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Preamble

This report resulted from a growing recognition and concern within our own department
and more broadly across the profession of medicine of the perceived and real conflict of
interest in the complex relationship between physicians and the pharmaceutical industry.
The redlities that underpin this relationship — that physicians often need to prescribe
medications to achieve desired therapeutic goals for their patients; that industry often
generates research-based medications to improve treatment; that industry views
physicians as the rate limiting step in the prescription of their medications; and that
industry is, primus inter pares, a business that must profit to survive — establish the
potential for both confluence of and conflict of interest. At the same time, as aresearch
focused and productive academic department, we have enjoyed high-level collaborations
with industry in both basic and clinical science that have been investigator-initiated and
governed by stringent research ethics requirements. In addition, at the level of the
Faculty of Medicine, recently harmonized research ethics guidelines regulate this
research interaction with industry.

The confusion and concern experienced by physicians, students and the public in the
context of thisrelationship iswell reflected by the s multaneous emergence nationally
and internationally of multiple guidelines for these interactions by both physician
organizations and by industry. In Appendix |11 of thisreport, three of these sets of
guidelines are applied to common situationsin relation to industry. In Appendix 1V,
references to various guidelines are provided as well as references to selected articlesin
thisfield. Overall, the similarities outweigh the differences among these guidelines but
problems remain:

& they are never complete or prescriptive enough to cover every
Stuation;
R promulgation is not the same as acceptance or adherence. Indeed,

the research literature on clinical practice guidelines reflects
tremendous difficulties in getting physicians to adopt new
therapeutic behaviours based on research evidence; imposing a
code of professional behaviour related to interaction with industry
may be even more challenging;

R accountability around these interactionsis not structured or
transparent within our academic or professional community;

R conseguences for non-adherence have yet to be established. The
College of Physicians and Surgeons of Ontario (CPSO) advised us
that while there have been occasional complaints to them about
physician violation of the guidelines generated by the Canadian
Medical Association and approved by the CPSO, these have never
reached the level of the Discipline Committee.

The Department convened a Faculty Development Half Day on interactions with industry
in September 2002 that was extremely well attended. We learned, not surprisingly, of a
divergence of views within our faculty regarding such interactions, as well asalack of



familiarity with existing guidelines that theoretically govern al physicians. In the next
section of this report, we reflect upon the mission, values and principles of our
department in relation to interactions with the pharmaceutical industry.

Mission, Values and Principles

The Department of Psychiatry has as its mission the provision of educationa programs,
the promotion of research activities, and the delivery of clinical care. The Department is
part of the Faculty of Medicine at the University of Toronto and also recognizesits
important role in a broader society.

With regard to education, the Department values pedagogical excellence. Several key
principlesfollow. Students and residents must be provided with education regarding the
principles of conflict of interest, asis mandated by the Faculty of Medicine. Education
must also be provided about the role of industry broadly — research, marketing and ethics.
Itisessential that faculty members model ideal conduct in this areafor residents and
students. There should be reasonable regulation during training of interactions by
students and residents with industry. Evaluation of attitudes among students, residents
and faculty members regarding interaction with industry should be gauged regularly.
When industry-sponsored teaching does occur, careful consideration must be given asto
whether such teaching isfilling avoid in our own curriculum.

In the area of research we are committed to scientific achievement. This means that
investigator autonomy must be maintained as outlined by Faculty of Medicine
requirements for participation in research. Scientific objectivity must be ensured
according to the principles and processes of ethicsreview. In relation to industry,
product promotion must be avoided in the dissemination of research findings, adherence
to ethical standards must be maintained at all times, and, in presenting research findings,
faculty members must disclose all industry affiliations.

We are committed to the highest standards of clinical care. Thisrequires that we ensure
that all of our clinica activities promote good and minimize harm. Each faculty member
and resident needs to reflect upon the potentia impact of interactions with industry on
his/her primary responsibility to care for patients. It isrecognized that industry may
provide opportunities for beneficial partnershipsin enhancing clinical care, but which
may carry ethical challenges, which must be considered carefully. Patients should be
made aware that faculty members may have a professional relationship with industry and
consent for participation by patients in industry-related activities must be informed,
capable and voluntary as outlined in the Health Care Consent Act.

AsaUniversity department, we are committed to academic freedom. Thisrequires
recognizing and addressing potential and real conflicts of interest, insisting on proper
contracts, protecting intellectual property and adhering to the highest standards of
objectivity and reliance upon sound evidence. Academic freedom also requires the
promotion of a departmental culture that facilitates free discussion and debate in relation
to all aspects of our relation to industry.



We also are committed to social responsibility and responsiveness. This requires
awareness of both perceived and real conflicts of interest as reflected by the mediaand
social critics. It aso entails the avoidance of excessive remuneration and/or benefitsin
various relationships with industry that are likely to create real or perceived conflicts of
interest. Protection of the reputation of the profession and the University is essentia and
requires every faculty member, student and/or resident to reflect upon the implications of
his/her activities for the profession and/or University asawhole. Finaly, there must be a
commitment to the reporting of unacceptable practices so asto enable regulatory and
other responsible groups to enforce appropriate standards.

All physicians must consider the implications for their primary obligation in the provision
of carefor their patients, aswell asfor trust and the therapeutic alliance, of interactions
with industry. Psychiatry may best meet the complex needs of its patients through a
variety of collaborations— with patients families and friends, with multidisciplinary
colleagues, with government, with the employment sector, and with other groups.

Industry may provide opportunities for beneficial partnershipsin enhancing clinical care.
All of these collaborations carry ethical challenges that must be confronted individually.

The above statements of mission, values and principles serve as a framework for the
recommendations outlined in the next section of this report.



Recommendations

A.

Education

. Formal teaching on conflict of interest will be introduced into the core curriculum

for residents. Thiswill be led by the bioethicist of the Centre for Addiction and
Mental Health together with other Faculty members with interest and expertisein
the area and is mandated by the Faculty of Medicine in its education guidelines.

. The development of ssimulated encounters with pharmaceutical company

representatives for training residents in understanding marketing and detecting
biaswill be explored. Thereis evidence of effectiveness of thisteaching
intervention in the academic literature. Thiswill be an opportunity for academic
collaboration with the Faculty of Pharmacy, which has asimilar interest in this
area.

. Exploration also will begin with the Faculty of Pharmacy of local replication of

the province-wide “academic detailing” project in Nova Scotia. Academic
detailing involves the use of University faculty to provide new drug information
to community-based physiciansin their offices.

. Faculty development will be undertaken through dissemination of this report,

dissemination of CMA guidelines, and devotion of one educational event/year/
teaching hospital to an element of thisinteraction.

. Faculty/resident discussion of these issueswill be promoted at each teaching

hospital. This may occur through a variety of formats, ranging from individual
supervision to seminars and rounds.

. Sponsorship of speakers and their topics selected by industry will be prohibited.

Industry may contribute to centralized funds at the academic health sciences
centres and the Department of Psychiatry to support teaching activities where our
faculty and residents exclusively select the speakers and topic areas. Support of
industry will be acknowledged appropriately as well as the arm'’ s length nature of
the support. Support from multiple sources is preferred. When a potential external
speaker isin Toronto in the context of industry sponsorship, the invitation to the
speaker from an academic health sciences centre or the Department of Psychiatry
must occur directly between those parties and must include the following
requirements:

a. there must be no industry honorarium for the presentation;

b. the presence of industry representatives or promotional materia at the

presentation is prohibited;

c. the content of the presentation must not be promotional;

d. disclosure statements will be required as per A8.
At the end of the academic year, each academic health sciences centre and
University program will provide through its Psychiatrist-in-Chief or Program



10.

