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Executive Summary

Why a Paper on Complementary/Alternative
Therapies and HIV/AIDS?

The last decade (particularly the past five years) has seen increased interest in
the use of complementary/alternative medicine (CAM) in Canada. Research
in this field has increased significantly. The federal government has created a
new regulatory framework for natural health products, and there are ongoing
developments at the provincial level with respect to the recognition and regu-
lation of some complementary/alternative medicine practitioners.
Community-based organizations working in the field of HIV/AIDS in Canada
have been increasingly discussing what steps are necessary to ensure that peo-
ple with HIV/AIDS have access to a range of treatment options and the nec-
essary information to make informed choices about them.

A significant and increasing number of Canadians are using complemen-
tary/alternative medicine, and some evidence suggests that its use is even
higher among people with HIV/AIDS, who use various kinds of complemen-
tary/alternative medicine with goals such as exercising control over one’s
health, dealing with depression, boosting general immunity, preventing infec-
tion or delaying the progression of HIV disease, or coping with unpleasant
side effects of conventional drugs.

However, it is also clear that many people with HIV/AIDS must make
these treatment decisions with limited access to reliable information about the
safety and efficacy of the therapies they use, including information about pos-
sible interactions with conventional drugs and the possible effects specific to
people with compromised immune systems. This raises ethical and legal
guestions for those who use complementary/alternative medicine, for conven-
tional health-care professionals treating people with HIV/AIDS, for manu-
facturers of natural health products, for practitioners of various complemen-
tary/alternative therapies, and for governments and professional regulatory
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EXECUTIVE SUMMARY

bodies that need to strike the right balance between protecting con-
sumers/patients and respecting their health-care choices.

What Is the Goal of the Paper?

This paper is the first in a series to be produced by the Canadian HIV/AIDS
Legal Network on priority legal and ethical issues related to HIV/AIDS
care, treatment, and support. It is part of a three-year project on such issues
undertaken with funding from Health Canada under the Canadian Strategy
on HIV/AIDS.

The paper does not recommend for or against any particular comple-
mentary/alternative therapy or practice, and does not attempt to address the
host of legal and ethical issues raised by the use of CAM by people with
HIV/AIDS. The principal focus is on considering the approach to regulat-
ing the field of complementary/alternative medicine (both products and
practitioners). The goal is to ensure that Canadian law and policy in the area
of complementary/alternative health care is informed by the available data,
by ethical considerations, and by an understanding of the relevant legal
frameworks and principles.

What Does the Paper Contain?
The paper:

» discusses the difficulties in defining the precise scope of the field of
complementary and/or alternative medicine;

 reviews the available evidence regarding the use of CAM by Canadians
generally;

* reviews the available evidence regarding the use of CAM by people
with HIV/AIDS, identifying some of the key conclusions to be drawn
regarding the prevalence of use, and how and why people with
HIV/AIDS use CAM;

* comments on some specific issues relevant to Aboriginal people and
traditional Aboriginal healing practices;

» provides an analysis of ethical issues raised by the use of CAM, partic-
ularly on the part of people with HIV/AIDS, by applying the principles
of non-maleficence, beneficence, respect for personal autonomy, and
justice, and draws a number of conclusions as to what is ethically
required in law, policy, and practice; and

» examines legal and policy issues regarding the appropriate regulatory
approach to CAM in the areas of federal regulation of natural health
products and provincial and territorial regulation of practitioners; and
discusses the issue of practitioner liability in the delivery of comple-
mentary/alternative medicine.

Three key themes emerge from the review of the available evidence and the
ethical and legal analysis:

 the need for additional and better research on complementary/alterna-
tive medicine;

 the need for improved education and training of health-care practition-
ers, both conventional and complementary/alternative, with regard to
HIV/AIDS and complementary/alternative medicine; and

» the need for a regulatory approach to products and practitioners that
appropriately balances the ethical considerations.

ii COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



EXECUTIVE SUMMARY

What Are the Conclusions
and Recommmendations?

The paper presents a number of conclusions and recommendations in these
three key areas. Recommendations include:

» funding research into the use of CAM by people with HIV/AIDS, their
knowledge about CAM, the barriers to accessing CAM for people with
HIV/AIDS, and views with respect to insurance coverage;

» funding research into the safety and efficacy of various complementary/
alternative products and therapies, particularly their use by people with
HIV/AIDS, and with particular priority given to researching those prod-
ucts and therapies for which there are:

(&) encouraging, reliable preliminary effectiveness data,

(b) consistent anecdotal evidence of effectiveness,

(c) evidence of common use among people with HIV/AIDS, and/or

(d) evidence of known or potential significant adverse effects, including
if used in conjunction with conventional HIV/AIDS treatments;

 supporting the development of research skills among CAM practitioners
in Canada;

 ensuring that research conducted by or in Aboriginal communities regard-
ing traditional healing practices be governed by the principles that
Aboriginal people have articulated concerning their ownership and con-
trol of, and access to, the research process and outcomes, and the protec-
tion of traditional knowledge from appropriation and exploitation;

 incorporating basic education about complementary/alternative medicine
into the curriculum of conventional health-care practitioners, incorporat-
ing basic HIV/AIDS education into the training of complementary/alter-
native practitioners, and encouraging health-care practitioners to ask
patients about their use of complementary/alternative medicine as a mat-
ter of good practice and in the interest of patient well-being;

» addressing issues such as the standard of review before licensing; labeling
requirements; surveillance of products once approved for sale in Canada
to detect adverse effects; ensuring that those who manufacture or sell
products comply with the requirements of the regulatory regime; and
ensuring the independence of the Office of Natural Health Products as
federal regulator, in connection with the new regulatory framework being
developed for the licensing and sale of natural health products in Canada;

 the development of materials that would assist unregulated complementa-
ry/alternative practitioners to establish voluntary self-regulating mecha-
nisms, should they wish to do so;

» funding research into various regulatory models to assess the feasibility
and desirability of regulating various groups of complementary/alterna-
tive practitioners; and

» a review of provincial laws and the policies of professional regulatory
bodies for conventional health practitioners with respect to complementa-
ry/alternative medicine, with a view to ensuring patients can make
informed decisions about, and have access to, a range of qualified health-
care practices and practitioners.

A summary of the recommendations is found at the end of the paper.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS
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Next Steps

The paper will be sent to a broad range of individuals and organizations
working in the areas of HIV/AIDS and complementary/alternative medi-
cine. It will also be sent to appropriate government policymakers, profes-
sional regulatory bodies and practitioner associations, universities and col-
leges that educate health-care practitioners, and other interested parties.
Those who receive the paper will be asked for their comments and input on
these issues and the recommendations, and their views on how best to move
forward on these recommendations.

In addition, info sheets on legal and ethical issues related to comple-
mentary/alternative medicine and HIV/AIDS care will be prepared and dis-
seminated. The info sheets will summarize the contents of the paper in an
easy-to-read format, making the report more accessible to a wider audience
and providing useful tools for education and discussion on the issues raised
in the report.

For Further Information...

Contact Richard Elliott at the Canadian HIV/AIDS Legal Network through
the Network’s office in Montreal at tel 514 397-6828, fax 514 397-8570,
or email: info@aidslaw.ca. Or contact him directly at tel 416 595-1666,
fax 416 595-0094, or email: relliott@aidslaw.ca.

Further copies of this paper can be retrieved at the website of the Cana-
dian HIV/AIDS Legal Network at www.aidslaw.ca, or ordered through the
Canadian HIV/AIDS Clearinghouse at tel 613 725-3434, fax 613 725-1205,
email: aidssida@cpha.ca.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



Introduction

Background and Recent Developments

The last decade (particularly the past five years) has seen increased interest

in the use of complementary/alternative medicine (CAM) in Canada. )
Research studies between 1995 and 1999 investigated the use of such there last decade (particularly the
apies by Canadians in general and people with HIV/AIDS in particular (see past five years) has seen

below), as well as the attitudes and perspectives on their use by both peopl@creased interest in the use of
with HIV/AIDS and CAM providers. In 1996, the Tzu Chi Institute for
Complementary and Alternative Medicine was founded in VVancouver, with S

a mandate to research the use and effects of various therapies. The Canadialf dicine in Canada.

AIDS Treatment Information Exchange (CATIE) has produced two guides

and numerous infosheets on complementary therapies for people with

HIV/AIDS.!

There have also been numerous developments in the area of law and pc: carie. A practical Guide to Complementary
icy. At the request of the federal Minister of Health, the House of Commons ,Ifjgjfj%%:ﬁ”f, ;gg/g%gfa ;g f‘;i‘;ﬁg‘fﬂ;
Standing Committee on Health conducted a review of the regulation of nat-win Hv, 2000.
ural health products in Canada, and published its refsddew Visionin > Office of Natural Health Products, Health
November 1998. As a result of the recommendations, the federal govern-g;‘gjgjéfjeﬁ;i:‘j;‘gr‘k”@gm?g’gﬁaﬂon
ment created an Office of Natural Health Products (ONHP) within Health 2000 workbook Available online via
Canada. In 2000, the ONHP conducted consultations across the country t***"<scgccapblonhp.
solicit input on its proposals for a new regulatory framework to define and O of Matural Health Products Health

Canada. Building Together: Phase 2 in Developing a

govern “natural health productsA first draft of the proposed regulations — Proposed Regulatory Framework for Natural Health
Products. NHPD Public Consultation, March 2001,

complementary/alternative

was released_ in March 2001 for public comnfent. . Available on-line via wwhe-scgc.cafhpblonhp,
As part of its preparatory work, the ONHP also organized a conference: ofice of Natural Health Products, Health
to establish priorities for research regarding natural health prddndese Canada. Natural Health Products: Research

Priority Setting Conference, 6-8 November [999.

2000, the ONHP and the Canadian Institutes of Health Research (CIHR) report available online via wwwhc-sc.gc.calhpb/
the major federal granting agency responsible for funding health research iro"»
Canada, announced joint support for awards for research in various area’ O\ Health Canada, & CIHR Requests for

. Proposals and Opportunity Highlights, 2000.
relating to natural health produéts. Avallable online via www.cihrca.
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INTRODUCTION

Health Canada has held a number of internal workshops and meetings of
advisory groups/committeeso address issues related to complementary/
alternative medicine. In addition, in 1998 there were at least three national
conferencesand an international symposifion complementary/alterna-
tive medicine that included some discussion of legal/policy issues. The same
year, the Canadian Complementary Medical Association and the
Association of Complementary Physicians of British Colombia organized a
joint conference attended by over a hundred physiiamsl the York
University Centre for Health Studies produced a lengthy report contributing
to research in this fieltf.

Two areas of Health Canada (the Health Systems Division, and the
HIV/AIDS Care and Treatment Program) commissioned several discussion
papers in 2000 to help inform the thinking of Canadian policymakers in
understanding and addressing issues related to complementary and alterna-
tive health caré! An additional paper on policy considerations for regulat-
ing complementary and alternative health-care practitioners was released in
200112

There has been increasing interest at the level of research and policy in
the United States and the United Kingdom as well. In the UK, the
Foundation for Integrated Medicine released a 1997 discussion document
on integrated health catéand has established an agenda for research into
CAM and dissemination of that research. In the US, in 1992 Congress cre-
ated the entity within the National Institutes of Health now known as the
National Center for Complementary and Alternative Medicine (NCCAM).
More recently, in March 2000, then President Clinton established the White
House Commission on Complementary and Alternative Medicine Palicy,
charged with addressing research on CAM practices and products; delivery
and public access to CAM services; dissemination of reliable information
on CAM to health providers and the general public; and appropriate licens-
ing, education, and training of CAM health-care practitioners. The
Commission’s recommendations on policy and legislation are to be pre-
sented in March 2002.In February 2001, the NCCAM joined with the US
National Library of Medicine to create a large database of literature on
complementary and alternative medicine searchable free of charge on the
Internet®® Its strategic five-year plan (2001-2005) identifies priorities in
four areas: investing in research, training CAM investigators, expanding
outreach, and facilitating integration.

In Canada, the most recent and HIV/AIDS-specific development was a
national conference organized by the Canadian AIDS Society in January
200116 Participants identified numerous priorities for action in the areas of
research; education, training and communication, regulation, and delivery
and access. A report of the meeting will help guide the ongoing process of
developing policy and initiatives in Canada that will promote users’
informed access to safe and effective complementary/alternative therapies.

This paper aims to make a further contribution to ensuring that Canada’s
regulatory approach ensures informed access to safe and effective health
care for people with HIV/AIDS and Canadians generally.

History of the Project

This is the first in a series of papers to be produced by the Canadian
HIV/AIDS Legal Network as part of a project on Legal, Ethical and Policy
Issues Related to HIV/AIDS Care, Treatment and Support. Funding for this
project is provided by Health Canada under the Canadian Strategy on
HIV/AIDS.

2 COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



INTRODUCTION

This paper was originally commissioned by Health Canada as a short
research paper, prepared by Lemmens, Crouch, and Charland, to provide an
ethical analysis of questions raised by the use of complementary/alternative
health-care practices by people with HIV/AIDS. Consultations on a draft of
the paper, and further developments in Canada in the meantime, led to the
scope of the paper being expanded.

Two earlier drafts of the paper were circulated to a variety of commenta-
tors, including people with HIV/AIDS who use complementary/alternative
therapies, practitioners of these therapies, researchers and providers of treat-
ment information working in community-based organizations, and lawyers
familiar with HIV/AIDS issues. Based on the input received, a third draft was
distributed for comment and discussed at a national workshop organized by
the Legal Network in February 2001. Input was sought from HIV-positive
consumers of complementary/alternative therapies, ethicists, educators and
providers of treatment information, lawyers familiar with the regulation of
health-care practices and practitioners in Canada, and both conventional prac-
titioners and practitioners of complementary/alternative therapies. Following
the input received at the workshop and from the selected commentators, this
final paper and an accompanying series of infosheets were prepared.

Scope and Outline of the Paper

There are a host of medical, social, and personal issues related to the use of
complementary/alternative health-care practices in the general population and
by people with HIV/AIDS.

From the perspective of good medical practice, we must ask why conven-
tional medicine is sometimes deemed inadequate or rejected altogether;
whether and to what extent various complementary/alternative health-care
practices are safe and effective, and for which conditions they are safe and
effective.

On a societal level, we must examine the forms and patterns of comple-
mentary and/or alternative medicine use, and the social factors that have pro-
duced the wide variety of complementary/alternative therapies now available.
We also must ask to what extent we should socially support access to these
therapies and what criteria we should use to determine what therapies are
worthy of this support. Social support for complementary/alternative thera-
pies can take various forms, such as recognition of these therapies in the
health-care system, or the allocation of resources used to test, regulate, and
control them.

