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The history of hedlth care ddivery in Canada has been marked by collaboration between physicians and
the pharmaceutica and hedlth supply industries; this collaboration extends to research aswel asto
education. Because medicine is a saf-governing profession, physicians have aresponshility to ensure
that their participation in such collaborative efforts isin kegping with their duties to their patients and
society. The following guidelines have been developed by the CMA to assst physiciansin determining
when ardationship with industry is gppropriate. Although directed primarily to individua physicians,
including residents, and medica students, the guidelines dso gpply to relationships between industry and
medica organizations. These guidelines focus on the pharmaceutical companies; however, the CMA
congders that the same principles gpply to relationships between physicians and dl commercid
organizations, including manufacturers and suppliers of medica devices, infant formulas, hedth care
products and informatics, and other service suppliers. These guiddines reflect anational consensus of
medica organizations and are meant to serve as an educationa resource for physicians throughout
Canada.

General principles

1.

The primary objective of professona
interactions between physicians and industry
should be the advancement of the hedlth of
Canadians rather than the private good of
ether physicians or industry.

Re ationships between physcians and
industry should be guided by the CMA’s
Code of Ethics.

The practisng physician’s primary obligation
isto the patient. R ationships with industry
are gppropriate only insofar as they do not
negdtively affect the fiduciary nature of the
patient—physician relationship.

Physcians should resolve any conflict of
interest between themselves and their patients
resulting from interactions with indudtry in
favour of their patients. In particular, they
should avoid any sdf-interest in their
prescribing and referra practices.

In any relationship between a physician who
is not an employee of the pharmaceutical
industry and the indudtry itself the physcian
should dways maintain professond
autonomy, independence and commitment to
the scientific method.
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I ndustry-sponsor ed resear ch

6.

A prerequisite for physician participation in
industry-sponsored research activitiesis
evidence that these activities are ethicaly
defensible, socidly responsible and
scientificdly vdid. The physdan’'s primary
respongibility is the well-being of the patient.
The participation of physciansin industry-
sponsored research activities should away's
be preceded by forma approva of the
project by an appropriate ethics review
body. Such research should be conducted
according to the standards and procedures
st out in the Tri-Council Policy Statement on
Ethica Conduct for Research Involving
Humans (Medica Research Council of
Canada, Natural Sciences and Engineering
Research Council of Canada, Socia
Sciences and Humanities Research Council
of Canada) as interpreted by the Nationa
Council on Ethics in Human Research.
Petient enrolment and participation in
research studies shal occur only with the full,
informed, competent and voluntary consent
of the patient or his or her proxy, unlessthe
research ethics board authorizes an
exemption to the requirement for consent.
The standards and procedures set out in the
Tri-Council Policy Statement on Ethical
Conduct for Research Involving Humans
should be utilized for structuring and
obtaining the relevant consent or for
determining that the requirement for consent
can bewaived. The enralling physcanis
regponsble for implementing these sandards
and procedures. In particular, the CMA
Code of Ethics requiresthe enralling
physician to inform the potentid research
subject, or proxy, about the purpose of the
study, its source of funding, the nature and

relative probability of harms and benefits and 2

the nature of the physician’s participation and

0.

10.

11.

to advise prospective subjects that they have
the right to decline to participate or to
withdraw from the sudy at any time, without
pregjudice to their ongoing care. Because the
prospective research subject isin a
dependent relationship to the physician and
might be susceptible to consenting under
duress, it is preferable that the informed
consent be obtained by a qudified person
who isindependent of the patient—physician
relationship. However, the respongibility of
assuring that proper consent has been
obtained remains with the enrolling physician.
The physician who enrols apatient in a
research study has an obligation to ensure the
protection of the patient’s privacy, in
accordance with the provisons of CMA’s
Hedth Information Privacy Code. If this
protection cannot be guaranteed, the
physician must disclose this as part of the
informed consent process.

Practisng physicians should not participate in
research studies unless they are assured by
the sponsors that the results will be made
public within a reasonable period.

It is acceptable for physicians to receive
remuneration for enrolling patients or
participating in gpproved research studies
only if such activity exceeds their norma
practice pattern. This remuneration should
not congtitute enticement. It may, however,
replace income lost as aresult of participating
in agudy. Parameters such astime
expenditure and complexity of the study may
aso be relevant consderations. The amount
of the remuneration should be approved by
the relevant review board, agency or body
mentioned previoudy. Research subjects
must be informed if their physician will
receive afeefor enralling them in a study.
Incremental costs (additiona cogtsthat are
directly related to the research study) should
not be paid by hedth care inditutions or




provincia or other insurance agencies
regardless of whether these cogtsinvolve
diagnostic procedures or patient services.
Instead, they must be assumed by the
industry sponsor or its agent.

13. When submitting articles to medicd journds,
physicians should state any relationship they
have to companies providing funding for the
studies or that make the products that are the
subject of the study whether or not the
journals require such disclosure.

I ndustry-sponsor ed surveillance studies

14. Physcians should participate only in
postmarketing surveillance sudies that are
scientificaly gppropriate for drugs or devices
relevant to their area of practice.

15. Physcians congdering participation in
aurvelllance sudies should avail themsdves of
gppropriate resources to assst them in their
decision-making. Research ethics boards that
dready exig in ther community may servein
this capacity. The Nationd Council on Ethics
in Human Research is an additiond source of
advice.