11.

Head an accounting of industry-sponsored educational activitiesto the Chair.
There will be no product marketing or displays at rounds, seminars and specia
lectures and the presence of industry marketing/sal es representativesis prohibited
at internal academic events. Formal conferences with industry sponsorship may,
as per the University of Toronto Faculty of Medicine continuing education
guidelines, include industry booths where these are physically separate from the
areawhere education is being provided.

Sponsorship of retreats for faculty and residents by industry is prohibited.

Speakers at teaching hospital Grand Rounds and seminars should provide
disclosure statements at the outset regarding potential conflict of interest with the
subject metter (e.g., honoraria, consultancies, advisory boards).

It is sometimes argued that industry-sponsored eventsfill gapsin the curriculum
for our students, residents, and Faculty. Given their popularity, the appropriate
Departmental curriculum committee should examine their content and determine
whether these events indeed fill avoid in our undergraduate, postgraduate and
continuing education curriculain order to develop balanced and valued
alternatives.

With regard to educational events targeted specifically to our residents and/or
faculty and consistent with University requirements, our faculty members may not
receive honoraria specifically for such teaching within our academic community.

Direct individual sponsorship (i.e., covering travel costs, registration, hotels, and
meals) by industry of individual residents and faculty (other than faculty speaking
at industry-sponsored symposia) to attend local, national and international
conferences (such as the Canadian Psychiatric Association and American
Psychiatric Association annual meetings) is prohibited. Industry-sponsored travel
awards for residents and fellows, awarded competitively through a process
determined and controlled entirely by the Department of Psychiatry, will be
allowed. However, these travel awards must be consistent with the ethos of this
document.

Research

Each Psychiatrist-in-Chief of ateaching hospital shall report annually to the Vice-
Chair, Research on total research funding and the proportions that reflect industry
and other non-peer-reviewed support versus peer-reviewed funding.

The presentation of research findings at the hospital or Departmental level
(including Research Day) should include disclosure of potential conflict of
interest as would be required at some scientific meetings and in peer-reviewed
publications.



. Faculty must bring any request from industry to participate in post-marketing
surveillance studies to the attention of the individual responsible for research in
his/her teaching hospital for ethical and research evauation.

. All faculty and residents conducting research will read, consider and adhere to the
Tricouncil Policy Statement (TCPS) governing the ethical conduct of research,
and will also adhere to policies promulgated by the University, the Faculty of
Medicine and /or individual teaching hospitals. The goal of thisisthe protection
of human subjects, investigator autonomy, and academic freedom.

Clinical Care

. Faculty and residents must read, consider and adhere to the guidelines of the
Canadian Medical Association that govern thisinteraction for al Canadian
physicians. The Chair of the Department will ensure this set of guidelinesis
distributed annually electronically to al residents and faculty.

. Physicians should disclose to their patients any significant conflicts of interest in
recommending atreatment. Thiswill require persona judgment but some
examples include holding a patent or significant financial interest (e.g., stock
market shares, ownership in atechnology or company providing the treatment) or
recruiting subjects for a study in which the physician is also an investigator.

The University

. All physicians holding University appointments shall disclose annually to their
Psychiatrist-in-Chief and University Program/Division Head potential sources of
conflict of interest related to industry (honoraria, consultancies, advisory boards).
Thisinformation will also be available to the Chair. It will allow determination of
the nature and extent of thisinteraction aswell as provide an opportunity for
discussion in the context of performance appraisal. All Program/Division Heads
and hospital Chiefs shall disclose their own potential sources of conflict of

interest related to industry to the Chair of the Department of Psychiatry. The

Chair of the Department shall disclose his/her own potential conflicts of interest

to the Dean of the Faculty of Medicine.

. Faculty members invited to participate in industry-sponsored events as organizers
or speakers must ensure that the purpose of the event is not primarily promotional.
Faculty members should satisfy themselves that the event is primarily educational
and that the content is scientifically valid and objective. Consistent with the
guidelines of the Canadian Medical Association (CMA), generic rather than trade
names of drugs should be used where appropriate. Faculty members should not
engage in peer salling, as defined in the CMA guidelines.



. The Department shall establish a sub-committee of the Senior Advisory
Committee to both consider and monitor issues related to interaction with industry
on an ongoing basis and to report annually to the Senior Advisory Committee.
This committee shall include representation from education and research as well
asresidents and Fellows.

. Academic trust funds shall include appropriate weighting mechanisms for the
acknowledgement of industry-sponsored research grants that reflect intellectual
contribution to the design and/or analysis. A research grant sponsored by industry
will be rewarded only if the applicant can demonstrate that he/she has made a
contribution to the scientific aspects of the study.

. The Promotions Committee of the Department will consider only industry-
sponsored grants that reflect significant intellectual contribution to the scientific
aspects of the study by the applicant.

. The Department supports the position that all gifts from industry directly to
individual faculty and residents, regardless of financial value, should be
prohibited. This prohibition exceeds the restrictions recommended in the
guidelines of the Canadian Medical Association but reflects recent advocacy as
well as research challenging the belief that gifts of minimal value have no
influence on physician behaviour. With regard to medication samples for patient
use, faculty must adhere to the rules of the Canadian Medical Association in this
regard as well as the requirements of their hospitals regarding acceptance and safe
storage of samples.

. Following acceptance and promulgation of this report, the Department will
regularly survey its Faculty and students to gauge attitudes related to this issue as
well asto evaluate the content and impact of these recommendations.

. Contributions to the University in the form of endowments from industry (e.g.,
endowed chairs) must be consistent with the University of Toronto guidelines and
supported by clear memoranda of agreement. All such endowments will be
subject to internal review by the subcommittee on industry interactions to advise
the Chair of the Department.

. Theissue of adherence to these guidelines should be a component of annual
performance appraisal aswell as promotion, and concerns in that regard should be
directed to the subcommittee on industry interactions to advise the Chair of the
Department.

Society
. Faculty membersinvolved in relationships with industry should accept

remuneration and/or benefits that are commensurate with regular professional fees
and/or benefits. Fees and/or benefits substantially in excess of regular



professional earnings are most likely to create real or perceived conflicts of
interest.

2. Inundertaking activities in association with industry, physicians must feel assured
that public disclosure of such activities would not result in any harm to personal,
professional or university reputation.

3. Faculty members, students or residents who have concerns about academic or
professional activitiesin relation to industry should bring these concerns to the
attention of the sub-committee described in section D2 of this report.

Future Directions

Thiswill be aliving document, responsive to feedback as well as the changing climate of
science, the University, and society.



APPENDIX |

TERMS OF REFERENCE

Member ship

David Goldbloom, Physician-in-Chief, CAMH, (Chair)

Sidney Kennedy, Psychiatrist-in-Chief, UHN

Anthony Levitt, Psychiatrist-in-Chief, SWCHSC

Allan Kaplan, Director, Postgraduate Education, Department of Psychiatry

Trevor Young, Head, Mood Disorders Program, Department of Psychiatry

Gary Remington, Deputy Clinical Director, Education, Schizophrenia Program, CAMH
Padraig Darby, Co-Chair, Research Ethics Committee, CAMH/Department of Psychiatry
Susan Abbey, Chair, Continuing Professional Development Committee, Canadian
Psychiatric Association

Sagar Parikh, Head, Genera Psychiatry Division; CME Director, CAMH

Brian Hodges, Vice Chair, Education, Department of Psychiatry

Don Wasylenki, Chair, Department of Psychiatry (ex officio)

PRAT representatives. Justin Geagea and Kevin Chopra, Residents in Psychiatry

Reporting

To the Executive Committee, Department of Psychiatry

Scheduling
At the call of the Chair

M andate

1. Toreview existing guidelines that govern interaction with industry.

2. To consider formal adoption of existing guidelines versus creation of modified
guidelines for the Department of Psychiatry staff, residents, and students.