On a personal level, we must consider the reasons why people use com-
plementary/alternative medicine instead of, or in addition to, conventional
therapies, and what sort of benefit or harm they perceive themselves to be
receiving as a resullt.

This paper begins with an overview of some of the available information
regarding these medical, social, and personal dimensions of CAM use, draw-
ing upon data from Canada and other comparable settings. With this context
in mind, the paper then discusses a number of ethical issues related to the use
of complementary and/or alternative health-care practices, based on the four
key ethical principles of non-maleficence, beneficence, respect for autonomy,
and justice. This evidentiary and ethical analysis leads to a number of con-
clusions in the areas of research, education/training, and regulation. The last
section considers the Canadian legal context for regulating complementary/
alternative health-care products and practitioners; the reader can assess
whether the current regulatory environment is acceptable in light of the ethi-
cal considerations outlined.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



The paper does not
recommend the use or
avoidance of any specific
complementary/alternative

therapy.

'7 For a discussion of some of these issues, see:
Pelletier KR et al. Current trends in the integra-
tion and reimbursement of complementary and
alternative medicine by managed care, insurance
carriers, and hospital providers. American Journal of
Health Promotion 1997; 12(2): 112-122.

'8 Vickers A. Recent advances: complementary
medicine. British Medical Journal 2000: 321: 683-
686 at 683.

INTRODUCTION

The paper doasotrecommend the use or avoidance of any specific com-
plementary/alternative therapy, but rather focuses on general ethical issues
that are, in principle, applicable to any medicine (complementary/alterna-
tive or conventional). In doing so, some generalizations are unavoidable,
and they may not always do justice to the wide panoply of complementa-
ry/alternative therapies and the reasons for their use. Some conclusions and
recommendations will no doubt need to be tailored to the specific charac-
teristics of the various therapies. We attempt to canvass the ethical and legal
issues that are of most concern to both complementary/alternative and con-
ventional health-care practitioners, government policymakers and, especial-
ly, people with HIV/AIDS.

However, there are many legal ethical issues that are not addressed here
and warrant further inquiry, including: ethical questions in the design and
implementation of research studies examining complementary/alternative
therapies; the inclusion of such therapies in public and private insurance
plans and their availability in health-care facilities such as hosiiaidi-
cial recognition of complementary/alternative therapies in the context of tort
cases for personal injury (eg, the car accident victim who claims chiroprac-
tic expenses or naturopathic treatments for pain or headaches rather than
conventional drugs); medical decision-making for minors where comple-
mentary/alternative therapies are used or proposed; family law issues such
as courts’ approach to child custody disputes where a parent’s reliance upon
complementary/alternative therapies for their child is in issue, and claims
for child support to include complementary or alternative therapies; the
impact of international trade agreements on consumers’ access to natural
health products and to complementary/alternative practitioners, and on the
ability of national governments to regulate products and practitioners in the
public interest.

The principal focus of the paper is on considering the approach to regu-
lating the field of complementary/alternative medicine (both products and
practitioners). The goal is to ensure that Canadian law and policy in the area
of complementary/alternative health care is informed by the available data,
by ethical considerations, and by an understanding of the relevant legal
frameworks and principles.

Defining Complementary/Alternative Medicine

If a list was written of what patients care about (for exam-
ple, the clinical relationship), what researchers feel is
important (for example, control of bias), what clinicians
hold critical (for example, clinical competence), or what
matters to purchasers (for example, cost effectiveness)
there would probably be no reference to the historically
and politically contingent concepts of “conventional” and
“complementary” mediciné®

Terminology

Given the politically charged nature of the debate that continues to surround
complementary/alternative health care, an informed, considered discussion
of the relevant ethical and legal issues should take care in the use of termi-
nology and should, where possible, avoid totalizing statements about either
“conventional” or “complementary or alternative” practices or practitioners

4 COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



INTRODUCTION

as easily defined categories or groups. The available evidence regarding the
safety and efficacy of health-care practices, be they conventional or consid-
ered “complementary” and/or “alternative,” varies widely depending on the
therapy in question and the use to which it is put. Attitudes toward comple-
men_tary/altern'ative hea}l'_th—care pract'ices and prac_titiorjers'vary among COflke goal is to ensure that
ventional medical practitioners and vice versa. While historical tensions peg . _
) : e . aPadlan law and policy in the
sist, recent years have also seen considerable shifts in attitude on the part o
many practitioners. There is increased interest in approaches to health cafg? of complementary/
that recognize the common interest in patient/consumer well-being, howevalternative health care is
achieved. Furthermore, common notions of “alternative” shift over time: informed by the available data,

Alternative medicine is not a new phenomenon. Indeed, in by ethical considerations, and by
many respects, it was “medicine” before it became “alterna- an understanding of the relevant
tive,” as it was only in the nineteenth century that the main-

o . legal frameworks and principles.
stream of modern medicine was defifed.

Nonetheless, it is necessary at this stage to draw some distinctions, if only
because they persist in the real world of health-care practice and are reflected
in our laws and policies. In this paper:

» The term“conventional medicine’is used to refer to practices that are
generally accepted by both the general public and mainstream health-care
professionals as part of the dominant health system in North America.

* The term‘complementary/alternative medicine” (CAN§ used in a gen-
eral sense to refer to those “interventions for improving, maintaining, and
promoting health and well-being, preventing disease, or treating illnesses
that are not part of a standard North American biomedical regimen of
health care or disease preventi&tirhe term‘complementary and alter-
native health care” (CAHCis also used because “health care” has broad-
er connotations than the narrower term “medicf4é&% noted in a com-
pendium recently published by the American Medical Association to edu-
cate conventional physicians, “the term ‘health care practices’ is used
instead of ‘medicine’ because many widely used practices are not part of a
medical systen?? In some cases, the shorter télsomplementary ther-
apies” is used, as the available data (discussed below) show that the great . ‘
majority of Canadians who use such therapies do so as an adjunct, rathEF, o i i o 15955
than an alternative, to conventional medical éaFgnally, where the con- 4565 at para 14 (QL).
text warrants it, the terffunconventional therapiesmay be used as the ”° American Medical Association. Cultural

Competence Compendium (Section V:

clearest way of distinguishing such therapies from conventional mediCin€compiermentary and Spiritual Practices™. AMA,
1999: at 246. Available online via www.ama-

» The terntintegrated care” (or sometimes “integrative care”) has recently assnorg
entered the literature and is used to refer to approaches that incorporate the gruyn, supra, note 11 at 3.
use of both conventional medicine and complementary/alternative healtfi-American Medical Association, supra, note 20
care practices. at 246,

2 |t may be appropriate to speak of “comple-
A number of other terms (some more value-laden than others) are also ugegf o afternative therapies’ in the aggre-
) . . . gate. But in the case of a given individual using a
in the literature to refer to both conventional medicine andgven unconventional therapy for a given purpose
complementary/alternative health care. Complementary/alternative healfff <75 2= 7ol =cbore <0e e bere

is used as a complement to conventional treat-

care is sometimes referred to as “unconventional,” “holistic,” “natural,” ment or as an altematie to conventional treat-
“unorthodox,” or “unvalidated.” Conventional medicine is sometimes referred" D B Rosenheds RA Assocation

- e . - > etween use of unconventional therapies and
to as “biomedicine,” “allopathic,” “Western medicine,” “mainstream,” “ortho- conventional medical services. journal of the

R . - . ] A Medical Association 1999; 282(7): 65 -
dox,” or “scientific.” The variety of terms reflects the difficulty in defining the 4x e by oo 1727 12018

exact boundaries of the field of complementary/alternative health care, one @fonventional therapies [Letter to the editor].

Journal of the American Medical Association 2000;

the first hurdles in informed policymaking: 283(1): 56.
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Alternative medicine is not
a new phenomenon. Indeed,
in many respects, it was
“medicine” before it became
“alternative.”

24 Achilles, supra, note | | at 3.

25 Eisenberg DM et al. Unconventional medicine
in the United States: prevalence, costs, and pat-
terns of use. New England Journal of Medicine
1993; 328: 246-252 at 246.

26 As reported in: Integrated healthcare, supra,
note |3.

27 NCCAM [US]. Expanding Horizons of
Healthcare: Five-Year Strategic Plan, 2001-2005.
2000. Available online via www.nccam.nih.gov.
28 Ernst E et al. Complementary medicine — a

definition. British Journal of General Practice 1995;
45: 506.

2% Cochrane Collaboration, as cited in NCCAM,
supra, note 27 at 2, n3.

30 Fisher PWard A. Complementary medicine in
Europe. British Medical Journal 1994; 309: 107-111
at 107.

31 Achilles, supra, note | | at 3.

INTRODUCTION

Research and policy development begins with a definition
of what constitutes CAHC.... Definitions and boundaries
are inextricably linked. A good definition will provide
clear boundaries; clear boundaries will provide a good
definition. But the boundaries are blurred between CAHC
and conventional medicine; and, current definitions rely
on an outdated perception of health care and of conven-
tional medicine*

What Makes a Therapy
“Complementary”’ or ‘“Alternative”?

The most common approach to defining complementary and/or alternative
medicine is to do so in a manner similar to the way we define a concept such
as “health.” We often define “health” not positively but negatively, as the
absence of disease. Similarly, one way to define complementary and/or
alternative medicine is to say that it includes those treatment modalities that
are not thought to be part of current conventional medical practice (as is
done in this paper). This approach was adopted by Eisenberg et al in their
widely cited study of complementary and/or alternative medicine use in the
United States. They define complementary and/or alternative medicine as
“medical interventions not taught widely at U.S. medical schools or gener-
ally available at U.S. hospital®’A similar definition has been suggested

by the British Medical Associatioh. It has also been adopted by the
National Center for Complementary and Alternative Medicine (NCCAM) at
the US National Institutes of Health: “Complementary and alternative med-
icine practices are best described as those not presently considered an inte-
gral part of conventional medicin&’’A definition that has a more positive
tone is that proposed by Ernst éfaind adopted with slight modifications

by the Cochrane Collaboration: “diagnosis, treatment and/or prevention
which complements mainstream medicine by contributing to a common
whole, by satisfying a demand not met by orthodoxy or by diversifying the
conceptual frameworks of medicirf.”

What is common to all of these, however, is that the reference point is
conventional medicine as taught at conventional medical schools or as pro-
vided in conventional hospitals. Complementary and/or alternative medi-
cine is defined derivatively and in relation to medical orthodoxy. As Fisher
and Ward point out, to speak of “alternative” medicine is much like speak-
ing about “foreigners,” since “both terms are vaguely pejorative and refer to
large, heterogeneous categories defined by what they are not rather than by
what they are3® Some argue that this approach unfairly privileges conven-
tional medicine and makes it more difficult for complementary and/or alter-
native medicine practitioners to achieve public legitimacy. Also, the accura-
cy of this definition is increasingly questionable:

The 1990s have been a period of accelerated growth in the

use of CAHC and this definition, developed at the begin-

ning of the decade, is already obsolete since many alter-

native therapies are now taught in most medical schools in

the US and in Canada.... In addition, selected therapies

are being integrated into hospital systems throughout

North America?!
What underlies this approach of defining complementary and/or alternative
medicine in contrast to mainstream medical practice? There are two princi-
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pal reasons why a healing practice falls outside the boundaries of convention-
al medicine and is thought of as “unconventional.”

Different explanatory framework

First, the underlying explanatory framework of an unconventional healin@ne way to define comple-
practice may be different from_ that of modern biomedicine. By “exp!anatorym entary and/or alternative
framework” we mean the entities and processes that are referred to in explain-
ing the cause of a disease and the mechanism of action of a possible theré‘B?f.j

For example, modern biomedicine considers bacteria to be a cause of ci#icludes those treatment
tain illnesses and can provide a detailed account of the processes that aigdalities that are not thought
involved when bacteria enter the body, invade tissue, and cause the rang&®be part of current conven-
symptoms associated with the particular illness. Moreover, practitioners of . .

o . . .~ tional medical practice.
modern medicine will be able to explain why, and through what mechanisms,
an antibiotic works to combat the bacterial infection and restore health based
on principles of human physiology and cell biology.

Therefore, a healing practice will be considered alternative if its explana-
tory framework includes entities and processes thabatrpart of the bio-
medical tradition as informed by the most current scientific information.
Prime examples are Ayurvedic medicine, Traditional Chinese Medicine, and
some Aboriginal healing traditions, all of which are founded in frameworks or
cosmologies that are substantially different from the mechanistic understand-
ing of illness that is modern Western science. In a sense, such health practices
are truly “alternative” to the medical paradigm currently dominant in Canada
(although they may not be considered “alternative” by those for whom they
are part of their own cultural heritage).

It should be noted that an explanatory framework that is different from con-
ventional, Western biomedicine is not necessarily incompatible with a con-
ventional biomedical explanation. It simply means that there is a different way
of thinking about the “diagnosis” and “treatment” of ill health.

icine is to say that it

Not biomedically validated

Second, even if the explanatory framework of a healing practice is similar to
that used by modern biomedicine, it may still be considered “unconvention-
al” if its claimed effect or mechanism of action is not validated by conven-
tional scientific methods. A prime example is the use of some herbal mixtures,
or other combinations of natural substances, as anti-cancer agents. In some
such instances, we know that the herbal preparation has some form of bio-
logical activity that can be described in a manner consistent with the explana-
tory framework of conventional biomedicine. But there is insufficient evi-
dence to support claims of its effectiveness in preventing or treating cancer,
and often there is no known mechanism of action for the substance.

The controversy surrounding the use of Laetrile in cancer patients is a case
in point. During the 1970s, tens of thousands of patients used Laetrile, a sub-
stance derived from apricot pits, to treat cancer and cancer pain and as a pre-
ventative anti-cancer agent. After numerous reports of Laetrile toxicities and
little evidence of effectiveness, studies were carried out by the United States
National Cancer Institute that failed to demonstrate any clinical anti-cancer
effect. Laetrile stands as one of the more famous and (at one time) widely
used alternative medicines that was eventually demonstrated to be ineffective
within the explanatory framework of Western biomediéth&he Di Bella
Multitherapy among cancer patients in Italy serves as a more rece
example®® The Di Bella saga highlights how even therapies of physician o o sroee feesner
operating within the medical profession and based on products used Government Printing Office, 1990, at 102-107.
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3 See: Buiatti E et al. Results from a historical sur-
vey of the survival of cancer patients given Di
Bella Multitherapy. Cancer 1999; 86:2143-2149;
Traversa G et al for the Italian Study Group for
the Di Bella Multitherapy Trials. The unconvention-
al Di Bella cancer treatment — a reflection on the
[talian experience. Cancer 1999; 86: 1903-191 I;
Cassileth BR. Alternative and complementary
medicine — separating the wheat from the chaff.
Cancer 1999; 86: 1900-1902; Calabresi P Medical
alternatives to alternative medicine. Cancer 1999;
86: 1887-1889.

