the survey instrument – but this is developed with the participants – and SSHRC wants BUREC approval before granting any money to begin research.  They are caught in a bind.
Dr. Goenert:  Approval could be done in stages – eg 1) get approval on setting up the focus groups, 2) get approval on the survey instrument once prepared, next.  Approval could be given saying something like " if you do this and this and this, we would give approval".  This would require further discussion between the researchers and BUREC.

Question:  If primary researchers on a project are from more than one institution, they must apply for Ethics Approval from each place.  What is one response is faster than others – does one certificate supersede others?  
Dr. Goenert:  The primary researcher at BU must be given ethics approval here.

Dr. Poff:  Ottawa should be making an announcement soon (hopefully) regarding this issue. The hope is that institutions could apply voluntarily for research accreditation – so is a project receives ethics approval from an accredited institution – all other institutions should accept that.

TCPs thinks ethics boards should recognize participatory action research because it changes as it goes along.

Will Vandengard wrote a book "Walking the Tight Rope ..." on these issues.

Question:  Has BUREC monitored our BU research mistakes, considered their nature and provided a template for new researchers to help avoid mistakes.

Dr. Goenert:  BUREC has not tracked mistakes, but this conceivably could be done be reviewing the letters of approval or denial sent to applicants.  But the situations are so diverse that it would be difficult to create one template.  He believes that education of researchers if very important – but if part of BUREC's role, the committee would have to be expanded just so there are more bodies to assist.  Education of researchers is very important in graduate studies programs.

Dr. Poff:  noted that there are notable cases across the country that could be collected.  
She noted the case of Russell Ogden, doing his Masters at SFU, on assisted suicide with AIDS patients.  Because assisted suicide is illegal in Canada, a judge subpoenaed his consent forms. He refused – and was cited with contempt of court.  He petitioned the university for legal council – since they had given him ethics approval for his study – but they refused.

Question/Comment:  At BU, one member's colleagues, the BUREC committee itself and Sharon Downey helped her navigate the application process – so support is available.

Dr. Goenert:  noted that no ethics applications have been rejected during his term on the committee – the committee has guided the applicants through.

He noted that if working with vulnerable populations, that is their greatest concern.

Question/Comment:  One member asked how you deal with situations where you know the possible subjects, to remove the chance of coercion to participate.

Dr. Goenert:  First, you must acknowledge that fact in the research application – don't try to hide it.  Then states the steps to remove chance of coercion to participate, such as sending out brochures and allowing people to approach the researchers if they wanted to participate.
Dr. Poff: noted that some universities do not allow any studies of students – just to avoid the possible pressure on students to participate.

Question:  Is there an appeal process?

Dr. Goenert:  If an applicant disagrees with BUREC's decision they can apply to another institution (U of W is ours – I think this was said) for approval.

Dr. Poff:  members need to develop trust in the process.  She noted that the three universities in Manitoba cannot agree to give credit for Introduction to Psychology from their sister institutions – a very standard first year course – so how can we agree on ethics approval?  There is work to be done yet!

Dr. Poff noted that members of Research Ethics Boards (like BUREC) are volunteer labour.  They believe in the importance, and spend considerable time making it work, but they are human and they will disagree.

Comment:  One member noted that the project she is affiliated with had to apply for ethics approval from five different institutions.  

Comment:  One member noted that libraries can be unique because often research projects cross boundaries between public libraries and university libraries, so must seek approval from each area – and their processes can be very different.

Comment: One member noted that for her Masters research she had to apply to BUREC and to Athabasca University for approval.  She found the Athabasca process much more stringent.  

Response:  Athabasca, as a distance education university, struggles with credibility so may tend to over compensate.

Comment:  This member noted that Athabasca had special concern with "power over" relations.  she was able to use students at a different site for her study.  As well, the process was more difficult at Athabasca because there is no guide, just the on-line application.  She found the Bu Research office of great help.

Dr. Goenert:  noted that the electronic submission has reduced timelines considerably. 

Comment:  This member noted that getting signatures was still a challenge, because they don't have a scanner at the Winnipeg site.

Dr. Poff:  noted that then they need a scanner at the Winnipeg site.

Dr. Poff: noted that discussions of ethics in research issues is very interesting and still has challenges.  For example, she noted that in the UK pharmaceutical companies will pay physicians $20,000 for each patient they recruit for studies.

Question: Has there been a test case taken to the Supreme Court?

Dr. Poff:  No.  There are just very interested people working away in each province.

I had to leave the meeting at this point.  This was twenty minutes after the designated end of the session – it's obvious that discussions could continue on this topic!
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