3. To develop an education mandate related to interaction with industry for staff,

residents and students.

To consider monitoring and complaint mechanisms

To consider enforcement and consequence mechanisms related to guideline

adherence.

6. Tocomplete afinal report by the end of the academic year 2002-2003.

a &
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APPENDIX 11

WORK OF THE TASK FORCE

November 2002

The committee first met, considered its terms of reference and membership, and debated
its mandate. It was agreed that our deliberations would not include formal research
interactions with industry as that was receiving separate scrutiny by the Faculty of
Medicine for al its faculty and academic health sciences centres. We reviewed existing
guidelines on industry interaction from the Faculty of Medicine, the Canadian Medical
Association, and multiple other professional and industry organizations. We agreed to
generate multiple “real-life” scenarios of interaction to look at the applicability of the
guidelines. Other identified issues included the apparently growing participation of the
faculty in industry-sponsored symposia at professional meetings where promotional and
educational mandates co-exist. The role of psychiatrists as consultants and/or advisory
board members to industry raised additional challenges. Relevant peer-reviewed literature
addressing the issue of interactions with industry was circulated (see reference list).

December 2002

We reviewed over 20 scenarios generated by members of the committee that included
educational, business, and personal interactions with industry. The CMA guidelines were
considered “the floor” for governing our behaviour in relation to these since we are
already obliged to adhere to those. Whether we would apply a higher standard than those
guidelines was the subject of some discussion. Because the issue of industry-sponsored
educational symposia at the Canadian and American Psychiatric Association annual
meetings had been afocus of concern, we discussed the CPA credentialing process of
thesein some detail. All of the dlide material must be pre-submitted to CPA and
approved for lack of scientific bias by an independent auditor picked by the CPA; thereis
asubstantial fee charged to industry for this requirement to achieve Maintenance of
Certification eligibility, and the CPA is one of only two Canadian medical specialty
organizations that insists on this credentialing for its annua meeting. In addition,
delegates from the CPA attend the actual symposium to scrutinize the presentations for
adherence to the submissions and for bias. However, the dependency of CPA and other
medical speciaty organizations on the revenues from industry for permission to hold
these symposia at the annual meeting was also acknowledged. We also reviewed the
Faculty of Medicine guidelines from the University of Toronto and recognized that our
Department was not adhering to the requirement that teaching about conflict of interest

be an essential component of our core curriculum for residents.
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January 2003

Gordon DuVal, Bioethicist at the Centre for Addiction and Mental Health, gave a
presentation on conflict of interest and led adiscussion. The residents emphasized that
the perception of the faculty as pushing the limits of or violating the guidelines was a
major issue of concern in terms of modeling behaviour. Thisled to adiscussion of both
disclosure and prohibition. It was felt that disclosure by faculty of interactions with
industry to both the Psychiatrist-in-Chief of the relevant academic health sciences centre
aswell asto the relevant University Program Head in terms of honoraria, consultancies
and advisory boards was an important first step in accountability and transparency —and
no different than what is required for academic participation in peer-reviewed literature
and scientific meetings. It was noted that neither the academic trust fundsin teaching
hospitals nor the Promotions Committee at the Department gave much credit to
participation in industry-sponsored clinical trials that did not involve our faculty in either
design or analysis. Asfor prohibition, it was felt that there should be rules for the
sponsorship of in-hospital rounds and seminars. A radical approach was suggested of a
one-year moratorium on any interactions whatsoever with industry in the teaching
hospitals— no individual contacts with pharmaceutical representatives, no sponsored
presentations, and no attendance at or presentations by our faculty by industry sponsored
events. It was pointed out that this well exceeded the existing guidelines where we still do
not have compliance. It was conceded that peer pressure among academic colleagues was
likely to have the greatest leverage. The scenarios were amended to include not only the
CMA and Canadian industry guidelines in response to each individual scenario but also
the American College of Physicians guidelines, which appear to be the most detailed and
research-based.

FOF

Filoho

Adobe Acrobat
Document

April 2003

The task force held its final meeting in an effort to generate the foundations of afina
report. Divergent views remained among colleagues and likely reflected arange of
legitimate views among residents and faculty on an issue that continues to challenge our
profession. Despite this, there was consensus that:

Conflict of interest is ubiquitous in our profession and not limited to our relations with
the pharmaceutical industry

Perception of conflict of interest is as large a challenge as the redlity of it

Given the ubiquity of conflict of interest, the goal is not absolute avoidance but rather
education, acknowledgement, and regulation

There are potential benefits both to our profession and to industry in our interaction that
relate to improving care, education and research; there are also risks to our professional

12



integrity, to the trust we hold with our patients, students, and colleagues, and to our goals
as aUniversity Department.

October 2003
The Task Force, based on extensive input from the bioethicist at the Centre for Addiction
and Mental Health and by the Executive Committee of the Department of Psychiatry,

made further revisions to the document in preparation for its presentation to the Senior
Advisory Committee of the Department.
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APPENDIX 111

SCENARIOS REGARDING INTERACTION WITH INDUSTRY

Responses based on CM A Policy on Physicians and the Pharmaceutical Industry

(2001) in blue - {Z}

Responses based on Code of Marketing Practices of Canada’s Resear ch-Based

Phar maceutical Companies (revised 2003) in red - {¥f}

Responses based the American College of Physicians Position Paper on Physician-

Industry Relations (2002) in purple - {1}

Additional commentary by Task Force (2003) in green—{8}

EDUCATION EVENTS

1.0

A phar maceutical company sends an invitation for a weekend at aresort.
Thereare 4 hours of talks Saturday morning by Ontario psychiatristsand
therest of theweekend isfree. " It'sjust a chancefor peopleto get away and
have a littletreat."

{Z}-24. Travel and accommodation arrangements, social events and venues for
CME/CPD activities should be in keeping with the arrangements that would
normally be made without industry sponsorship. For example, the industry
sponsor should not pay for travel or lodging costs or for other persona expenses
of physicians attending a CME/CPD event. Subsidiesfor hospitality should not
be accepted outside of modest meals or socia events that are part of a conference
or mesting.

{M}-4A.3.4 Social functionswhich are part of a Continuing Health Education
(CHE) program may enhance the learning process. However, such functions must
not compete with or seem more important than the educational aspect of the
program. In fact, socia functions should be set up so participants have a chance
to reflect on and discuss their learning experience. The CHE partners who
sponsor a CHE program will share responsibility for deciding what is appropriate
when it comesto socia functions. The use of good judgment will ensure that
educationa content is the primary focus of the CHE program. The costs for

socia events (other than meals) must be paid for by the participants.
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2.0

{}-4A.3.5 Grantsand honorariamay be provided to healthcare practitioners
who speak at or moderate CHE programs. Such grants and/or honoraria do not
apply to other healthcare practitioners attending the program or to the spouses or
family members of those attending the program.

{}-4A.3.7 For eventsthat have not been accredited, or which do not meet the
principles of adult learning described in section 4A.2.3, but which involve the
presentation of medical/scientific information, organizers must conform to the
spirit of Section 4 and, in particular, must adhere to Sections 4A.3.4 and 4A.3.5.

{2 }-Generally acceptable industry giftsinclude modest hospitality (such as
areception or other food and drink) that is connected with a legitimate
educational program.