34 Cited in: Zollman C,Vickers A. ABC of comple-
mentary medicine. British Medical Journal 1999;
319: 693-696.

3 Washington, DC: Government Printing Office,
1994.

INTRODUCTION

conventional medicine can be considered alternative because the way the
products are used is not recognized as valid by the scientific standards of
conventional medicine.

“Unconventionality” depends on goal of therapy

Whether or not an unconventional therapy corresponds to an alternative or
conventional explanatory framework may depend upon the condition for
which the complementary and/or alternative medicine is being used. For
example, the mechanism through which chiropractic spinal manipulations
help diminish lower back pain is consistent with the framework used by
conventional biomedicine. But neither chiropractic theories nor a conven-
tional biomedical framework can adequately explain why spinal manipula-
tion can help with more systemic conditions, such as the deafness and heart
condition that the originator of the chiropractic movement, Daniel David
Palmer, apparently cured by chiropractic means in his first two successful
patients in the 1890s.

Thus, some unconventional medicine is alternative to a conventional bio-
medical model with respect to its use for some conditions, but not necessary
alternative for other conditions. Determining whether a therapy is consistent
with, but not validated by, a conventional medical framework, or whether it
is truly “alternative” in its explanatory framework, depends upon whether
mainstream, scientific biomedicine can explain how the practice promotes
health.

Definition for this paper

The widely-accepted definition of CAM offered by the US National
Institutes of Health and the Cochrane Collaboration is

a broad domain of healing resources that encompasses all
health systems, modalities, and practices and their accompa-
nying theories and beliefs, other than those intrinsic to the
politically dominant health system of a particular society or
culture in a given historical pericd.

We have outlined the ways in which a therapy can be considered to be
“other” than intrinsic to the dominant system. For the purposes of this paper,
our definition of “complementary/alternative health care” will include ther-
apies that either

e rest upon an explanatory framework that is, in at least some fundamen-
tal respects, substantially different from the modern scientific world-
view; or

e may have a possible mechanism of action understandable within con-
ventional medicine’s explanatory framework but have not been validat-
ed by biomedicine.

Categories of Complementary/Alternative Health Care

One recent attempt to systematically classify unconventional therapies was
completed by the United States National Institutes of Health in its 1994
report, Alternative Medicine: Expanding Medical Horizol¥sThe NIH
identified six broad categories of complementary and/or alternative medi-
cine, which it subsequently reduced to the following five major domains:

(1) alternative medical systems (eg, traditional Oriental medicine,
Ayurveda, Aboriginal systems, homeopathy, naturopathy);
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(2) mind—body interventions (eg, meditation, hypnosis, art therapy, prayer,
and mental healing);

(3) biologically based therapies (eg, herbal therapies, special diet therapies,
orthomolecular therapies, animal substances such as shark cartilage or

bee pollen);
(4) manipulative and body-based methods (eg, chiropractic, osteopathic

manipulation, massage therapy); It will be crucial to recognize
(5) energy therapies (Qi gong, reiki, therapeutic togéh). the fundamental differences that

Several participants at the workshop organized by the Legal Network ifXist among different forms of
February 2001 noted that this schema of classifying complementary/alterneemplementary/alternative
tive health care remained rooted to some degree in a “biomedical” frameworKealth care in order to deter-
and pointed out that some of these distinctions seem artificial and wrelevam: ine which should be submitted
from the perspective of a holistic approach to understanding health and iliness
that informs many complementary/alternative therapies. to stricter regulation, which
We have only briefly touched on the problems involved in identifying andcould be submitted to efficiency
defining the boundaries of “complementary and/or alternative medicine Studies, etc.
Without identifying the features that separate unconventional practices from
conventional medicine, it will be difficult to carry out systematic research and
to craft policy. The need for a clear analysis of the defining features of the dif-
ferent forms of alternative therapies becomes more pressing as complementa-
ry and/or alternative medicines move quickly into mainstream medical prac-
tice.
It will also be crucial to recognize the fundamental differences that exist
among different forms of complementary/alternative health care in order to
determine which should be submitted to stricter regulation, which could be
submitted to efficiency studies, etc. Further clarification of defining features
of CAM may also lead to the conclusion that some distinctions are artificial
and incoherent. We agree with the recommendation in a report by the York
University Centre for Health Studies that “further research be undertaken on
the issues of definition, key characteristics and a framework for organizing the
diverse range of complementary and alternative therapies and prattices.”

Recommendation |

The Canadian Institutes for Health Research (CIHR), the Office
of Natural Health Products (ONHP), and other research funding

3¢ National Center for Complementary and

agencies should fund further research into clarifying appropriate Alternative Medicine (NIH). Major Domains of
definitions and key characteristics of “complementary/alternative e e oy (e
health care,” as well as developing an appropriate conceptual (accessed 22 fanuary 2001). See abio: NCCAM.
framework for organizing the wide range of therapies and prac- Exhanng Horizons of Healtheare, supra. note
tices' that fit within this category in order to guide consumers, York University Centre for Health Studies,
providers, and regulators. supra, note 10 at 45.
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It is estimated that anywhere

Complementary/Alternative o 70 percent o % percent
Health Care of the world’s population relies

on "alternative" medicine as one
form of health care, suggesting
that on a global level such medi-
It is estimated that anywhere from 70 percent to 90 percent of the world’s pogine is in fact conventional, not
ulation relies on “alternative” medicine as one form of health care, suggesting.q native
that on a global level such medicine is in fact conventional, not alter#tive.
A recent computerized search of the medical literature found prevalence rates
ranging from nine to 65 percent in random or representative samples of the
general population in various countries, but the researcher noted that the
prevalence of using CAM seemed to depend on factors poorly controlled fQr, . ... atermae medicine: £xpanding
in these surveys, so the true prevalence remains uncergiimce the late  tedical Horizons — A Report to the National
1970s, the World Health Organization has supported increased training afftfs, /. 7/t 1ot e
research related to “traditional medicine” or “indigenous” healing practicesfg:hantmy Rzpogt)cited in:York Lémversity Centre
. . . e Ith ies, , 10.
and since the 1980s has encouraged the incorporation of specific meastifgs™" > «rrnote
. . .. . . . . 7 Ernst E. Prevalence of use of
governing the practice of traditional medicine into national health legislaz,pementaryatternative medicine: a systematic
tion.*%In the context of the HIV/AIDS epidemic, there has been further recog=view Bulketin of the Worid Hedlth Organization
o . . . 000; 78(2): 252-257.
nition of the important role that traditional healers can and should play in bo _ o
. .. For a recent review of the experience in
HIV prevention and the provision of care, treatment, and support to thOSEnerous Asian countries in integrating conven-
infected and aﬁecteﬁ. tional and traditional health care in national legis-
. s lation and policy, see: Bodeker G. Lessons on inte-
This chapter reviews the patterns and prevalence of complementary and/@ion from the developing world's experience.
alternative medicine. The first section reviews data regarding complementish Medical journal 2001 322: 164-167.

. . . . 41 . | "
rylalternative medicine use by Canadians generally. (For purposes of cofs » Pe = VIS coboron aih
parison, important research results from studies in other similar settings Sueh in sub-Saharan Afica: a literature review.
as the United States, Australia, and the United Kingdom and other EUropeati. . ooy ce colecton Geneva

ember 2000 (available online via

countries are summarized in Appendix A.) The second section reviews th@w.unaids.org).
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Respondents in British
Columbia were five times more
likely than respondents in
Atlantic Canada to have tried
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67 percent of Canadians felt
the federal government should
regulate natural health products
to ensure their safety and
quality.

42 Northcott HC. Alternative Health Care in
Canada. In: Singh Bolaria B, Dickinson HD (eds).
Health, lliness and Health Care in Canada (2d ed).
Toronto: Harcourt Brace & Company, 1994, at
487-503.

43 Verhoef MJ, Russell ML, Love EJ. Alternative
medicine use in rural Alberta. Canadian Journal of
Public Health 1994; 83(3): 308-309.

# Millar WJ. Use of alternative health care practi-
tioners by Canadians. Canadian Journal of Public

Health 1997; 88(3): 154-158; Buske L. Higher earn-

ers seek more alternative care. Canadian Medical
Association Journal 1997; 157: 996.

% So J. Utilization of alternative therapies by the
Canadian population: a preliminary study. In:
Muldoon | (ed). Taking Charge of Health: Exploring
Alternative Health Care. Proceedings of a confer-
ence sponsored by Trent University, Sir Sandford
Fleming College, and the Haliburton, Kawartha
and Pine Ridge District Health Council, cited in:
York University Centre for Health Studies, supra,
note 10 at 258-259.

46 Cited in: Nonprescription Drug Manufacturers
Association of Canada. NDMAC Consumer
Profile: The Nonprescription Drug User; undated.
Available online via www.ndmac.ca.

THE USE OF CAM

available information regarding use by people with HIV/AIDS, including
data from both Canada and other countries. Finally, the third section exam-
ines what is known abouthyandhow people use complementary/alterna-
tive therapies, since these are important considerations in an ethical analy-
sis and in developing an appropriate regulatory approach.

Use of Complementary/Alternative
Health Care by Canadians

Over the last decade, research has repeatedly shown that a significant and
rapidly increasing number of Canadians have used complementary/alterna-
tive health care of one sort of another.

A poll of 2000 people by the Canada Health Monitor found that in the
first six months of 1990 one in five Canadians had used some form of alter-
native therapy? Another study examined the use of alternative medicine in
rural households in Alberta during 1992, and found that women were more
likely to see an alternative care provider than men, and that utilization of
alternative providers seemed clustered in fanfiieBata gathered in
Statistics Canada’s 1994-1995 National Population Health Survey of almost
18,000 Canadians found that:

 Inthe year preceding the survey, 15 percent of respondents over the age
of 15 had consulted an alternative health-care provider (including a chi-
ropractor).

* The use of CAM increased with schooling, ranging from 11 percent for
those with less than a high-school education to 16 percent for those edu-
cated at college or university.

» The most pronounced difference in use was between women with low
incomes (12 percent) and women in the highest income group (20 per-
cent).

» There were geographic differences: women in British Columbia were
almost five times more likely to visit an alternative health-care provider
than women in the Atlantic region. Researchers suggested these differ-
ences might be partially explained by variations between provincial
health plans in the extent of coverage for alternative services.

» Respondents with diagnosed chronic conditions, especially those with
more than one, were far more likely to seek alternative care than those
with no chronic conditions: 26 percent of respondents with three or
more chronic conditions had consulted an alternative health-care
provider within the last year, compared with only nine percent of those
with no chronic condition&!

Another study also analyzed the 1994-95 National Population Health
Survey data, and reported that approximately five percent of the Canadian
population used alternative therapies (excluding chiropractic). This figure
rose to 13.8 percent if chiropractic care was included in the category of
“alternative” therapie$®
In a 1995 survey by Reader’s Digest/Roper Health Sfualynost 40

percent of Canadians surveyed said they had sought advice from practition-
ers of alternative medicine, primarily chiropractors, acupuncturists, herbal-
ists, and homeopaths. A further 11 percent said they had seriously consid-
ered such options and 62 percent said they would explore such options if
conventional treatments failed to provide satisfactory results. The survey
also found that older respondents were most likely to have tried an alterna-
tive medicine, often for chronic bothersome (but not debilitating) condi-
tions, and that respondents in British Columbia were five times more likely
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than respondents in Atlantic Canada to have tried an alternative therapy (52
versus 10 percent).

According to a 1997 Angus Reid/CTV poll of a representative cross-sec-
tion of 1200 Canadian adufts:

» During the 1997 calendar year, 42 percent of Canadians had been usin . -
. ap%roxmately $1.8 billion out

some form of complementary/alternative therapy. S

. Of those who reported using such therapies, 55 percent had been usffgPocket on visits to comple-
them for more than five years, while 19 percent had started using thementary and/or alternative
within the last five years. medicine providers and an

» Use was higher among Canadians in the 35-54 age bracket (49 percenfgitional $2 billion on herbs,
among women (46 percent), and among those with self-reported annualt s, diet q
income above $60,000 (52 percent). vitamins, ciet programs, an

« The poll also found that 67 percent of Canadians felt the federal goverfeoks.
ment should regulate natural health products to ensure their safety and

quality.

Another 1997 survey by the Canada Health Monitor reported that 56 percent

of Canadians had used a natural health product in the previod$ Vaer.

Nonprescription Drug Manufacturers Association of Canada has reported

that, based on its survey of 5500 adults, the proportion using herbal remedies

has doubled from 15 percent in 1996 to 30 percent in 1998, and that people

using these products are also more likely to be using conventional over-the-

counter drugs (90 percent of respondents versus 81 percent of the general pop-

ulation) and prescription drugs (78 percent of respondents versus 72 perceflidies put to rest any doubt

of the general populatiofy. that complementary/alternative

The most recent, comprehensive information about the use of complemen- ~ "~ * o
tary/alternative medicine by Canadians comes from a 1997 study by Rams&pdicine is “fringe” in a statisti-

et al, published in 1999 by the Fraser Institdt&ccording to that study: cal sense.

In 1997, Canadians spent

» 73 percent of respondents had used at least one complementary and/or
alternative therapy in their lives, and 50 percent of respondents had used
at least one complementary and/or alternative therapy in the previous 12
months.

e The three most common forms of complementary/alternative therapy
used were chiropractic (36 percent), relaxation techniques and massage
(both 23 percent), and prayer (21 percent).

e The authors estimated that, during the 1997 calendar year, Canadians
spent approximately CDN$1.8 billion out of pocket on visits to comple-
mentary and/or alternative medicine providers and an additional CDN$2
billion on herbs, vitamins, diet programs, and books.