16. When inditutiondly based research ethics
boards are unavailable, participation in
research and surveillance studies should be
through nationd, regiond, provincia or
territorid coordinating agencies or bodies
that can function as aresource for physicians
in asessing the study’ s ethical acceptability
and scientific vaue. Although these boards,
agencies and bodies may be partidly or
completdy funded at armv’ s length by
industry, they should be under the direction
of gppropriately qudified hedth care
professionals and researchers working

independently from indudtry.

Continuing medical education / continuing
professional development (CM E/CPD)

17.

18.

19.

20.

21.

22.

The primary purpose of CME/CPD activities
is to address the educational needs of
physicians and other hedlth care providersin
order to improve the hedlth care of patients.
Activities that are primarily promotiond in
nature should be identified as such to faculty
and attendees and should not be considered
as CME/CPD.

The ultimate decison on the organization,
content and choice of CME/CPD activities
for physcians shdl be made by the
physcian-organizers.

CME/CPD organizers are responsible for
ensuring the scientific vaidity, objectivity and
completeness of CME/CPD activities.
Organizers mugt disclose to the participants
a their CME/CPD events any financia
affiliations with manufacturers of products
mentioned at the event or with manufacturers
of competing products.

The ultimate decison on funding
arangements for CME/CPD activitiesisthe
respongbility of the physician-organizers.
Although the CME/CPD publicity and
written materias should acknowledge the
financid or other ad recaived, they must not
identify the products of the company(ies) that
fund the activities.

All funds from a commercid source should
be in the form of an unrestricted educationa
grant payable to the inditution or organization
sponsoring the CME/CPD activity. Upon
conclusion of the activity, the physician-
organizers should be prepared to present a
satement of account for the activity to the
funding organizations and other rlevant
parties.

Whenever possible, generic names should be
used rather than trade names in the course of
CME/CPD activities. In particular, physcians
should not engage in peer sdling.* If pecific
products or services are mentioned, there
should be a balanced presentation of the




23.

24,

prevalling body of scientific information on
the product or service and of reasonable,
dternative trestment options. If unapproved
uses of aproduct or service are discussed,
presenters must inform the audience of this
fact. Faculty must disclose to the participants
a CME/CPD events any financid affilitions
with manufacturers of products or service
providers mentioned at the event or with
manufacturers of competing products or
providers of competing services.
Negotiations for promotiond digplays at
CME/CPD functions should not be
influenced by industry sponsorship of the
activity. It is preferable that promotiona
displays not be in the same room asthe
educationd activity.

Travel and accommodation arrangements,
socid events and venues for industry-
sponsored CME/CPD activities should bein
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 outsde of modest medls or socidl
eventsthat are held as part of a conference
or meeting. However, faculty at CME/CPD
events may accept reasonable honoraria and
reimbursement for travel, lodging and med
expenses. Scholarships or other specia funds
to permit medical students, residents and
fellows to attend educationd events are
permissible as long as the sdection of
recipients of these funds is made by their
academic indtitution.

Clinical evaluation packages (samples)

25.

26.

The digtribution of samples should not involve
any form of materid gain for the physician or
for the practice with which he or sheis
associated.

Physicians who accept clinica evauation
packages (samples) and other hedlth care
products are responsible for ensuring thelr
age-related quality and security. They are
aso responsible for the proper disposal of
unused samples.

Other consderations

27.

28.

29.

32.

These guiddines gpply to reaionships
between physcians and dl commercid
organizations, including manufacturers of
medica devices, infant formulas and hedth
care products as well as service suppliers.
Physicians should not dispense
pharmaceuticals or other products unless
they can demondtrate that these cannot be
provided within a reasonable time frame by
an appropriate other party, and then only on
a cost-recovery basis.

Physicians should not invest in
pharmaceuticad manufacturing companies or
related undertakings if knowledge about the
success of the company or undertaking might
ingppropriately affect the manner of their
practice or their prescribing behaviour.

. Practising physicians affiliated with

pharmaceutical companies should not alow
their affiliation to influence their medicd
practice ingppropriately.

. Practising physcians should not accept afee

or equivaent consderation from
pharmaceutical manufacturers or distributors
in exchange for seeing them in a promotiond
or smilar capacity.

Practisng physcians should not accept
persond gifts from the pharmaceutical
industry or smilar bodies.




33. Practisng 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).

Medical studentsand residents

34. These guiddines apply to physicians-in-
training aswell asto practisng physcians.
Medicd curriculashould ded explicitly with
the guiddines.

*Peer sling occurs when a pharmaceutica or
medica device manufacturer or service provider
directly or through athird party sponsorsa
seminar 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

I 0N:

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 sdlling, as understood in
this sense, differs from the sort of Stuation in
which a pharmaceutical or medica device
manufacturer or service provider provides funds
to CME/CPD organizers to sponsor abonafide
educationd event on a specific condition or ona
specific product or service. In the latter event the
control and structure of the CME/CPD event lies
in the hands of the CME/CPD organizers. Even
though the product or service may be the focus of
such 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 liein the
hands of the CME/CPD organizers remove it
from the realm of advertisng and the event does
not congtitute an endorsement of the product or
service in question.