A pharmaceutical company invitesyou to an event at a luxury spain the
USto "join with your US colleagues' to learn about their new and improved
drug which isin fact a tweaking of their old, soon-to-go-off patent drug.

{Z}-17. The primary purpose of CME/CPD activities is to address the
educational needs of physicians and other health care providersin order to
improve the health care of patients. Activitiesthat are primarily promotional in
nature should be identified as such to faculty and attendees and should not be
considered as CME/CPD.

{“Mm}-4A.2. Rx and D members are committed to separating CHE from other
types of activities. CHE programs must be accredited or they must meet the
principles for CHE described in section 4.2.3. Only those programs that meet and
follow these criteria are considered CHE events under this code.

{M}-4a.2.1 CHE consists of those educational programs which serve to
maintain, develop, or increase the knowledge, skills, and competence which a
healthcare practitioner uses to provide care to patients, or serviceto the
professions.

{M}-4A.2.2 The content of CHE programs must reflect that body of knowledge
and skillswhich is accepted by the professions as constituting the basic health
sciences, clinical sciences, and clinical practice of the profession.

{“M}-4A2.3 A CHE program must adhere to the following principles of adult
learning:
A learning needs assessment must be conducted;
A member of the target audience must help to design and develop the
program;
Clear learning objectives must be identified based on the needs assessment
and the objectives must be reflected in the program;

15



3.0

The program must be interactive;
A final evaluation which outlines how the learning objectives were achieved
must be conducted.

If these five principles are not met, the program cannot be promoted as
“educational”.

{“}-4A.3.4 Social functionswhich are part of a Continuing Health Education
(CHE) program may enhance the learning process. However, such functions must
not compete with or seem more important than the educational aspect of the
program. In fact, social functions should be set up so participants have a chance to
reflect on and discuss their learning experience. The CHE partners who sponsor a
CHE program will share responsibility for deciding what is appropriate when it
comes to socid functions. The use of good judgment will ensure that educational
content is the primary focus of the CHE program. The costs for social events
(other than meals) must be paid for by the participants.

{}-4A.3.5 Grants and honoraria may be provided to healthcare practitioners
who speak at or moderate CHE programs. Such grants and/or honoraria do not
apply to other hedlthcare practitioners attending the program or to the spouses or
family members of those attending the program.

{~}-4A.3.7 For eventsthat have not been accredited, or which do not meet the
principles of adult learning described in section 4A.2.3, but which involve the
presentation of medical/scientific information, organizers must conform to the
spirit of Section 4 and, in particular, must adhere to Sections 4A.3.4 and 4A.3.5.

{2 }-Generally acceptable industry gifts include modest hospitality (such asa
reception or other food and drink) that is connected with a legitimate educational

program.

{Z}-24. Travel and accommodeation arrangements, social events and venues for
CME/CPD activities should be in keeping with the arrangements that would
normally be made without industry sponsorship. For example, the industry
sponsor should not pay for travel or lodging costs or for other personal expenses
of physicians attending a CME/CPD event. Subsidies for hospitality should not
be accepted outside of modest meals or socia events that are part of a conference
or mesting.

A pharmaceutical company wants your advice on speakersto includein an
event that they are organizing for residents apart from the U of T program
" because we can never get contact with them and we want to get to know
them".

16



{Z}-34. These guidelines apply to physicians-in-training as well asto practicing
physicians.

{Z}-17. The primary purpose of CME/CPD activitiesis to address the
educational needs of physicians and other health care providersin order to
improve the health care of patients. Activitiesthat are primarily promotional in
nature should be identified as such to faculty and attendees and should not be
considered as CME/CPD.

{Z}-18. The ultimate decision on the organization, content and choice of
CME/CPD activities for physicians shall be made by the physician-organizers.

{Z}-19. CME/CPD organizers are responsible for ensuring the scientific validity,
objectivity, and completeness of CME/CPD activities. Organizers must disclose
to the participants at their CME/CPD events any financial affiliations with
manufacturers of products mentioned at the event or with manufacturers of
competing products.

{M}-6.1 Companies must never pay afee or make adonation in order to have
access to a healthcare practitioner.

{ £ }-Physicians should be circumspect if asked to deliver educational
programming developed by a medical education and communication company.
Such companies, which are largely financed through the pharmaceutica industry,
are for-profit devel opers and vendors of continuing medical education. Itis
important that physicians retained as lecturersin such settings control the content
of the educational modules they deliver rather than allow their presentations to be
scripted by the company.

{ £4}-Faculty, deans and program directors should promote sensitivity to potential
biases by providing specific education to help their students, physician trainees,
and medical fellows evaluate industry-provided information.

{6 }-For education and sensitivity training to be successful, however, faculty must
act as positive role models. Chief residents and medical school faculty members
should set ethical examplesto students by conducting their relationships with
industry in a highly principled manner and disclosing their own commercial ties.

{8}-1t isunethical for academic ingtitutions and educational organizationsto
accept any support that is explicitly or implicitly conditioned on industry’s
opportunity to influence the selection of instructors, speakers, invitees, topics, or
content and materials of educational sessions. To reflect this position, medical
education providers should adopt and enforce specific organizational policies
about acceptable and unacceptable interactions with industry.

17



4.0

5.0

You areinvited to a weekend workshop at aresort paid for by a
phar maceutical company, with spouse/family.

{Z}-24. Travel and accommodation arrangements, social events and venues for
CME/CPD activities should be in keeping with the arrangements that would
normally be made without industry sponsorship. For example, the industry
sponsor should not pay for travel or lodging costs or for other persona expenses
of physicians attending a CME/CPD event. Subsidies for hospitality should not
be accepted outside of modest meals or socia events that are part of a conference
or meeting. However, faculty at CME/CPD events may accept reasonable
honoraria and reimbursement for travel, lodging and meal expenses.

{6}-The CMA guidelines (as opposed to industry) are silent on
spouses/partners/children — but why would they be alowed things that attendee
physicians are not?

{/M}-4A.3.5 Grants and honoraria may be provided to healthcare practitioners
who speak at or moderate CHE programs. Such grants and/or honoraria do not
apply to other healthcare practitioners attending the program or to the spouses or
family members of those attending the program.

{ &2 }-Physicians frequently do not recognize that their decisions have been
affected by commercial gifts and services and in fact deny industry’ s influence,
even when such enticements as all-expenses paid trips to luxury resorts are
provided. Research, however, shows a strong correlation between receiving
industry benefits and favouring their products.

A pharmaceutical company invitesyou to adinner talk at a very expensive
restaurant.

{Z}-24. Travel and accommodation arrangements, social events and venues for
CME/CPD activities should be in keeping with the arrangements that would
normally be made without industry sponsorship. For example, the industry
sponsor should not pay for travel or lodging costs or for other persona expenses
of physicians attending a CME/CPD event. Subsidies for hospitality should not
be accepted outside of modest meals or socia events that are part of a conference
or mesting.

{8}-The policy refersto “modest meals.” Think public perception of modesty.

{/M}-4A.3.4 Social functions which are part of a Continuing Health Education
(CHE) program may enhance the learning process. However, such functions must
not compete with or seem more important than the educational aspect of the
program. In fact, social functions should be set up so participants have a chance to
reflect on and discuss their learning experience. The CHE partners who sponsor a
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6.0

CHE program will share responsibility for deciding what is appropriate when it
comesto social functions. The use of good judgment will ensure that educational
content is the primary focus of the CHE program. The costs for social events
(other than meals) must be paid for by the participants.