These studies put to rest any doubt that complementary/alternative medicine
is “fringe” in a statistical sense. When a majority, or even a significant minor+ angs reid Group. Use and Danger of

ity, of Canadians use these therapies as part of their health care, there carf'lygative Medicines and Practice: Parts | and Il
. . . Consumer poll conducted by CTV/Angus Reid
no doubt of the need for research, patient and provider education, and a C@fxup in August 1997. 199.

sideration of the appropriate regulatory mechanisms to strike the right balan€@crger . standing Committee on Health.

between informed patients’ autonomy in making health-care decisions, the! Health Products:A New Vision. Ottawa,

R X Jovember 1998, at Chapter |, Part C. According
use of public health-care funds, and the protection of the consumer and puli@nis report, the Canadian Health Monitor has
health recently collected, but not yet published, data for

' the 1997-99 period, including data on the use of
complementary/alternative therapies, the reasons

Use of Complementary/AIternative for their use, and their possible substitution for
o tional :York University Centre f
Health Care by People with HIV/AIDS Heath Stdies, supra.note 10 at 261, 422,
The limited research on the use of complementary/alternative therapiés-ited in:Sibald B. New federal office wil
spend millions to regulate herbal remedies, vita-

by people with HIV/AIDS shows patterns and motivations similar in mins, canadian Medical Association journal 1999;
many respects to those of users as a whole. People with HIV/AIDS usé’ 13551357
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The limited number of studies
available reflect high variation in
the overall use of complementa-
ry/alternative medicine by peo-
ple with HIV/AIDS.

Generally, examining physicians
will assess the expected
demand of the applicant over
the first five years following
admission.
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Available online at www.fraserinstitute.ca/publica-
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HIV Disease. 1998 at | .
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Québec. August 2000. Communication with M
Hendricks, COCQ-sida, dated 14 February 2001
[on file].

53 Communications with M Hendricks, COCQ-
sida, dated |13 and 14 February 2001, regarding
research by Jalbert et al at COCQ-sida. PVVIH:
Utilisation des traitements alternatifs et complé-
mentaires (TAC) au Québec, 2001.

>4 Meneilly GP, Carr R, Brown L. Alternative
Therapy Use in HIV Positive Women [poster]. XI
International Conference on AIDS,Vancouver,
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complementary/alternative medicine for a variety of reasons and with a
variety of therapeutic goals in mind. This section reviews the various types
of complementary/alternative therapies used by people with HIV/AIDS, as

well as the social, personal, and clinical determinants of their use in the con-
text of HIV/AIDS care.

This review is necessarily incomplete. Increasing numbers of alternative
therapies are now being researched or tested by university or government
researchers. While the results of some of these studies are already available,
others will not appear for years. Moreover, a great many of the comple-
mentary/alternative therapies actually being used by people with HIV/AIDS
are not being tested by researchers, and patterns of use may often change.
As several people with HIV/AIDS have recently put it, in the face of rapid-
ly changing treatment information “adaptability has been key to survival for
people with HIV, and will be key for providers!”

The goal of this paper is not to provide an overview of the types of ther-
apies available or to analyze the validity of these therapies. But a discussion
of ethical issues and regulatory policy must be informed by basic informa-
tion about the prevalence of their use among people with HIV/AIDS, and
why and how they are used.

Prevalence of Use

There is a handful of studies of the prevalence of complementary and/or
alternative medicine use among people with HIV/AIDS. In Canada, report-
ed studies have been done in Ontario, British Columbia, Saskatchewan, and
Québec. (Two tables in Appendix C provide a summary overview of both
Canadian and other studies of complementary and/or alternative medicine
use among people with HIV/AIDS.) Despite the limited number of studies,
some conclusions can certainly be drawn from the available research.

Variation in use

First, the limited number of studies available reflect high variation in the
overall use of complementary/alternative medicine by people with
HIV/AIDS. Many studies often examine the use of only one particular cat-
egory of CAM, and studies are often structured differently, making it diffi-
cult to draw firm comparisons. With this qualification in mind, the US stud-
ies report overall rates of CAM use ranging from 22 percent (looking at the
use of herbal products only) to 100 percent of respondents (looking at the
use of vitamins and relaxation techniques only); most reported US studies
examining use of many CAM forms show that anywhere from 1/4 to 3/4 of
respondents use some form of CAM or another (see Table 2, Appendix B).

In the Canadian context, the limited data available suggest a significant-
ly higher proportion of CAM use by people with HIV/AIDS in Ontario as
opposed to British Columbia, Saskatchewan, and Québec.

e A 330-person Québec study published in 2000 showed that 34 percent
of the HIV-positive study participants used vitamins, 16 percent used
dietary supplements, and three percent used homeopathic prdducts.
Yet, forthcoming research confirms a surprisingly low percentage of
HIV-positive Québecers using complementary/alternative therapies
(aside from 18 percent of respondents in one study who reported smok-
ing marijuana for therapeutic reasorss).

¢ In British Columbia, studies over several years among people with
HIV/AIDS attending HIV clinics or accessing the provincial HIV drug
plan show that between 39 and 42 percent of respondents have used
CAM,> although it has also been reported that use has been steadily
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increasing in recent years, which is contrary to the trend of decreased
CAM use observed in a small sample of people with HIV/AIDS access-
ing care at a Saskatoon clififc.

 In contrast, the reported prevalence of CAM use is markedly higher in
several Ontario studies, ranging from 67 to over 90 pepédihie largest
study, involving 2400 people recorded in the provincial HIV observation-
al database, found that 81 percent of respondents had used complemerrl
ry/alternative medicine at some point and 73.6 percent were currentigifferent individuals.
using CAM>’

This is surprising, given that among Canadians generally, use of CAM
appears to be highest among residents of British Columbia (see above). This
suggests that further analysis of the patterns of CAM prevalence among peo-
ple with HIV/AIDS is required in order to determine whether the existing
studies accurately reflect levels of use.

Complementary therapies
gpresent different things for

Women use CAM more than men
As in the general population, there is some evidence suggesting that am(;ngath KV, Gatarick N,ip B et al.
Ol

. . . lementary therapy use in a province-wide
people with HIV/AIDS, women and men differ somewhat as to which COMFNAIDS drug tresiment prograrmme. 8 Annual
i i A it Canadian Conference on HIV/AIDS Research,
pleme_ntary/alternanve therapies they 5J%@.\_/erall, HIV_ positive women are  anacen tonerence on May 1999: Abgract
more likely to use complementary/alternative therapies tharPhwever, 335 kamyab M et al. Changes in use of comple-
data remain limited, with only a few studies of relatively small sample sizge"r and afternative (CAT) among HIV+

A A ) ) . ~ “patients in Saskatchewan. 10 Annual Canadian
having been reported in Canada, so conclusions on this point are tentativeconference on HIV Research, Toronto, Ontario,
June 2001: Abstract 292F, reported at: Canadian

Use Of Wide range of CAM Journal of Infectious Diseases 2001; 12 (Supp B):
51B-528.

The available research suggests that people with HIV/AIDS generally use te, ity Research iniiative of Tororto &
same types of complementary and/or alternative therapies as the populatiofzgegian AIDS Society.The Complementary

rapies Project: HIV Treatment Survey Project

. . . . Th
a whole, with therapies such as massage, acupuncture, vitamins, suppleme@‘j@m CRIT/CAS, 1995 Furler M et al. Patient
and herbal products being most common. In particular, people witlported complementary and alternative medi-

. " ine (CAM) use — An interim assessment of drug
HIV/AIDS tend to use many botanicals, nutritional supplements, or other SUBMtation patterns for patients attending Ontario
stances that are intended to boost the immune system. Thus, compounds §tichfipetent cines Poster presentation "
) L. nnual Canadian Conference on HIV/AIDS
as N-acetylcysteine (NAC) and dinitrochlorobenzene (DNCB) can be foundsearch, 27-30 April 2000, Montreal: Abstract
R H 340P; Furler M et al. Gender Differences in the
among the range of therapies used by people with HIV/AMDS. Drug Utlizaion Pattems of HIV Infoctad

. . . . Outpatients: An Interim Analysis. Oral presenta-
Overall satisfaction with at least some therapies fom and Summary of Proceedings Towands

Finally, the studies that have examined the effectiveness of complementayf;," Y et Cave forvuinerabie

ulations,” Ontario HIV Treatment Network

alternative therapies as perceived by people with HIV/AIDS who use therfgsearch Day, 27 November 2000, Toronto,
tario (proceedings available online via

have often reported high levels of satisfaction. In most of the reported wohtnon.ca); Furler M et al. Physician aware-
studies, a majority described their therapy as beneficial, and in a couple ngf of complementary and alternative medicine

se. |0™ Annual Canadian Conference on HIV

studies between 72 and 100 percent of participants indicated they felt DL ch Toronto, Ontario June 2001: Abstract
as a result of the therapy. In Canada, one recent study (with a small samjlreported at Canadon Journal of nfectious

H “@ ” . eases 2001; 12 (Supp B): 72B.
size) found that 87 percent of respondents “felt good” about their use of . . . Population-Based

CAM; another study reported high levels of overall satisfaction for physicakport on Complementary Therapy Use.

I i 1 _ o] blished manuscript. HOOD Project, Toronto,
thergples (eg, massage, chlr.opractl_c) and_ plan_t_based medicines, _but OV%@!J”O, tad e Pawluch D, Cain R Gl ).
no single therapy was associated with an identifiable effect on quality-of-lif@proaches to Complementary Therapies:

: Diverse Perspectives Among People with
measures or severity of symptofhs. HIV/AIDS. Health Canada, March 1998.
How and Why People with HIV/AIDS Use CAM % Meneilly, supra, note 54.

. . %2 M Furler et al, supra, note 56.
There are many reasons for the use of complementary/alternative medlc!pFe e ot ‘ .
or 1u Er Information concerning specitc

among people with HIV/AIDS. In identifying specific determinants of CAM iernative medicines, readers should consult the

use, we do not claim that these hold true for all people with HIV/AIDS or onl%ﬁg f;gsigrfw;gt'izfggﬂaﬁon Exchange

for such people. Some will have highly idiosyncratic reasons for using alter-

. ) . . . ) Kendall T. Optimal Environments for Integrated
native therapies, while others will have widely shared reasons for using these: Complementary and Alternative Medicine
H H H { anagement in British Columbia. British
therapies. As one group of Canadian researchers has pointed out, based oy drjenegement in Bt S
in-depth qualitative study discussed below, 2001 at 6; CRIT/CAS, supra, note 56.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS 15



One reason for the widespread
use of complementary and/or
alternative therapies may very
well be a general dissatisfaction
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has become one of the charac-
teristics of modern-day
medicine.

62 Pawluch D, Cain R, Gillett ). Lay constructions
of HIV and complementary therapy use. Social
Science and Medicine 2000; 51(2): 251-264.

63 Anderson W, O'Connor BB, MacGregor RR,
Schwartz JS. Patient use and assessment of con-
ventional and alternative therapies for HIV infec-
tion and AIDS. AIDS 1993;7:561-566.

4 Ibid; Kendall, supra, note 61 at 6.
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erally) is one of the most common reasons for
using complementary/alternative therapies. It is
reasonable to assume that such a reason is also
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Patterns of use, expenditures, and perceived effi-
cacy of complementary and alternative therapies
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Medicine 1998; 158:2257-2264; and O’'Connor
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Health Professions. Philadelphia: University of
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at 6.
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complementary therapies represent different things for these
individuals — a health maintenance strategy, a healing strategy,
an alternative to Western medicine, a way of mitigating the side-
effects of drug therapies, a strategy for maximizing quality of
life, a copying strategy, and a form of political resistance....
These meanings are neither mutually exclusive nor fixed. The
therapies often appeal to individuals on different levels and their
appeal may change over tifffe.

Nonetheless, general claims can be made. A review of the literature indi-
cates that the most common reasons given by people with HIV/AIDS for
using complementary/alternative therapies are:

* to take active control over one’s own health care;

* to boost immune functiof?

 to lower viral load and prevent, delay, or treat symptoms of HIV disease
progression or opportunistic infectioffs;

* to help with side effects of conventional therapy (antiretroviral drugs and
treatments for opportunistic infections), which facilitates adherence to a
prescribed drug regimen;

+ to help relieve stress, depres$foand fatigue, and improve general
well-being®®

More holistic approach

One reason for the widespread use of complementary and/or alternative
therapies may very well be a general dissatisfaction with more technologi-
cal and impersonal medical care, which has become one of the characteris-
tics of modern-day medicirfé.Many complementary and/or alternative
medicine modalities are perceived to embrace a more holistic approach to
health and to health-care delivery. Unlike conventional medicine, which for
the most part focuses on treating the underlying cause of the disease with a
specific intervention, complementary/alternative medicine often takes a
broader perspective, attending to the person’s physical, mental, social, and
spiritual health. So it is not surprising that many use alternative therapies for
symptom control and general mental/spiritual well-being, rather than for
cure. Many CAM practices are considered to be more holistic and more
“person friendly.® It has also been pointed out that many CAM therapies
offer “more than physical and mental c&feind some comprise “medical
systems that dispense heavy doses of unconventional refigiBedple

who use complementary and/or alternative medicine may be searching for a
more personal involvement, either by alternative medicine practitioners or
by community members who share concerns about their health and who
exchange information on available alternatives to standard medicine.

Exercise control over own health care

Having reviewed numerous studies on CAM use by people with cancer,
Truant and McKenzie conclude that “the desire to regain control and to
maintain hope are the two most frequently cited reasons for considering and
using complementary therapi€$.These are key reasons for CAM use by
many people with HIV/AIDS as well:

Many PHAs use complementary therapies throughout their ill-
ness. Although the reason for using these therapies may change
as their disease progresses, the high use of complementary ther-
apies could indicate that PHAs have a desire to take some con-
trol over their health and well-being and wish to combat some of
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their symptoms without using prescription medicatfon.

Many people with HIV/AIDS who use complementary and/or alternative

therapies express the view that when they take an active role in their treatment ) )

regime, by educating themselves and seeking out alternative therapies, th e desire to regain control
are empowered and reclaim the control in their lives they feel they have logfd to maintain hope are the
as a result of acquiring HIV and of the social and other barriers that peoplevo most frequently cited
with HIV/IAIDS often experience. The following personal narratives are reasons for considering

E):g;ml)ess: of the proactive attitude current among many people with . using complementary

therapies.
With this disease, you have to do it for yourself. You have to be
your own doctor. There is so much information out there. You
can’'t count on somebody to get it all for you. Especially when it

doesn’t matter to them. And with alternatives, so many people The history of treatment

don't even bother to learn about them. So that's one more thing. activism that has, of necessity,
You really have to become your own doctor with AISS. marked the “AIDS movement”

| see truth in alternative therapies. Theyre everything with AIDS. has encouraged many people to
They're an alternative to giving in and a way to fight back. The be more proactive in their

best defense we have is to stay alfve. health care.