{“M}-7.1 Social interaction, including hospitality and entertainment, is part of
doing business in the world today. When member companies provide
entertainment or other forms of hospitality outside the scope of educational
events, the kind of entertainment or hospitality should be appropriate and
reasonable. Its costs should not exceed that which the guests would normally
expect to pay for smilar entertainment. In deciding what form of entertainment
should be offered, member companies should think about the impression that will
be left in the minds of both guests and others who may learn about the event or
activity.

A pharmaceutical company asksyou to participate in a satellite symposium
at a professional meeting.

{Z}-24. Travel and accommodation arrangements, social events and venues for
CME/CPD activities should be in keeping with the arrangements that would
normally be made without industry sponsorship. For example, the industry
sponsor should not pay for travel or lodging costs or for other personal expenses
of physicians attending a CME/CPD event. Subsidies for hospitality should not
be accepted outside of modest meals or socia eventsthat are part of a conference
or mesting.

{Z}-19. CME/CPD organizers are responsible for ensuring the scientific validity,
objectivity, and completeness of CME/CPD activities. Organizers must disclose
to the participants at their CME/CPD events any financia affiliations with
manufacturers of products mentioned at the event or with manufacturers of
competing products.

{Z}-22. Whenever possible, generic names should be used rather than trade
names in the course of CME/CPD activities. In particular, physicians should not
engage in peer selling. Peer selling occurs when a pharmaceutical or medical
device manufacturer or service provider directly or through athird party sponsors
aseminar or similar event that focuses on its own products and is designed to
enhance the sale of those products. The company directly or through athird party
engages a physician to conduct the session: thisform of participation would
reasonably be seen as being in contravention of the CMA’s Code of Ethics, which
prohibits endorsement of a specific product. Peer selling, as understood in this
sense, differs from the sort of situation in which a pharmaceutical or medical
device manufacturer or service provider provides funds to CME/CPD organizers
to sponsor a bona fide educational event on a specific condition or on a specific
product or service. Inthe latter event, the control and structure of the CME/CPD
event liesin the hands of the CME/CPD organizers. Even though the product or
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service may be the focus of a bona fide event, the arm’s length nature of the
sponsorship by the manufacturer and the fact that the control and structure of the
event lie in the hands of the CME/CPD organizers remove it from the realm of
advertising and the event does not congtitute an endorsement of the product or
service in question.

{“M}-4A.2. Rx and D members are committed to separating CHE from other
types of activities. CHE programs must be accredited or they must meet the
principles for CHE described in section 4.2.3. Only those programs that meet and
follow these criteria are considered CHE events under this code.

{¥M}-4a.2.1 CHE consists of those educational programs which serveto
maintain, develop, or increase the knowledge, skills, and competence which a
healthcare practitioner uses to provide care to patients, or service to the
professions.

{“M}-4A.2.2 The content of CHE programs must reflect that body of knowledge
and skillswhich is accepted by the professions as constituting the basic health
sciences, clinical sciences, and clinical practice of the profession.

{“M}-4A2.3 A CHE program must adhere to the following principles of adult
learning:
A learning needs assessment must be conducted
A member of the target audience must help to design and develop the program
Clear learning objectives must be identified based on the needs assessment
and the objectives must be reflected in the program
The program must be interactive
A final evaluation which outlines how the learning objectives were achieved
must be conducted

If these five principles are not met, the program cannot be promoted as
“educational .”

{“M}-4A.3.4 Social functions which are part of a Continuing Health Education
(CHE) program may enhance the learning process. However, such functions must
not compete with or seem more important than the educationa aspect of the
program. In fact, socia functions should be set up so participants have a chance
to reflect on and discuss their learning experience. The CHE partners who
sponsor a CHE program will share responsibility for deciding what is appropriate
when it comes to socia functions. The use of good judgment will ensure that
educational content is the primary focus of the CHE program. The costs for

socia events (other than meals) must be paid for by the participants.

{“M}-4A.3.5 Grants and honorariamay be provided to healthcare practitioners
who speak at or moderate CHE programs. Such grants and/or honoraria do not
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8.0

apply to other hedlthcare practitioners attending the program or to the spouses or
family members of those attending the program.

{/M}-4A.3.7 For eventsthat have not been accredited, or which do not meet the
principles of adult learning described in section 4A.2.3, but which involve the
presentation of medical/scientific information, organizers must conform to the
spirit of Section 4 and, in particular, must adhere to Sections 4A.3.4 and 4A.3.5.

A pharmaceutical company offersyou travel and accommodation coststo
attend a professional meeting.

{Z}-24. Travel and accommodation arrangements, social events and venues for
CME/CPD activities should be in keeping with the arrangements that would
normally be made without industry sponsorship. For example, the industry
sponsor should not pay for travel or lodging costs or for other persona expenses
of physicians attending a CME/CPD event. Subsidiesfor hospitality should not
be accepted outside of modest meals or socia events that are part of a conference
or mesting.

{“M}-4A.3.5 Grants and honorariamay be provided to healthcare practitioners
who speak at or moderate CHE programs. Such grants and/or honoraria do not
apply to other healthcare practitioners attending the program or to the spouses or
family members of those attending the program.

A pharmaceutical company offersto sponsor grand rounds.

{Z}-17. The primary purpose of CME/CPD activitiesis to address the
educational needs of physicians and other health care providersin order to
improve the health care of patients. Activitiesthat are primarily promotional in
nature should be identified as such to faculty and attendees and should not be
considered as CME/CPD.

{Z}-18. The ultimate decision on the organization, content and choice of
CME/CPD activities for physicians shall be made by the physician-organizers.

{Z}-19. CME/CPD organizers are responsible for ensuring the scientific validity,
objectivity, and completeness of CME/CPD activities. Organizers must disclose
to the participants at their CME/CPD events any financia affiliations with
manufacturers of products mentioned at the event or with manufacturers of
competing products.
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10.

Residents are sent an email by a faculty member inviting them to atalk on

" Advancesin thetreatment of bipolar disorder” at a university hospital. On
arrival, theresdents see a room full of food, with two drugreps. Thereal
title of thetalk isflashed up, " Olanzapine and bipolar disorder.”

{Z}-17. The primary purpose of CME/CPD activitiesis to address the
educational needs of physicians and other health care providersin order to
improve the health care of patients. Activitiesthat are primarily promotional in
nature should be identified as such to faculty and attendees and should not be
considered as CME/CPD.

{Z}-19. CME/CPD organizers are responsible for ensuring the scientific validity,
objectivity, and completeness of CME/CPD activities. Organizers must disclose
to the participants at their CME/CPD events any financial affiliations with
manufacturers of products mentioned at the event or with manufacturers of
competing products.

{Z}-22. Whenever possible, generic names should be used rather than trade
names in the course of CME/CPD activities. In particular, physicians should not
engage in peer salling. Peer selling occurs when a pharmaceutical or medical
device manufacturer or service provider directly or through athird party sponsors
aseminar or similar event that focuses on its own products and is designed to
enhance the sale of those products. The company directly or through athird party
engages a physician to conduct the session: thisform of participation would
reasonably be seen as being in contravention of the CMA’s Code of Ethics, which
prohibits endorsement of a specific product. Peer selling, as understood in this
sense, differs from the sort of situation in which a pharmaceutical or medical
device manufacturer or service provider provides funds to CME/CPD organizers
to sponsor a bona fide educational event on a specific condition or on a specific
product or service. In the latter event, the control and structure of the CME/CPD
event liesin the hands of the CME/CPD organizers. Even though the product or
service may be the focus of a bonafide event, the arm’ s length nature of the
sponsorship by the manufacturer and the fact that the control and structure of the
event lie in the hands of the CME/CPD organizers remove it from the realm of
advertising and the event does not constitute an endorsement of the product or
service in question.

A pharmaceutical company wishesto sponsor an invited speaker.

{Z}-18. The ultimate decision on the organization, content and choice of
CME/CPD activities for physicians shall be made by the physician-organizers.

{Z}-19. CME/CPD organizers are responsible for ensuring the scientific validity,

objectivity, and completeness of CME/CPD activities. Organizers must disclose
to the participants at their CME/CPD events any financial affiliations with
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12.

13.

manufacturers of products mentioned at the event or with manufacturers of
competing products.

{Z}-21. All funds from acommercial source should be in the form of an
unrestricted educational grant payable to the institution or the organization
sponsoring the CME/CPD activity. Upon conclusion of the activity, the
physician-organizers should be prepared to present a statement of account for the
activity to the funding organizations and other relevant parties.

Phar maceutical companies wish to sponsor other educational events.

{Z}-18. The ultimate decision on the organization, content and choice of
CME/CPD activities for physicians shall be made by the physician-organizers.

{Z}-19. CME/CPD organizers are responsible for ensuring the scientific validity,
objectivity, and completeness of CME/CPD activities. Organizers must disclose
to the participants at their CME/CPD events any financial affiliations with
manufacturers of products mentioned at the event or with manufacturers of
competing products.

{Z}-21. All fundsfrom acommercial source should be in the form of an
unrestricted educational grant payable to the institution or the organization
sponsoring the CME/CPD activity. Upon conclusion of the activity, the
physician-organizers should be prepared to present a statement of account for the
activity to the funding organizations and other relevant parties.

Your psychotherapy supervisor isvery pleased with the work you are doing.
Oneday, you tdl him/her you will be attending a conference. Your
supervisor statesthat he/she will attempt to get some industry funding
funneled through the appropriate channelsto allow for your trip to be
sgnificantly subsidized.

{Z}-24....Scholarships and other special funds to permit medical students,
residents and fellows to attend educational events are permissible aslong as the
selection of the recipients of these fundsis made by their academic institution.

The marketing arm of a pharmaceutical company in consultation with the

CME provider company requeststhat material included in an academic
presentation be removed or material not originally included be added.

{Z}-18. The ultimate decision on the organization, content and choice of
CME/CPD activities for physicians shall be made by the physician-organizers.

{Z}-19. CME/CPD organizers are responsible for ensuring the scientific validity,
objectivity, and completeness of CME/CPD activities. Organizers must disclose
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15.

to the participants at their CME/CPD events any financia affiliations with
manufacturers of products mentioned at the event or with manufacturers of
competing products.

The Research and Development arm of a phar maceutical company has
provided material for a scientific presentation about a compound that isin
early drug development. The physician presenter wishesto “oversell” the
clinical potential for this compound, while the phar maceutical company
wishes to maintain a cautious and scientific approach, which can sometimes
go against the wishes of their own marketing or ganization.

{Z}-22. Whenever possible, generic names should be used rather than trade
names in the course of CME/CPD activities. In particular, physicians should not
engage in peer salling. Peer selling occurs when a pharmaceutical or medical
device manufacturer or service provider directly or through athird party sponsors
aseminar or smilar event that focuses on its own products and is designed to
enhance the sale of those products. The company directly or through athird party
engages a physician to conduct the session: this form of participation would
reasonably be seen as being in contravention of the CMA’s Code of Ethics, which
prohibits endorsement of a specific product. Peer selling, as understood in this
sense, differs from the sort of situation in which a pharmaceutical or medical
device manufacturer or service provider provides funds to CME/CPD organizers
to sponsor a bonafide educational event on a specific condition or on a specific
product or service. In the latter event, the control and structure of the CME/CPD
event liesin the hands of the CME/CPD organizers. Even though the product or
service may be the focus of abona fide event, the arm’ s length nature of the
sponsorship by the manufacturer and the fact that the control and structure of the
event lie in the hands of the CME/CPD organizers remove it from the realm of
advertising and the event does not constitute an endorsement of the product or
service in question.

A psychother apy treatment has been languishing for more than a decadeasa
relatively unknown modification of cognitive behavioural therapy. Its
adoption into a lar ge multi-centre compar ative clinical trial developed by a
single phar maceutical sponsor resultsin a favourable outcome for the
psychotherapy which isdelivered under conditions of meticulousresear ch
rigor. Thetreatment hasnow attained international recognition.

Wor kshops have been held across major North American centresincluding
Toronto.

{6}-A treatment that has been demonstrated to be efficacious (as opposed to
effective) in research that, regardless of funding source, has been approved by an
ethics committee and published in the peer-reviewed literature) is legitimate
fodder for knowledge transfer.
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GIFTSAND MATERIALS

1.0

2.0

A pharmaceutical representative offersto supply you with free samples.

{Z}-25. Thedistribution of samples should not involve any form of material gain
for the physician or for the practice with which he or she is associated.

{Z}-26. Physicians who accept clinical evaluation packages (samples) and other
health care products are responsible for ensuring their age-related quality and
security. They are also responsible for the proper disposal of unused samples.

{ £2}-Drug samples may be characterized as “ gifts’. Because physicians can
distribute such medications to patients at no apparent cost, the practice may seem
to promote the profession’s core principle of equitable access and justice in health
care. The practice does allow the patient to try out a new medication before being
committed to an expense. However, the sample mainly serves to encourage
physicians to prescribe the new product. Research shows that once a patient
exhausts a free supply of medication, the physician typically writes a prescription
for the same brand. Because few samples are for older or less expensive products,
higher patient costs generally result. Moreover, physicians and their families and
staff use approximately one third of the samples, which illustrates how the
practice fosters access to physicians' offices and encourages a gift relationship.

A pharmaceutical representative offersto supply educational material for a
waiting ar ea.

{Z}-33. Practicing physicians may accept patient-teaching aids appropriate to
their area of practice provided these aids carry only the logo of the donor
company and do not refer to specific therapeutic agents, services, or other
products (e.g., baby formula).

{“M}-11. SERVICE-ORIENTED ITEMS{#}-(the term “Gifts’ does not appear
in this code of marketing practices)

General principle: Member companies must not distribute service-oriented items
or conduct “specia promotions,” which cannot be justified if subjected to scrutiny
by members of the health professions and the public.

{/M}-11.2 Acceptable service-oriented items are defined as those items whose
primary goal is to enhance the practitioner’ s/patient’ s understanding of a
condition or its treatment.

{ £ }-Itisunderstandable that, in a busy practice, physicians would welcome
industry’ s materials and technol ogies to keep themselves and their patients current
with the latest developmentsin the medical field. Physicians must keep in mind,
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3.0

4.0

5.0

6.0

however, that industry-supported medical information, although neutrally
packaged, isin fact promotional.

A pharmaceutical representative offersto provide subsidized inter net access
to information and/or software.

{Z}-32. Practicing physicians should not accept personal gifts from the
pharmaceutical industry or similar bodies.

A pharmaceutical representative invitesyou to play golf with him/her free of
charge.

{Z}-32. Practicing physicians should not accept personal gifts from the
pharmaceutical industry or similar bodies.

A pharmaceutical representative offersyou ticketsto sporting or
entertainment eventswith or without dinner with or without a talk.

{Z}-32. Practicing physicians should not accept personal gifts from the
pharmaceutical industry or simlar bodies.

{Z}-24.... Subsidies for hospitality should not be accepted outside of modest
meals or social eventsthat are part of a conference or meeting.

7. ENTERTAINMENT (PROMOTIONAL ACTIVITIES) - {8}-Notethat
entertainment isviewed by industry asa promotional activity.

{“}-Socia interaction, including hospitality and entertainment, is a part of
doing businessin the world today.