While it is a generalization that certainly does not hold true for all people with

HIV/AIDS, it is fair to say that the history of treatment activism that has, of

necessity, marked the “AIDS movement” has encouraged many people to be

more proactive in their health cdfeds the available data show, many people

with HIV/AIDS have turned to alternative therapies as an additional resourceison R McMurchy D, Leeb K.

in the face of an illness that has so far seen important, but nevertheless linjjfZerery herepies A HOOD Report on
ed, successes in the field of conventional medicine. The decision to use altepdate june 1999, at 1.

native therapies is, for some, a reflection of the belief that all treatment Furin JJ."You have to be your own doctor

. . . [tural infl It tive th
avenues should be explored, and often goes hand in hand with an activISt; s men with ADS nwest Hollyweod.

ethos that exists within specific (but not all) HIV/AIDS communities. gegéczfﬂ/f\mhmpo/ogy Quarterly 1997; 11:498-504
When you've got something like HIV you want to try for as many 7 Ibid.

lifeboats as possible and tackle the problem in a few different ;;Bdruh,n JGT r/w?gagju;i; ;?\;ez?; hEope, é"ﬁf“’”
ways. | have been seeing a traditional Chinese medical practition- " e hope and HIV. Socil Sciences &

er and | use other forms of complementary therapy as well. Medicine 2000; 50: 605-617.

There’s no doubt that a good massage makes you feel better and ™ McKnight |, Scott M. HIV and complementary

. medicine. Medical Journal of Australia 1996; 165:
that makes you more able to cope — the psychological aspects are [ 4 a (g5 " TAere!

important. The doctors I've talked to have been very dismissive 77 One vocal critic of complementary/alternative
about complementary therapies and so | haven't told mine about ~ medicine. Br Lioyd Oppel of the lobby group

. . Canadians for Rational Health Policy, argues that
the alternative stuff as | want to feel free to make my own choic- people using CAM are often urged to Use these
eS76 therapies indefinitely, for “maintenance” or contin-
) ued wellness. In a recent special investigation into
alternative medicine by the Toronto Star, he was

The image of the well-informed, proactive person with HIV/AIDS is certain- quoted as saying “The alternative medicine move-
ly not true for all (or even most) of those with the disease. But, insofar as thegnt taks about empowering patients but exact-

e opposite is true — it tends to make people

. .. . . ... lyth
use of complementary and/or alternative medicine use requires some initiative. dependent on a caregiver or philosophy."
on the part of the user, it is true to say that those who use alternative therapfigg - ®id st Specal Report An

.. R . nvestigation into Alternative Medicine [last in
(whether HIV-positive or not) are to varying degrees informed and proacsries]. Toronto Star 23 January 2000, page not
tive 7 available. (Series may be purchased online for a

) fee via www.torontostarcom.) But the same criti-

This seems to correlate with information about Canadians generallyism coud be leveled against many conventional
According to a 1997 NDMAC/ACNielsen survéy,alternative remedy — erapies and practices - particulary for the

. . ) . . treatment of chronic conditions such as HIV dis-
users were the most active group when it came to gathering informatiose. so ish this rea\gast?ke againt lCAMlper se
about their general health, regardless of the source of the information. Us&fs™ "o | = cone 'of uneics eplotare

ons instead of for the benefit of the patient?

of alternative remedies consulted a wide range of sources for informationyoraciaciieisen Healthvision's7 survey,

about natural health products: books/magazines (64 percent), famiIy/frientisgmtagedgﬂeﬁfmfhziek}gi'/n;omgiﬂ‘%g .
(63 percent), product literature from health food stores (42 percent) ami ' e '

ilable online at www.ndmac.ca.
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77 Kendall, supra, note 61 at 6.

80 Anderson et al, supra, note 63. See also
Manfredi R, Chiodo F. The effects of alternative
treatments for HIV disease on recommended
pharmacological regimens. International Journal of
Antimicrobial Agents 2000; |3: 281-285; de Visser R
et al. Alternative or complementary: nonallopathic
therapies for HIV/AIDS. Journal of Alternative
Therapies in Health & Medicine 2000; 6: 44-52.
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pharmacists (40 percent). (But only 27 percent identified product labels and
package inserts on natural health products, whereas a 1996 survey showed
that 87 percent of Canadians read labels on over-the-counter drugs.)

To complement conventional therapy

For many people complementary and/or alternative medicine may be a nec-
essary adjunct to conventional therapy, one that helps them get as much ben-
efit from conventional therapy as possible. For example, in a recent study
involving 49 people with HIV/AIDS in British Columbia who use at least
one complementary therapy, none of the participants perceived CAM as a
cure for HIV infection. Rather they emphasized the benefits to their immune
system (81 percent), of lowering their viral load (58 percent), and the gen-
eral health benefits associated with taking an active role in one’s own health
care, and that they used CAM to manage symptoms of HIV disease, the side
effects of antiretroviral drugs, substance addiction, hepatitis, and depres-
sion/®

One US study done in 1993 found that approximately half of those using
complementary/alternative therapies expected them to slow the progression
of HIV disease or provide “better immunity,” and roughly one-third of
patients believed the complementary therapies would have a positive syner-
gistic effect with antiretroviral drugs or reduce HIV-related symptoms.
(Interestingly, 21 percent expected complementary medicine to provide a
cure for their HIV disease, an unusual finding that seems at odds with the
bulk of the research data — including Canadian data — showing this is not an
expectation on the part of many people with HIV/AIDS. It should also be
noted that this finding dates back to 1993, before the introduction of pro-
tease inhibitors in 1995-98?)

Many people with HIV/AIDS are dissatisfied with the conventional-med-
icine approach to the illness, either because the present therapies are inef-
fective, or because they have intolerable side effects, or because CAM prac-
titioners offer a type of care that, in their opinion, they do not receive from
physicians practising conventional medicine.

An in-depth qualitative analysis

A 1998 research project by Pawluch, Cain, and Gillett provides valuable
Canadian data on the perspectives of people with HIV/AIDS with regard to
CAM, based on in-depth interviews with a diverse (albeit small) sample of
respondents. The authors examined how the social background of people
with HIV/AIDS (personal understanding of HIV infection, ethnocultural
background, gender, and addiction) shapes their views of their health and the
place of complementary approaches in their health care. They also discussed
common themes about the use of complementary therapies that cut across
differences among the respondents in study.

Social background and views of complementary therapies

Individuals’ own view of their HIV infection affected their approach to com-
plementary therapies:

Those who understood themselves as “with HIV/AIDS” were
more future oriented, proactive, and purposive in making health
care decisions. These respondents tended to select and judge
complementary therapies on the basis of their long term health
goals. In contrast, others focused more on the realities of being
sick with or suffering from HIV-related conditions; these
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respondents were more present oriented — their decisions to use
complementary therapies were framed in terms of how they made
them feel in the short terf.

The authors also found that the ethnocultural background of respondents
shaped their views of complementary therapies in a number of ways:

First, the Aboriginal and Black respondents tended to be more
familiar with non-Western forms of medicine and healing tradi-
tions than those from European backgrounds, making them more
open and knowledgeable about different approaches to health
care.

Second, for many respondents the use of complementary thera-
pies had a symbolic or political dimension; complementary

approaches help make them less dependent on medical institu-
tions that they perceived to be insensitive and racist. Others were
uncertain about embracing complementary therapies because they

have been deemed fringe or marginal forms of medicine. For many respondents the
Lastly, many respondents were drawn to complementary therapies Y€ ©f Compl_eme"tar)f Fherapies
because they were compatible with their spiritual or religious val- had a symbolic or political
ues®? dimension.

A number of gender-specific issues stood out among HIV-positive women:

First, women used complementary therapies in order to keep
themselves healthy so that they could look after family or be there
for their children — in other words, the reasons for using therapies
were framed in terms of their care giving responsibilities.

Second, many women felt that their needs regarding HIV were
being neglected, prompting them to take a more active role in their
health care and to consider a range of health care options beyond
what is offered by Western medicine.

Lastly, in relation to reproductive health, women viewed comple-
mentary therapies as less toxic, more natural, more benign, and
therefore a safer form of health c&te.

Finally, the authors examined the perspectives toward complementary thera-
pies of those respondents dealing with addiction:

For those respondents who had a history of drug use, managing
their addiction was their primary health concern; dealing with
their HIV infection was largely secondary. Respondents felt that
complementary therapies, unlike Western medications, provided a
nonaddictive means of reducing stress and dealing wit#pain.

Common themes

The researchers also identified a number of common themes in participants’
use of complementary/alternative medicine that emerged from the interviews.

» People relied primarily on the experiences of friends and family memberspawiuch et al, supra, note 57 at i
in deciding which complementary therapies to use. 82 Ibid at ii.
» Cost was the most significant barrier to the use of complementary thera-vid.
pies. For many, the choice of therapies was largely dictated by what waSbid. Simiar responses were reported by

Kendall in the survey of 49 CAM-using people
affordable. with HIV/AIDS in British Columbia, supra, note 6|

» Other barriers included, for some, a lack of access to particular approachess.
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for others, an overwhelming degree of choice and information; the rigid
scheduling, time, care, energy, and commitment required for some ther-
apies; and the stigma associated with complementary medicine.

» People were open to a range of health-care options, but uncertain about
how to integrate complementary therapies and Western medicine.

» Most relied on physician advice and felt their physician was open to the
use of complementary therapies, but many wished their physician would
provide more guidance and advice in the area of complementary
approaches.

» Many were ambivalent about using Western medications, particularly
AIDS medications considered experimental, unproven, toxic, and likely
to cause long-term health probleffs.

Changing reasons for CAM use

The reasons for using CAM may change not only over the course of disease
progression, but also with developments in HIV/AIDS research and treat-
ment. For example, Italian researchers examined the use of alternative treat-
ments for HIV disease before and after the introduction of highly active anti-
retroviral therapy (HAART) in 1996. They found that recourse to alternative
treatments rose from 22.8 percent to 35.7 percent between 1996 and 1998,
but that unorthodox treatments were used by most patients concurrently
with, rather than instead of, conventional antiretroviral medications; and this
did not interfere with compliance with recommended regimens of those
medication$® Abrams and Steinberg have pointed out that

there have been distinct fluctuations in the search for and use of
unconventional therapies for HIV disease, which ... reflect the
availability of effective conventional drugs. Through the 1980s,
limited options and disappointing data from trials of traditional
drugs fueled an upward trend in the use of complementary ther-
apies. With an expanded indication for zidovudine [AZT] and
the availability of didanosine [ddI] and zalcitabine, interest in
alternative compounds leveled off until discouraging results
from the Concorde study spurred renewed interest. Now, with
the availability of stavudine, lamivudine, and the potent protease
inhibitors, the focus in the complementary/alternative therapy
movement may be shifting toward investigating therapies for
HIV-related symptoms or conditions for which few effective
prescription drugs are availale.

In the Canadian context, data presented at the 12th International AIDS
Conference in 1998 showed changing patterns of complementary therapy
use among patients at an HIV clinic in downtown Toronto. With the caveat
that the sample was almost entirely men (and the vast majority of them gay
men), Waring et al reported that, at the beginning of 1998, 88 percent of
respondents were currently using complementary therapies of some sort, as
opposed to 63 percent who indicated using it in the past. The researchers
concluded that

the frequency and pattern of CT use has changed since the
advent of new antiretroviral regimens. More patients are taking

a greater number of products now and the primary reason for
current CT use is to promote general health rather than to
increase immunit§?
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Conclusion

Although one can discern several reasons that lie behind the use of comple-
mentary and/or alternative therapies among people with HIV/AIDS, the deter-
minants of use of such therapies are highly varied and often unknown.

There is a clear information gap between which complementary and/or
alternative therapies people with HIV/AIDS are currently using and the
reports of complementary/alternative therapy use in the medical literature.
This is partly due to the fact that CAM use is rapidly changing, and there is a
significant time lag between when research is conducted and its publication in
the medical literature. Community-based treatment information organizatio
have been effective in narrowing this gap. In addition to this time-lag pro
lem, however, complementary and/or alternative medicine use among peopietween which complementary
with HIV/AIDS is simply under-researched. Information on the determinantsand/or alternative therapies
of complementary and/or alternative medicine use is currently incomplet@eople with HIV/AIDS are
Developing appropriate, ethical policy requires further research into all th(ce
social, personal, and cultural aspects of alternative medicine use.

n'_?here is a clear information gap

urrently using and the reports
of complementary/alternative

. th in th dical
Recommendation 2 erapy use in the medica

Research funding bodies (both health-care research funding bod-
ies and bodies funding research in other disciplines), as well as
Health Canada under the Canadian Strategy on HIV/AIDS,
should fund research that provides up-to-date information about:

literature.

(1) Use of complementary/alternative therapies by people with
HIV/AIDS

(i) the patterns and prevalence of complementary/alternative
medicine use among people with HIV/AIDS;

(i) which therapies are used most commonly by people with
HIV/AIDS, how they are used and for what purposes or
conditions, and the users’ reasons for choosing certain
therapies, including the range of beliefs held by people
with HIV/AIDS regarding both the merits and demerits of
conventional and complementary/alternative therapies;

(iii) which complementary/alternative therapies are common-
ly used in conjunction with conventional medicine, and
the reasons for combining treatment approaches;

(iv) the effectiveness (real and perceived) of various comple-
mentary/alternative therapies, and users’ satisfaction with
them;

(v) profiles of people with HIV/AIDS who use complementa-
ry/alternative therapies, including variations across
regional, age, gender, socioeconomic, racial/ethnic, and
disease/disability/health-condition categories;

(vi) whether special features, patterns, or needs exist among
specific subpopulations that use complementary/alterna-
tive therapies as part of HIV/AIDS care, such as:
Aboriginal people (including those who use both conven-
tional Western medicine and traditional healing prac-
tices); women; gay men; drug users; various ethnocultur-
al communities; low-income people; and prisoners (whose
access to various kinds of therapies is often limited).
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(2) Consumer information and knowledge

(i) the sources of information about complementary/alter-
native products and therapies accessed by people with
HIV/AIDS, and consumer satisfaction;

(i) the accuracy, completeness, and ease of access of sources
of treatment information regarding complementary/
alternative therapies for people with HIV/AIDS, includ-
ing such sources as HIV/AIDS-treatment information
organizations, buyers’ clubs, websites, information pam-
phlets, and brochures available at community organiza-
tions, practitioners’ offices, or vendors of natural health
products;

(iii)y how people with HIV/AIDS would prefer to get infor-
mation about complementary/alternative therapies, bar-
riers to getting the information they want, the need to
make informed treatment choices, and feasible mecha-
nisms for making reliable information accessible;

(iv) what kind of information people with HIV/AIDS use and
want to make decisions about their health care, and their
level of trust in various sources (such as recommenda-
tions from conventional or complementary/alternative
practitioners, family, friends or acquaintances; product
labels and monographs; promotional material produced
by manufacturers or practitioners; professional associa-
tions; community organizations; websites; and medical
or other literature).

(3) Access to complementary/alternative therapies

(i) where, how, and from which sources people with HIV/
AIDS access complementary therapies and what barri-
ers to access exist;

(i) the interface between the use of complementary/alterna-
tive therapies and the conventional health-care system,
including the degree to which patients are referred to
complementary/alternative practitioners by convention-
al practitioners and vice versa, and the attitudes of con-
ventional practitioners toward complementary/alterna-
tive practitioners and vice versa;

(iiiy what people with HIV/AIDS spend on complementary/
alternative therapies, and on which sorts of therapies;

(iv) the views of people with HIV/AIDS who use comple-
mentary/alternative therapies, practitioners (comple-
mentary and conventional), government, and private
insurers regarding coverage of different kinds of com-
plementary/alternative therapies under private and
public health insurance plans.
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Aboriginal People and Traditional Healing
In its 1996 report, the Royal Commission on Aboriginal Peoples noted that:

Although Aboriginal people have moved far away from the

lifestyles of their ancestors, they still see value in the traditions

and practices that made them unique — including medical tradi-

tions ranging from herbal therapies to forms of psychotherapy.

Often, they find that mainstream health services do not understand ~ Many Aboriginal healing

or fully meet their needs. They want to re-examine practices that ~ practices that non-Aboriginal
were once suppressed or ridiculed for their possible usefulness  people would consider “alterna-

9
today? tive” or “unconventional” are

Many Aboriginal healing practices that non-Aboriginal people would considconventional or traditional from
er “alternative” or “unconventional” are conventional or traditional from the

. - i the perspective of Aboriginal
perspective of Aboriginal people. As one Elder put it:

people.
I'd like people to understand and respect the alternative methods.

| don’t know why they call it alternative. It's natural for us. lie

method. | look at western medicine as an alternative for us, as

Native peoplé?

To the extent that one can generalize across many peoples and histories, the
approach to healing among Aboriginal peoples is “inherently cultural, where
definitions of illness and modes of treatment, issues of efficacy, and the trans-
mission of medical knowledge are all culturally determiffédraditional
healing practices are often quite unlike “Western medicine” practices in that
conventional medicine is usually a discrete intervention that serves a mere) _
L. ) a L. . ) oyal Commission on Aboriginal Peoples.
mechanistic function. Many traditional Aboriginal healing practices are ofteReopie t eople, Nation to Nation: Highiights from
ioti i H H H = Report of the Royal Commission on Aboriginal
lengthy, holistic processes Wl'th a variety 01_‘ medical, social, and splrltyal 90aLS e ond tracitionsl heding'
that are fundamentally premised on the view that there are many dimensiongwa: Supply and Services Canada, 1996.
to health. The mental, physical, emotional, and spiritual state of a person {§"" "
affected by their relationship with themselves, their family and comninity. e o oy &)
In Aboriginal philosophies, it is the balance of the elements of mind, bOdylﬁPifited People of the | Nations. March 1998, at
emotion, and spirit in a person, as well as balance in that person’s relationsh7lﬁi _
. . 1 Waldram |B, Herring DA, Young TK. Aboriginal
with the eartr_] and the natural world_, that is necessary for_good _health. IN€SSih in Canada: Historical, Cultural, and
(understood in a broad sense, not simply a mechanistic biomedical sense) gafmiological Perspectives. University of Toronto

i isi i Press: Toronto, 1998, at 224.
result if there is imbalance in one or more of these elerfients. resstforonto 1778, @

92 MclLeod A, Peterson T. Care and Treatment of
Aboriginal People with HIV/AIDS: Summary

In the First Nation communities, health means balance and har- 5. 055 b Aborigingl ADS Task Foree,

mony within, and among the four aspects of human nature (phys- 1993,
ical, mental, emotional spiritual). Over-focusing on any one 72 Shestowsky B. Traditional Medicine and Primary
Health Care Among Canadian Aboriginal People
aspeCt Upsets the balance Of the ?6[.”'. — A Discussion Paper with Annotated
L i Bibliography. Ottawa: Aboriginal Nurses
Aboriginal concepts of health and wellness involve not only the Association of Canada, 1993.

physical but also the mental, spiritual and emotional aspects of  * National Indian & Inuit Community Heaith

Representatives Organization. Coping with

health. This hoIi'sti'c approach to health is wide_ly accepteq _and HIVIAIDS in Aboriginal Communites:A 1998

practised in Aboriginal communities, through traditional medicine Resource Manual. NICCHRO, 1998, at 69.

and healing practices such as sweatlodges, sweetgrass cere- ;?ﬁi;o Af;o‘rg;gal Patient@dvoclacy Initiative.
. . . . 8 , sectl it |,

monies, smudges, talking circles and teachings from Eélers. e T secon e

% National Indian & Inuit Community Health

Traditional Aboriginal healers include herbalists ametlicine men or medi- ~ [ehresentaives Oranzaton supra, note 94 at
cine women“The Medicine Person is a physician, psychiatrist/psychologistgntirely distinct: herbalists can make use of spiritu-

H F . H H . assistance in their work, just as other healers
family counsellor and spiritual advisor all in one. S/he is concerned with th%

ay use herbs in their practices. The point here is

balanced relationship between the body, mind and spirit. In treating Sick pe@sply that there are different types of healers
that one may find across many different

ple, s/he helps to restore the individual’s balafiee.” Aboriginal communities
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In the First Nation communi-
ties, health means balance and
harmony within, and among the
four aspects of human nature
(physical, mental, emotional, and

spiritual).

There is little research on
the experiences of Aboriginal
people with HIV/AIDS and their

approaches to health care.

97 Lidot T, HIV Director; San Diego American
Indian Health Center. HIV/AIDS Services
Integrated with Native Traditional Medicine for
Urban vs Reservation Native Populations: What's
the Difference? XI International Conference on
AIDS, 7-12 July 1996,Vancouver: Abstract
Th.D5127.

98 \Waldram et al, supra, note 91 at 210.

99 Vanderhoef, supra, note 90.

THE USE OF CAM

Beyond this basic belief in the importance of a holistic approach that
addresses the different facets of a person in dealing with illness and well-
ness, traditional healers will each have their own techniques, tailored to the
individual seeking assistance. Traditions vary among different Aboriginal
peoples in Canada (although there are some shared features). Aboriginal
communities themselves — and individuals within their communities — will
be either more or less “traditional” in their approaches to dealing with ill-
ness, depending how they have incorporated various elements of “Western”
biomedicine. The extent to which traditional knowledge has been preserved
will also vary. And Aboriginal people will identify with Aboriginal commu-
nities in different ways. Some Aboriginal people have lived on reserve in a
close-knit, traditional, predominantly Aboriginal community all of their
lives. Other live off reserve in urban centres without ever having lived in a
traditional community. Yet others have a lot of contact with both a tradition-
al, on-reserve community and the non-Aboriginal population.

All these factors will affecivhy andhowAboriginal people — including
those with HIV/AIDS — may access or use traditional healers and healing
practices as part of dealing with disease and promoting wellnesghanid
practices they use. Although certainly some will use both conventional med-
icine and seek out traditional healers and healing practices, there is little
(documented) research on the experiences of Aboriginal people with
HIV/AIDS and their approaches to health care.

One study conducted by an Aboriginal health centre in the US examined
different attitudes between Native Americans on reservations and those liv-
ing in urban areas with respect to integrating HIV/AIDS services and tradi-
tional medicine. Interestingly, the study found that, on the reservation, the
use of Native traditional medicine as part of HIV care was not advocated or
sought openly. The researcher suggested this was because reservation pop-
ulations have learned it is often taboo to discuss topics of a “traditional”
nature outside the immediate family. In contrast, Native people living in
urban areas have often been removed from their traditional roots and seek
Native traditional medicine to address HIV/AIDS concéfns.

Yet with respect to Aboriginal people generally, based on the available
research and their experience, Waldram et al suggest that

it is widely known that some Aboriginal patients will seek treat-
ment simultaneously from a physician and a traditional healer....
It is also known that some Aboriginal people will utilize the two
medical systems in a serial fashion, seeking treatment solely
from one until a certain subjective point of dissatisfaction is
reached, whereupon the services of the other are obtained. In the
case of long or problematic illness, this pattern can repeat itself
many times over.... Aboriginal people, like all people, want ... a
full range of services, and see no incompatibility in using them,
regardless of what the various medical practitioners fffink.

Aboriginal people with HIV/AIDS frequently seek the assistance of tradi-
tional healers in their community. Like conventional medical practitioners,
traditional Aboriginal healers who are respected in their community have the
best interest of the person in mind and will tend only to those aspects of the
person’s health that they are able to treat. Thus, much of traditional
Aboriginal healing practices for people with HIV/AIDS aim at symptom
management and spiritual hed®i-or symptom management, it is more
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common for an herbalist to treat persons with HIV/AIDS. Examples include

horseradish to promote appetite, or blackberries and raspberries to prevent

diarrhea. For spiritual and general well-being, the services of medicine per-

sons are usually used (following the accepted protocol for approaching su€me pressing need identified by
persons) and ceremonies may be carried out: examples include sweat l0dgRSRoyal Commission on

and pipe ceremonies.

These practices are of a more traditional kind. However, as noted, whilg
such healing practices are carried out in many Aboriginal communities, ther@e°Ple who can .
is a degree of integration of conventional medicine and Aboriginal healintraditional health and healing
practices that occurs as well. This integration of conventional and traditiongkactices with mainstream
healing practices can occur in several ways:

iféboriginal Peoples is for
.. combine

approaches to build distinctive

» conventional medicine practices find their way into Aboriginal communi-Aboriginal healing systems.”
ties;
* members of Aboriginal communities seek the services of conventional
medicine practitioners outside the community;
» non-Aboriginal people seek out traditional healing practices in Aboriginal
communities; or
« traditional Aboriginal healers practise in conventional hospitals when
accommodations have been made for them to attend to the health needs of
Aboriginal people.

One pressing need identified by the Royal Commission on Aboriginal Peoples
is for “people W!’]O can _a_pply Aboriginal knowl_edge to f;urrent_ health probi:ew would disagree on the
lems and combine traditional health and healing practices with mainstream
approaches to build distinctive Aboriginal healing systéfiThe National ~ need for more and better
Forum on Health has also identified the need to ensure that health practicesearch into Aboriginal health.
are sensitive to the needs of Aboriginal peoples, and the benefits that can flow
to Aboriginal people from combining traditional healing practices with con-
temporary approaché&tit recognized that there are serious gaps in the infor-
mation available on Aboriginal health, although the information that is avail-
able indicates an ongoing health crisis in most Aboriginal communities.
The Forum recommended the creation of an Aboriginal health institute that
would engage in training of Aboriginal health professionals, support health
services at regional and community levels, and ensure an agenda for health
research that is controlled by Aboriginal people. This has now been realized:
the Institute of Aboriginal Peoples’ Health within the Canadian Institutes of
Health Research has a mandate to fund and promote research in a variety of
areas, including research “to determine the most effective interventions with
aboriginal populations in order to address a variety of health needs (e.qg.
assessment of alternative and complementary medicine)” and “ethics issues
related to research, care strategies, and access to care (e.g. community con-
sent, sensitivity to culture}®?
Few would disagree on the need for more and better research into

Aboriginal health. But as Waldram et al point out: 10 RCAP Report, supra, note 89.
. o L. . . . 101 National Forum on Health."The Need for an
The scientific study of Aboriginal healing is contentious. There Aboriginal Health Institute” In: Canada Health

F : e : : Action: Building on the Legacy - Synthesis
are some Aboriginal people who feel that their medicine is a gift Reports and Issues Papers . Final Report (Vol )

from the Creator, and that as a result there is no need to “prove”  February 1997 (available online via wwwnfhhc-
its efficacy according to scientific principle. But there are others scgeca)

102 Canadian Institutes for Health Research —

who _bglieve '[h'at. limited scientific stu_d;_/ is essential to h_aying Institute of Aboriginal Peoples’ Health, available

Aboriginal medicine accepted by Aboriginal and non-Aboriginal ;ﬂ“ﬂi vzigovlvywﬂhﬂca/insﬂtutes/iaph (accessed 29
. .« . . arc .

patients and by health care administrators and funding agen-

. 103 Waldram et al, supra, note 91, at 209.
cies!o3
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In light of a history in which
Aboriginal knowledge and
culture has often been taken
and exploited by non-Aboriginal
people, a critical issue that must
be addressed is the role of the
law in protecting the intellectual
property of Aboriginal

communities.

104 For a discussion of some of these issues, see:
Brascoupé S, Endemann K (authors), Cassidy M,
Langford | (eds). Intellectual Property and Aboriginal
People: A Working Paper. Industry Canada, Fall 1999
(available online via www.inac.gc.ca), and the
resources cited therein. The authors acknowledge
that developing legal mechanisms to help indige-
nous communities protect and preserve tradition-
al knowledge is an ongoing project, but argue that
"in the meantime, the use of existing legal tools
can be part of a ‘web' of strategies” to achieve
this goal, including the development of local
mechanisms within communities to control and
protect traditional knowledge." See also: Rights &
Democracy/Indigenous Women's Continental
Network. Protecting Indigenous WWomen's
Intellectual Property, undated (via www.ichrdd.ca);
Nijar G. In Defence of Local Community Knowledge
and Biodiversity. Third World Network, 1996.

THE USE OF CAM

However this debate may be resolved, it remains important that the princi-
ples of Aboriginal peoples’and communities’ ownership, control, and access
over research methods and results be respected — particularly when it comes
to research into traditional healing. Particularly in light of a history in which
Aboriginal knowledge and culture has often been taken and exploited
(including for commercial purposes) by non-Aboriginal people, a critical
issue that must be addressed is the role of the law in protecting the intellec-
tual property of Aboriginal communities. This issue warrants an entire dis-
cussion itself. It cannot be explored here in detail other than to highlight the
need for effective protection for the traditional knowledge (including heal-
ing knowledge) of Aboriginal peoples and communities, as both an ethical
matter of respect that needs to find translation into enforceable legal mech-
anismsi® and as a necessary prerequisite to effective and ethical research
into the use and benefits of traditional healing practices for Aboriginal peo-
ple with HIV/AIDS.