{“}-When the member companies provide entertainment or other forms of
hospitality {6 }-(outside the scope of educational events), {“}-the kind of
entertainment or hospitality should be appropriate or reasonable. Its cost should
not exceed that which guests would normally expect to pay for ssimilar
entertainment. In thinking about what forms of entertainment should be offered,
member companies should think about the impression that will be left in the
minds of both guests and others who may learn about the event or activity.

A pharmaceutical company offersresidents a free meal with or without a
talk.

{Z}-24 Subsidies for hospitality should not be accepted outside of modest meals
or socia eventsthat are part of a conference or meeting.
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8.0

{Z}-32. Practicing physicians should not accept personal gifts from the
pharmaceutical industry or similar bodies

{Z}-34. These guidelines apply to physicians-in-training as well asto practicing
physicians.

A pharmaceutical representative offer syou a gift.

{Z}-32. Practicing physicians should not accept persona gifts from the
pharmaceutical industry or similar bodies

{2 }-Physicians do not always agree about the appropriateness of gifts. Ideally,
physicians should not accept any promotional gifts or amenities, whatever their
value or utility, if they have the potential to cloud professional judgment and
compromise patient care. As a practical matter, many physicians are comfortable
with limiting their acceptance of giftsto items that enhance medical practice or
knowledge and that are of modest value. Differencesin opinion will undoubtedly
arise because of the ways in which an item or service isvalued in different
practice environments and communities.

{6 }-Nonetheless, debates are important because they remind physicians of the
need to gauge regularly whether a gift relationship is ethically appropriate.

{ £ }-Theinherent difficulty in defining what makes a gift appropriate has, to an
extent, contributed to lapsesin judgment by otherwise ethical persons. Itis
difficult to set with any precision amonetary value that would render a gift
unacceptable. Thereis no consensus model for determining relative value, and
one will not be recommended here. Instead, some specific guidance is offered in
the following examples of generally acceptable industry gifts: inexpensive gifts
for office use (such as pens and calendars), low-cost gifts of an educational or
patient care nature (such as medical books), and modest hospitality (such asa
reception or other food or drink) that is connected with alegitimate educational

program.

A pharmaceutical company offersto sponsor aresident retreat.

{Z}-20. The ultimate decision on funding arrangements for CME/CPD activities
Is the responsibility of the physician-organizers. Although the CME/CPD
publicity and written materials should acknowledge the financial or other aid
received, they must not identify the products of the company(ies) that fund the
activities.

{Z}-21. All fundsfrom acommercial source should be in the form of an
unrestricted educational grant payable to the institution or the organization
sponsoring the CME/CPD activity. Upon conclusion of the activity, the physician
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9.0

organizers should be prepared to present a statement of account for the activity to
the funding organizations and other relevant parties.

{Z}-30. Practicing physicians should not accept afee or equivalent consideration
from pharmaceutical manufacturers or distributorsin exchange for seeing themin
apromotional or similar capacity.

{Z}-32. Practicing physicians should not accept persona gifts from the
pharmaceutical industry or similar bodies

{Z}-34. These guidelines apply to physicians-in-training as well asto practicing
physicians.

A pharmaceutical company wishesto endow a Chair in the Department of
Psychiatry.

{6}-These are organizational/ingtitutional ethicsissues rather than individual
physician ethicsissues and are not addressed by the CMA policy. Nevertheless,
our Department has already established a precedent of returning endowments to
donors for Chairs when the donors sought to violate the required arm’ s length
relationship regarding the selection of a Chair and his’/her academic activitiesin
that role.

PROFESSIONAL NON-TEACHING INTERACTION

1.0

2.0

You are asked to appear asa witnessfor a pharmaceutical company in alaw
suit.

{Z}-3. The practicing physician’s primary obligation is to the patient.
Relationships with industry are appropriate only insofar as they do not negatively
affect the fiduciary nature of the patient-physician relationship.

{Z}-30. Practicing physicians affiliated with pharmaceutical companies should
not allow their affiliation to influence their medical practice inappropriately.

You are asked to consult to an independent third party (Friends of
Schizophrenia; Mood Disorder s Association) when their funding for that
project comesfrom industry.

{Z}-3. Thepracticing physician’s primary obligation is to the patient.

Relationships with industry are appropriate only insofar as they do not negatively
affect the fiduciary nature of the patient-physician relationship.
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{Z}-30. Practicing physicians affiliated with pharmaceutical companies should
not allow their affiliation to influence their medical practice inappropriately.

You are asked to consult to a pharmaceutical company.

Under the category of ‘consulting’ to industry, there are severa levels--consulting
on astudy design, teaching industry staff themselves, as well as serving on an
advisory board. Under the teaching industry staff, you may recall that the Clarke
had a policy for teaching sales reps, etc approved through the MAC /Pharmacy
and Therapeutics committee, to alow patients to be involved in the teaching of
pharmaceutical employees and others. (Perhaps we were too expensive, since as
far as| know, we haven't done that at CAMH for the past couple of years!).

{Z}-3. The practicing physician’s primary obligation is to the patient.
Relationships with industry are appropriate only insofar as they do not negatively
affect the fiduciary nature of the patient-physician relationship.

{Z}-7. The participation of physiciansin industry-sponsored research activities
should always be preceded by formal approval of the project by an appropriate
ethics review body.

{Z}-11. Itisacceptable for physicians to receive remuneration for enrolling
patients or participating in approved research studies only if such activity exceeds
their normal practice pattern. This remuneration should not constitute enticement.
It may, however, replace income lost as aresult of participating in a study.
Parameters such as time expenditure and complexity of the study may aso be
relevant considerations. The amount of the remuneration should be approved by
the relevant review board, agency or body mentioned previously. Research
subjects must be informed if their physician will receive afee for enrolling them
in astudy.

{Z}-30. Practicing physicians affiliated with pharmaceutical companies should
not allow their affiliation to influence their medical practice inappropriately.

13. ADVISORY BOARDS/CONSULTANTS

{“M}-13.1 General Principle: Itisrecognized that Rx and D memberswill seek
advice and guidance from healthcare practitioners in the conduct of various
aspects of their business. On such occasions, healthcare practitioners assume the
role of a consultant providing advice, knowledge, expertise and servicesto the

company.

{“M}-13.2 When entering into such arrangements, Rx and D members must be
guided by the following:
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5.0

There must be awritten contractual agreement outlining the nature of the
services to be provided;

The purpose and objectives of the interaction must be clearly defined by the
company initsinitial correspondence on the event;

Remuneration must be in the form of an honorarium. Travel and
accommodation expenses, where warranted, should be reimbursed.

You are asked to participate on an advisory committee to a phar maceutical
company.

{Z}-3. The practicing physician’s primary obligation is to the patient.
Relationships with industry are appropriate only insofar as they do not negatively
affect the fiduciary nature of the patient-physician relationship.

{Z}-29. Physicians should not invest in pharmaceutical manufacturing
companies or related undertakings if knowledge about the success of the company
or undertaking might inappropriately affect the manner of their practice or their
prescribing behaviour.

{Z}-30. Practicing physicians affiliated with pharmaceutical companies should
not alow their affiliation to influence their medical practice inappropriately.

{“M}-13.1 It isrecognized that Rx and D members will seek advice and guidance
from healthcare practitioners in the conduct of various aspects of their business.
On such occasions, healthcare practitioners assume the role of a consultant
providing advice, knowledge, expertise and services to the company.

{~™}-13.2 When entering into such arrangements, Rx and D members must be
gwded by the following:
There must be awritten contractual agreement outlining the nature of the
services to be provided;
The purpose and objectives of the interaction must be clearly defined by the
Company initsinitia correspondence on the event;
Remuneration must be in the form of an honorarium. Travel and
accommodation expenses, where warranted, should be reimbursed.