Recommendation 3

Research with and within Aboriginal communities should
respect principles of ownership, control, and access over
research methods and results. Adequate, enforceable legal pro-
tections for the intellectual property of Aboriginal communities
(which property includes knowledge of traditional healing prac-
tices) need to be guaranteed in the design of such research.
Health Canada, the Canadian Institutes for Health Research,
and representatives of Aboriginal communities should ensure
that protocols are developed to govern the conduct of health
research with and within Aboriginal communities that are
approved by the communities in question before any such
research is undertaken.
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When addressing ethical issues in the context of health-care practice, it is
helpful to focus on four basic and frequently invoked ethical principles:

* Non-maleficencguides us to do no harm when our actions can affect the
welfare or interests of others.

» Beneficencédirects us to do those actions that bring about the good of oth-
ers, whenever possible.

» Respect for personal autonorogunsels us to respect and honour the
choices and actions of autonomous persons, acting voluntarily and with
adequately understood information.

» Justicerequires a fair distribution of resources, or of opportunities to gain
access to resources, as well as fair compensation for harms and wrongs
done to peoplé?®

This chapter applies each of these four principles in the context of the use of
complementary/alternative medicine. This ethical analysis yields a number of

implications in three areas: research, education/training, and regulation. The

principles of non-maleficence and beneficence are closely linked, and have

several implications in the area of research. Each of these principles is there-

fore considered individually, but they jointly yield a series of recommenda-

tions for research. Much of this research is necessary for improvements in the

area of education/training of health-care professionals and to inform appro-

priate regulatory policy. The principle of respect for personal autonomy yields: 1 principled approach to biomedical ethics
a number of recommendations in the area of educating both users apgvocated in Beauchamp L, Childress J&

. . . . Principles of Biomedical Ethics, 4" ed. New York:
providers of health care aimed at ensuring this respect. Oxford University Press, 1994,
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We must ask whether and to
what extent the complementary
and/or alternative therapies
most frequently used by
persons with HIV/AIDS are
both safe and effective.

Many of the ethical concerns
we identify and analyze below
are concerns that apply equally
to conventional medicine.

19 A serious adverse reaction is defined as an
adverse reaction that “requires hospitalization,
prolonged hospitalization, is permanently disabling,
or results in death.” Lazarou |, Pomeranz BH,
Corey PN. Incidence of adverse drug reactions in
hospitalized patients. Journal of the American
Medical Association 1998;279: 1200-1205 at 1201.

197 Lazarou et al, ibid. This study is controversial
and has been subject to some criticism that it
overstates the magnitude of the problem. For a
related editorial, see: Bates DW. Drugs and
adverse drug reactions — how worried should we
be? Journal of the American Medical Association
1998;279: 1216-1217.

1% Kohn L, Corrigan J, Donaldson M (eds).
Committee on Quality of Health Care in
America, Institute of Medicine. To Err is Human:
Building a Safer Health System. Washington, D.C.:
National Academy Press, 1999.

199 Reported in: Papp, infra, note 126, in Part I
Herbal “cures.” Toronto Star, |5 January 2000: Al,
Al4-Al5 at Al4.

110 |bid.

ETHICAL ISSUES

A Comment on Risk/Benefit Assessment

First, a comment on the nature of risk/benefit assessment is required. An eth-
ical analysis of medical practice considers both its benefits and risks. In any
given case, we want to determine if the current use of a therapy is justified
based on certain specific outcome measures. Given the widespread use of a
great variety of complementary and/or alternative therapies, we must ask
whether and to what extent the complementary and/or alternative therapies
most frequently used by persons with HIV/AIDS are both safe and effective.
It is common practice when doing risk/benefit analysis to catalog both the
risks and the benefits of a certain medical procedure, to compare the risks
and benefits, and then to determine if the benefits outweigh the risks suffi-
ciently to justify the continued use of the procedure.

In carrying out a risk/benefit analysis, contextual details are of prime
importance. For example, increased risks of a theraybe more accept-
able in the case of a disease that is uniformly fatal and for which no effec-
tive therapy exists. On the other hand, for an illness that is not very serious
and for which safe and effective therapy exists, medical procedures that
carry very high risks, even if effective, will likely not be ethically justified.
It should be acknowledged that risks and benefits may be weighted differ-
ently depending on perspective (eg, the person with HIV/AIDS, the con-
ventional practitioner, and the experienced complementary practitioner).

Two points are important to note at the outset. First, many of the ethical
concerns we identify and analyze below are concerns that apply equally to
conventional medicine. For example, a recent study estimated the incidence
of serious and fatal adverse (conventional) drug reactions among hospital-
ized patientd® The authors estimated that, in United States hospitals in
1994 alone, 2,216,000 people suffered serious adverse drug reactions and
106,000 of them died from these adverse drug reacfibmdoreover, a
recent study from the Institute of Medicine of the US National Academy of
Science reports that medical mistakes by conventional medical practitioners
cause at least 44,000 and maybe as many as 98,000 deaths per year in hos-
pitals; using the lower figure, this makes death by physician error the eighth
leading cause of death in the United Stété&xtrapolating from US fig-
ures, Pomeranz estimated that about 10,000 people might die yearly in
Canada due to drug allergies and other reactions to conventional medi-
cinel®n January 2000, th€oronto Stareported that “more recent work
by Kingston researchers, studying Ontario data, concluded that about 680
people die yearly in Ontario after developing bad reactions to conventional
drugs. That translates into about 1800 deaths Canada-wide — still a heavy
toll 110

Although it is sometimes erroneously presumed that all CAM therapies
are necessarily safe(r) because they are more “natural” than conventional
drugs, it is likely that most CAM therapies do have fewer potentially severe
side effects than many conventional drugs. When we warn about the poten-
tial toxicity of CAM and the potential interactions with conventional drugs,
and when we recommend that further research be undertaken to analyze
these risks, we do not pretend that conventional drugs are necessarily safer,
and we should not be taken as singling out CAM for special criticism in this
regard. Although we will not discuss the issue further (given the focus in this
paper on CAM), it is important to realize that conventional medicine itself
can carry great risk and limited benefit.

Second, the discussion below concerns complementary and/or alternative
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medicine quitggenerally and no attempt is made to comprehensively cover
the details of all such therapies. In what follows, we make use of examples
from specific therapies to illustrate certain points. But we do not mean to
suggest that a conclusion abaute therapy holds true foall therapies.
Rather, our intention is to provide the reader with a set of evaluative tools
and with examples of how the four above-mentioned ethical principles are
used in practice. Although we note concerns about specific therapies base ) o
on the available data (eg, some herbal preparations carry known risks), theconventional medicine itself can
important general point is that we must take the principle of non-malefi- carry great risk and limited
cence seriously by examining risks of harm associated with the use of com-benefit.

plementary/alternative medicine. Similarly, we take other therapies as

examples to demonstrate the importance in evaluation of the ethical princi-

ples of beneficence, respect for personal autonomy, and justice.

(Ijt is important to realize that

Non-Maleficence

The principle of non-maleficence instructs us to refrain from intentionally
harming others. It is the first principle in the Hippocratic oath of physicians
to never use their “ability and judgment” in order to “injure or wrong” a
patient!1!
In discussions of biomedical ethics, a harm is often identified set-
back to a person’s interesfghis is perhaps best shown with an example.
Most of us would agree that we have an interest in maintaining a state of\wWhat harms can occur to those
good health. So if we engage in practices that tend to bring about a state of cople with HIV/AIDS who
bad health, such as heavy smoking or excessive alcohol consumption, theh P
this would constitute a setback to our interest in maintaining good health, Make use of complementary
We would be harming ourselves. and/or alternative therapies?
The question in this context is the following: What harms can occur to
those people with HIV/AIDS who make use of complementary and/or alter-
native therapies? We identify two broad classes of harm.
The first class of harm jghysical harmand, in particular, the ill health
that can occur as a result of using certain complementary and/or alternative
therapies, alone or in conjunction with conventional treatment. Physical
harm can also occur when people delay or forego conventional therapies
that are beneficial on balance because of reliance upon unproven comple-
mentary and/or alternative therapies.
The second class of harm is that brought about througéxheitation
of people with HIV/AIDS. Here we are speaking of both financial exploita-
tion resulting in harm (ie, loss of income) and emotional exploitation result-
ing in harm (ie, the psychological harm of having been taken advantage of
or of having one’s expectations falsely raised and then unmet). Both kinds
of harm will be discussed in this section.

Physical Harms

One of the reasons that complementary and/or alternative medicine use is

so prevalent is that many are natural (eg, herbal preparations); that is, they

are not manufactured by chemists. This can make people believe that alter-

native therapies are (1) necessarily safe or harmless and (2) necessarily beri As quoted in Beauchamp & Childress, supra,

eficial. The so-called “myth of beneficent nature” that equates “natural” "< '®* '*”

with “safe,” and “safe” with “beneficial” is false and potentially harnifdl. e e

Moreover, a belief frequently held about natural products — “if some is Mediine 1992 117: 165-166.

good, then more is better” — exacerbates the potential harm. At the same@' Angell M Kassirer J Alternative medicine —
the risks of untested and unregulated remedies.

time, even those who are critical of CAM recognize that “most untested e engiand journdl of Medicine 1998: 339: 839-
herbal remedies are probably harmlés3.” 84l
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4 Winslow LC, Kroll DJ. Herbs as medicines.
Archives of Internal Medicine 1998; 158:2192-
2199.

"5 Ernst E. Adverse effects of herbal drugs in der-
matology. British Journal of Dermatology 2000;
143(5): 923-929.

16 Miller LG. Herbal medicinals: selected clinical
considerations focusing on known or potential
drug-herb interactions. Archives of Internal
Medicine 1998; 158:2200-221 1 at 2203.

"7 Winslow & Kroll, supra, note |14 at 2196.

118 Kassler W, Blanc P Greenblatt R. The use of
medicinal herbs by human immunodeficiency
virus-infected patients. Archives of Internal Medicine
1991, 151:2281-2288 at 2285.

"9 Perharic L et al. Toxicological problems result-
ing from exposure to traditional remedies and
food supplements. Drug Safety 1994; | |:284-294
at 289.

120 Ernst E. Harmless herbs? A review of the
recent literature. American Journal of Medicine
1998; 104: 170-178 at 171.
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There are many complementary and/or alternative therapies that carry a
wide variety of risks, from being harmless when used properly to being very
harmful when used inappropriately. No cataloguing of these risks will be
attempted here since this would be a monumental task. For example, with
approximately 20,000 herbal preparations avail&jldescribing the possi-
ble herbal toxicities, allergic reactions, and harmful herb—drug interactions
would be impossible. However, broadly speaking, there are three ways that
a complementary and/or alternative therapy can be physically harmful to the
user.

Direct physical harm

The first is by directly harming the individual who uses it. This kind of direct
harm is, of course, not an issue with many kinds of complementary and/or
alternative therapies used by people with HIV/AIDS. For example, no direct
harm can come of prayer, imagery (eg, the visualization of one’s immune
system riding the body of HIV), or general positive thinking. However,
some other therapies do pose a risk of harm if not appropriately used. Taking
the example of herbal medicines, we can identify a number of ways in which
direct harm may result.

Allergic reactions

One way that direct harm occurs is in an idiosyncratic or unexpected way,
such as when a user experiences an allergic reaction to an herbal product.

Toxicity and dosage uncertainty

A potentially more serious way that direct harm results is if a biologically
active therapy causes some directly toxic effect or, though safe when used
properly, is taken in excess. For example, some herbal medicines contain
arsenic or mercury, and popular remedies such as St John’s wort, kava kava,
aloe vera, henna, and others can cause dermatological side’é¥fects.

The issue may also be one of dosage, where the resulting harm is pre-
dictable and dose-dependent. People may use too much of an herbal reme-
dy in a short period of time, or they may use it properly but because certain
preparations can be stored in body tissue, even chronic low-level intake can
lead to harmful exposures of the compound over time. For example, Shiitake
mushrooms, ginseng, and traditional Chinese herbs, all of which are used
frequently among people with HIV/AIDS, have certain side effects associ-
ated with their use. These range from vomitifgnausea, diarrhea, and
hypertension among users of ginsétdp the inhibition of platelet aggre-
gation and severe contact dermatitis (skin eruptions) among users of
Shiitake mushrooms2Acute liver failuré'® and fatal renal failuf@® have
also been reported among users of some traditional Chinese herbs.

What is perhaps more worrying is that these toxicities are reported
among people who are, in general, healthier than people with HIV/AIDS.
This suggests (1) the possibility that such toxicities and allergies may be
more pronounced among persons with HIV/AIDS, and (2) that further tox-
icities and allergies may occur in persons with HIV/AIDS who use these
therapies. Far from being harmless, some herbal or biological complemen-
tary/alternative therapies used by people with HIV/AIDS may carry serious
risks.

Uncertain quality

Yet another way that a complementary and/or alternative medicine can
directly harm its users results from the fact that there is very little quality
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control involved in the preparation of many widely used herbal preparations.
Often this is because of the multi-stage and multi-site processing and manu-
facturing of herbal medicinals. In most countries, there is no system of ove
sight and control for herbal preparations. One cannot, therefore, be certain
the initial product's purity?! Such a lack of quality control can lead to: (1) control involved in the prepara-
inaccurate labeling of the contents of the herbal preparation (eg, a complaien of many widely used herbal
misidentification of the product, or an incorrectly labeled dosage), (2) threparations.
inclusion in the product of naturally occurring toxic compounds, or (3) con-
tamination of the herbal preparations.

For example, contaminants repeatedly found in herbal remedies include
aluminum, arsenic, betamethasone (an anti-inflammatory), diazepam (ie,
Valium®), lead, mercury, tin, and zité?And in some cases, the product may
not be contaminated, but may nonetheless contain harmful ingredients. For
example, in February 2001, Health Canada released a warning to consumers
not to use two herbal products containing compounds considered highly toxic
— particularly to children — and known to produce severe allergic reactions and
to suppress the immune systé&h.