You are offered an honorarium to participatein a focus group.

{Z}-11. Itisacceptable for physicians to receive remuneration for enrolling
patients or participating in approved research studies only if such activity exceeds
their normal practice pattern. This remuneration should not constitute enticement.
It may, however, replace income lost as aresult of participating in a study.

{“M}-12.1 Market research links the consumer, customer and public to the
marketer through information — information that points out and defines marketing
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opportunities and problems; information that generates, refines and evaluates
marketing programs; information that monitors marketing performance; and
information that improves understanding of marketing as a process....This section
applies to market research carried out within the framework of variousfora,
including studies, individual and group interviews, and focus groups.

{~}-12.2.1 The purpose of an individual or group interview must be made clear
to the participant(s). Market research must not be a disguise for selling or
developing sales contacts. Nor should it deliberately sway the opinion(s) of the
participant(s).

{¥M}-12.2.2 Honoraria offered to healthcare practitioners who gather or provide
market research information should be based on rates similar to (and not higher
than) their usual rate of pay.

{“M}-12.2.3 Even when a consent form is not signed, the confidentiaity of
participant(s) must be preserved. The identity of the participant(s) must not be
revealed for purposes of promoting company products to them in the future.

You are asked to participatein an industry sponsored clinical trial.

{Z}-6. A pre-requisite for physician participation in industry-sponsored research
activitiesis evidence that these activities are ethically defensible, socially
responsible, and scientificaly valid. The physician’s primary responsibility is the
well-being of the patient.

{Z}-7. The participation of physiciansin industry-sponsored research activities
should always be preceded by formal approval of the project by an appropriate
ethics review body.

{Z}-11. Itisacceptable for physicians to receive remuneration for enrolling
patients or participating in approved research studies only if such activity exceeds
their normal practice pattern. This remuneration should not constitute enticement.
It may, however, replace income lost as aresult of participating in a study.
Parameters such as time expenditure and complexity of the study may also be
relevant considerations. The amount of the remuneration should be approved by
the relevant review board, agency or body mentioned previously. Research
subjects must be informed if their physician will receive afee for enrolling them
inastudy.

9. POST-REGISTRATION CLINICAL STUDIES

{“Mm}-9.2.3 All post-registration clinical studies must have a clearly defined goal,
which is amenable to scientific review and testing.
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8.0

9.0

{/M}-9.2.5 Post-registration clinical studies must be carried out in accordance
with...the Tri-Council Policy Statement: Ethical Conduct for Research involving
Humans.

{/M}-9.2.8 After the datais collected but before the study is published, the
researchers and the medical/scientific department of the company must jointly
review the scientific evaluation of the data.

{/M}-9.2.9 Researchers pay must reflect costs incurred in conducting the study,
such as practitioner fees, salaries of study staff, laboratory tests. Payment may be
in the form of amonetary grant, travel to attend scientific and medical meetings,
or equipment, provided the latter is needed for and relevant to the study.

{“/M}-9.2.10 Payment to researchers must not be based on continuing
administration of the medicine under study to patients after the researcher has
completed the study protocol.

You are asked to contribute as an author to an industry-sponsor ed
publication such asa monograph or journal supplement.

{Z}-13. When submitting articles to medical journals, physicians should state
any relationship they have to companies providing funding for the studies or that
makes products that are the subject of the study whether or not the journals
require such disclosure.

Physicians have attended a wor king meeting for which their travel and
accommaodation wer e covered by the industry sponsor. One physician optsto
stay an extra one or two days and insists that this be covered by industry.
Industry organizersare under clear instructionsthat the cost for the time
during the meeting is provided and not more, yet they do not wish to
“offend” their “ esteemed colleague.”

{Z}-32. Practicing physicians should not accept personal gifts from the
pharmaceutical industry or similar bodies

A physician participatesin a sporting event that has been arranged after a
working meeting. The physician lacks appropriate sports clothing and
chargesthe cost of thisclothing to the sponsoring company. Thisagain
placed the sponsoring organization in the awkward position of not wishing to
offend a*“valued client,” but there areclear guidelinesthat thisisnot an
acceptable arrangement.

{Z}-32. Practicing physicians should not accept personal gifts from the
pharmaceutical industry or similar bodies.
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Clarke Institute of Psychiatry Guidelinesfor Resident I nteractionswith
Phar maceutical Companies—March 21, 1994

While it is recognized that the pharmaceutical industry makes avalid contribution to the
development of new treatments and the education of health professions, the market
orientation of the pharmaceutical industry can result in ethical conflicts with physicians
in training.

The following are meant as guidelines for the interaction of residents and the
pharmaceutical industry.

Formal training in critical appraisal of pharmaceutical material and discussions about
potentia ethical conflicts must be incorporated into the resident teaching program.
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Residents should receive specific training in understanding and anticipating potentia
conflicts that arise from meeting individually with pharmaceutical representatives.
Samples of medications are not to be accepted by residents, nor are medications to be
kept in offices. Indigent patients can be provided medication by the Institute pharmacy
when thisis appropriate.

Educational material (slides, videos, presentations, texts) should be pre-approved by the
Clarke Resident Education Committee before it can be presented to house staff.

Residents may not accept funds to attend conferences unless they are presenting, or the
funds are awarded by the Institute.

Efforts will be made to utilize pharmaceutical donations through Institute educational
funds such as— Associates Resident Fund, Grand Rounds Prize, Library Fund, Sponsored
L ectureships, for redistribution as prizes, bursaries, conference money, etc. Funds will be
awarded at the discretion of Faculty.

These guidelines also included an Educational Material Review form to determine the
educational value, accuracy, and promotion/bias of pharmaceutical company-sponsored
educational material.

Coordinatorsof Psychiatric Education (COPE) Phar maceutical Company
Sponsor ed Fellowships Draft Guidelines

Preamble: Pharmeaceutical companies have an interest in sponsoring residents to attend
international scientific meetings. Thisinterest is predicated on the belief that supervised
attendance at these meetings will facilitate the development of clinical and academic
psychiatrists with special expertise in many aspects of psychiatric practice and education.

COPE is avolunteer organization of psychiatric coordinators and resident representatives
from each of 16 [Canadian] medical schools. COPE has an interest in facilitating and
developing educational opportunities for residents both within and outside of the
traditional training program.

COPE, aong with various members of the pharmaceutical industry, propose to offer
jointly sponsored resident education programs aong the following guidelines:

CMA guidelines on the relationship between physicians and industry must be followed.
Independent sponsorship of individual residents by industry is not allowed.

Program themes must be developed with a set of educational goals and objectives.
COPE must approve al program goals and objectives.

Programs must afford equal exposure to each of the biopsychosocia aspects of the topic.
Financial sponsorship must be reasonable and not excessive.

All programs must have clearly identified mentors.

All mentors should be approved of by COPE.

Mentors should be aware of their roles, and may be supported to a reasonable degree by
industry.

At least one of the mentors should be a COPE member.
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Clear criteriafor the selection of residents should be made available to all residents and
Program Directors well in advance of the deadlines.

Resident selection should be transparent and based on the above criteria.

All residents, irrespective of program, will be expected to provide aformal summary of
their educationa accomplishments to residentsin their home program on return.In order
to facilitate the development of educational opportunities outside of industry interest, yet
highly relevant to the practice of psychiatry, industry will be strongly encouraged to
contribute an additional $250.00 per funded resident to a COPE Education Find that will
be used to sponsor other educationa pursuits of COPE.
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