Due to poor quality control, there are often vast differences in the concen-
trations of herbal preparations between manufacturers, and between product
lots within the same manufacturing company. Given that the potency of many
compounds can vary depending upon growing conditions, storage and han-
dling of the compound, and preparation, it has been reported that the potency
of different products made from the same plant can vary by as much as
10,000-fold™* In one study, the content of ginsenoside was examined in 50
commercial brands of ginseng sold in 11 countries; in 44 of the products, the
concentration ranged from 1.9 percent to 9 percent and six products contained
no ginsenoside at all. In Germany, often considered to be a leader in quality
control standards for herbal medicines, tests on commercial products of
devil’s claw showed an unacceptable variability in quédity.

Such wide differences in an herbal preparation’s active compound Mea s issue is currentyy under review in Canada
that product labels can often be misleading. Indeeddiomto Starecently by the federal government. See the website of

: . the Office of Natural Health Products via
reported that lab tests performed on a variety of herbal remedies cOMMONIYu.nc-scgc.ca for the current proposals under
sold off the shelf in major drug stores or health food stores showed significafitusson
discrepancies from the information provided on the product [&égople ~ * Frnstsupra note 120 at 175; Kasder et 2}
can find themselves using mislabeled products such that, even if they are CQJS-H' )
ealth Canada. Warning not to consume tra-

scientiously following instructions, they might nonetheless put themselves ational Chinese medicines containing tricosanthes
risk of harm and indicated for use in children. 28 February
' 2001 (available via www.hc-sc.gc.ca).

Igt[)ere is very little quality

Harm from interactions with conventional therapy ! Winslow & Kroll. supra, note |14 at 2194.
h d | be h db | Jal 125 Chrubasik S et al. Zum Wirkstoffgehalt in
The second general way one may be harmed by a complementary/alternatiVee miein aus Hapargophytum procumbens.

medicine is that although it may be harmless if used properly on its own, ftrsch Komplementdrmed 1996; 3: 57-63, cited in:
Ernst E. Herbal medicines: where is the evidence?

can interact with conventional medicine to produce harmful results. A primeis rvedical journal 2000; 321: 395-39.
example is the possibility of interactions between herbal products and Conspapp L. Biind trust — special report: an investi-
ventlongl drugs (or alsq between different kinds of'herbal products, just as d amt'uznw‘“ztgoj)“f;\“ﬁ“gf 4T:ﬁé§z”féJ73;°£;fy5§%%é5
ferent kinds of conventional drugs may harmfully interact). (Al etc); 17 January 2000; 22 January 2000 (Al
As noted in the two major studies of complementary/alternative medicing!*!°) 23 Jenuary 2000 Avalable (for  fee)
use among the general population in the United States, the use of herbal F@MET.. ers DM et al Trends in ahternative medi
dies and megavitamins increased by 380 and 130 percent respectively in theuse in the United States, 1990-1997: resuits
years that elapsed between the two studies (1993 and 1998). The risk of pgg:°/cn i surver puns o e
sible harmful interaction between prescription drugs and herbal preparationgs at 1574-1575. Concern about possible
and/or high-dose vitamins has therefore increased. The authors estimate tfia, 12" g Tom pre surgery use of
because of this, 15 million adults in the United States are at risk for possiblye-Lee et al. Herbal medicines and periopera-

tive care. Journal of the American Medical

dangerous drug—herb/vitamin interactiéffs. Association 2001; 286: 208216,
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see: Fugh-Berman A. Herb—drug interactions.
Lancet 2000; 355: 134-138.

129 Miller; supra, note | 16 at 2205.

130 Piscitelli SC et al. Indinavir concentrations and
St John's wort. Lancet 2000; 355: 547-548. See
also the numerous commentaries and other cor-
respondence in the same issue of the Lancet on
this topic, with extensive references to a variety
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interactions involving St John's wort. Available
online via www.thelancet.com.
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John's Wort and Indinavir and Other Drugs. 10
February 2000. Available online via
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www.hc-sc.gc.ca).
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420-421.
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Research, Montreal, 27-30 April 2000 [poster]:
Abstract 144P reported in: Canadian Journal of
Infectious Diseases 2000; | | (Suppl B): 23B.
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30 April 2000 [poster]: Abstract 145F reported in:
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Since many people with HIV/AIDS often take a host of conventional

medicines as well as of biologically active alternative medicines, the poten-
tial for dangerous drug-herb/vitamin interactions can be great, but is
presently unknown. These interactions are under-researched and almost
certainly underreported, thus leaving a void when it comes to available evi-
dence regarding actual adverse herb—herb or herb—drug interactions.
However, there are some limited data, some of it particularly relevant to
people with HIV/AIDS!?8

It has been documented that St John’s wort (hypericin), which has been
widely used among people with HIV/AIDS for its putative antiretrovi-

ral and anti-depressant properties, inhibits iron absorption and thus puts
those who have AZT-induced anemia at further ¥#8Rore recently,
researchers have discovered that St John’s wort affects the body’s abil-
ity to metabolize the protease inhibitor indinavir (Crix®ardramati-

cally lowering the level of the medication in the blood. This reduces its
effectiveness and can have serious clinical implications, such as possi-
ble treatment failure and drug resistance, for HIV-positive patiéhts.
This prompted both the US Food and Drug Administratfoand
Health Canada to issue a warning to the pd8fiEven more recently,
researchers have found that St John’s wort can also reduce levels of
another anti-HIV drug, nevirapine (Viramif)e33

Canadian researchers have documented that 12 Chinese herbal products
can affect the major human enzymes associated with the disposition of
drugs in the body, and have concluded that the suggested daily inges-
tion of these products could result in clinically significant drug interac-
tions if taken concomitantly with conventional drugs, thereby affecting
the latter's safety and efficacy. They note that this could have serious
implications for people with HIV/AIDS, interfering with the bioavail-
ability of antiretroviral drugs, as has been demonstrated with St John’s
wort 134

Canadian researchers have also examined 21 selected commercial
herbal extracts and tinctures, as well as 13 relevant phytochemicals.
They found that roughly 75 percent of the extracts and tinctures and 50
percent of the phytochemicals studied significantly inhibited a key
drug-metabolizing enzyme. They cautioned that this could potentially
result in adverse drug reactions when taken concomitantly with pre-
scription drugs metabolized by the same enzyme, such as the protease
inhibitors ritonavir, saquinavir, nelfinavir, and indinavir. Among the
herbal extracts and tinctures studied, goldenseal, St John’s wort, and
cat’s claw showed the highest inhibition of enzyme acthfty.

In a small-sample study, US researchers found that chronic dosing of
garlic supplements (commonly used to lower cholesterol in patients
receiving protease inhibitors) significantly decreased plasma concentra-
tions of saquinavir, and recommended that patients use caution when
combining garlic supplements with saquinavir used as a sole protease
inhibitor.136

Some data suggest the safety of at least short-term use of cannabinoids
(marijuana) by people with HIV using the protease inhibitors nelfinavir
or indinavir. Researchers recently reported on a 21-day study conduct-
ed with 67 people with stable viral load on a stable antiretroviral regi-
men, randomized to groups smoking THC, taking the substance in cap-
sule form, or placebo (all three times daily). They found no significant
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changes in viral load or CD4 count in any of the subjects. The long-term
clinical impact (if any) of cannabinoid use on antiretroviral drugs is
unknown?3’

Indirect harm from “opportunity cost”

The third way that a complementary/alternative medicine may cause physical
harm is indirect. Some people with HIV/AIDS choose to discontinue con-
ventional medical therapies because they find the many side effects intolera-
ble. This is, of course, a legitimate choice (we discuss this below in consider-
ing the ethical principle of respect for personal autondifypthers decide

to delay (or forego) conventional therapy because they want to try (or rely
exclusively on) alternative therapies. This choice carries the risk of delaying
the benefits that could have accumulated for them with conventional medi-
cine, even though the alternative therapy may itself be harmless. Thus, the
harm comes as a form of “opportunity cost” — the lost opportunity for more
effective treatment. For example, if one relies exclusively on alternative ther-
apies, HIV disease may progress more quickly to a diagnosis of AIDS, at
which point conventional therapies may be less effective.

Harm from Exploitation Drug approval systems are a

Ir\ add_ition to such 'physical hgrm_s, there are the further hgrms associated Wliglogniti on of the fact that
financial and emotional exploitation that need to be identified and addresse&
Exploitation occurs when someone has taken unfair advantage of another pBlEre should be some control
son. The one who exploits gains something from the exploitative transactiofin the type of products that
while the exploited person is either made worse off or is (at best) made no betiter into the market.
ter off13°
Although the clearest case of exploitation occurs in a transaction between
two individuals, elements of exploitation are still present between marketers
and distributors of herbal preparations or other health products on the one
hand, and people who buy these products from stores on the other. The risk of
exploitation is, of course, not exclusive to complementary/alternative medi-
cine by any means. In any domain of human interaction, exploitation and
abuse can occur. For example, the pursuit of huge financial profits may push
some producers of conventional drugs to promote products that are not effi-
cient or not as efficient as the products of competitors, or products that have
not been adequately tested for their safety. Drug-approval systems are a recog-
nition of the fact that there should be some control over the type of products
that enter the market. These considerations are equally valid with respect to
the sale of natural health products (or the sale of practitioners’ services).

Emotional exploitation
137 Kosel B et al. The pharmacokinetic (PK) effects

Because hope can figure prominently in the motivations to use complementamariuana (THC) on nelfinavir (NFV) and indi-
: H H H vir (IDV). 8" Conference on Retroviruses and

ry/alternative therapies, people with HIV/AIDS may put themselves at risk by, C 0 b 20t 2 o,

trying alternative therapies of unknown benefit. Emotional exploitation caihicago: Abstract 745; Abrams D et al. Short-.

: term safety of cannabinoids in HIV patients. 8
occur in a number of ways. Conference on Retroviruses and Opportunistic
. . Infections, 4-8 February 2001, Chicago: Abstract
Unethical practitioner 744,

First, a person with HIV/AIDS may seek the services of an unscrupulous Fer the most recent recommendations

rding antiretroviral therapy, see: US

provider of a complementary/alternative therapy. Indeed, such a person co@ﬁammem of Health and Human Services.

i ici i i idelines for the Use of Antiretroviral Agents in
t?e a p_roduct manufacturer_ or conventlt_)nal medicine practitioner trying to talggwfede & A Ao & Farary
financial advantage of patients by relying on the fact that many complemero!. Avaiable online via wwwihivatis.org
tary/alternative products or practices are unregulated. In such a transactiomor an excellent extended philosophical dis-
patients may be purposely misled about the complementary/alternative thefé;’ of exploftation see: Wertheimer A

loitation. Princeton: Princeton University Press,

py’s effectiveness or safety, and thus find themselves with expectations thats.
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are built up only to be necessarily unmet. In such cases, we would say that
the unscrupulous practitioner has taken unfair advantage of a person’s vul-
nerabilities and made them do something they would not do under condi-
tions of full and truthful information. Even if they are not physically
harmed, and even if they recover the money they spent, we would still say
that emotionally or psychologically they have been exploited. This exploita-
tion counts as a harm.

Self-medication with incomplete or inaccurate information

More common than cases of unscrupulous providers are cases of HIV-pos-
itive people seeking self-administering therapies and information on their
own. Indeed, the data canvassed above show that many people using CAM
do so with little reliable information. Misinformation and misplaced hope

is less likely if information is obtained from reputable sources. However,
the proliferation of information sources makes quality control extremely
difficult. Several factors contribute to the creation of potentially exploitative
situations, including:

 the multitude of publications in print and on the Internet;

* the fact that most complementary/alternative therapies are unregulated
and easily available (at least for some would-be users), and

» the fact that users of complementary/alternative therapies often self-
administer without professional consultation.

In such circumstances, misinformation, incomplete information, and easy
availability of some complementary and/or alternative therapies come
together to produce a potentially exploitative situation. The hopes of many
people with HIV/AIDS who may feel the need to “try anything and every-
thing” are often unjustifiably raised and left unmet. In such cases, the pro-
ducers, marketers, and providers of therapies or products that they know to
be inefficient ought to be collectively held accountable for delivering the
exploitative harm. Furthermore, regulatory agencies have a duty to prevent
this harm by imposing standards of consumer information or product/prac-
tice safety to prevent uninformed access to products or practices about
which there is incomplete information. They have a duty to prevent such
harm.

The problem is to define what constitutes an ineffective product or prac-
tice. Some complementary/alternative therapies may, for example, be
defended on the ground of offering a measure of spiritual or emotional well-
being, without claiming to heal or ameliorate an illness or condition. If that
is the case, it is not clear on what ground society should intervene to avoid
exploitation. In other words: what seems to be exploitation for some may
very well be an acceptable and worthy healing practice for others.

Financial exploitation

Financial exploitation is perhaps a more tangible harm: we can easily see
how being unfairly taken advantage of can set back one’s interest in not los-
ing money. Three recent cases in the United States highlight the need for
federal regulatory authorities to protect against financial and emotional
exploitation of people with HIV/AIDS when they act as consumers. In
March 1999, a Florida court sentenced a couple on a variety of charges for
selling ozone generators with the claim that the use of generators to oxidize
toxins in the body could cure such conditions as gangrene, cancer, or
AIDS.10|n December 1999, the US Department of Justice charged a com-
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pany and its president for illegally marketing products such as shark cartilage

as a treatment for cancer, and a rice-bran extract as a treatment for cancer and

HIV. The products were not approved for sale in the US, as their safety and

effectiveness had not been demonstrétetind most recently, in April 2001,

the president of a vitamin manufacturing company was charged in CONNeCtigf,mplementary/alternative

with fraudulent claims for its product “T-Factor” (made from freshly slaugh- dicine is big busi .

tered calves’ organs) that it sold via the Internet with the claim that it has anfjoca'cine 1S big business in

HIV effectsl42 North America.
Complementary/alternative medicine is big business in North America. In

Canada, estimates provided to the Standing Committee on Health suggest that

the gross income of the natural health products industry ranged between

CDN$1.5 and CDN$2 billion in 19973 The same source predicts an annu-

al growth of this industry of 10 to 15 percent a year. The Fraser Institute study

estimates that Canadians spent approximately CDN$3.8 billion on alternative

medicine in the latter half of 1996 and the first half of 199 the United

States, it is estimated that consumers spent US$21.2 billion in 1997 on alter-

native therapies, including US$3.3 billion on high-dose vitamins and US$5.1

billion on herbal product®
Among people with HIV/AIDS, it has been reported that the approximate

annual expenditures vary from US$40 to US$8000, with a median expendi-

ture of US$70346The average out-of-pocket expense found in another study

(in the early 1990s) was US$18 a moHthSimilar figures are found in the

few Canadian studies that have looked at this issue:

e A 1995 study by CRIT/CAS that surveyed 200 people with HIV/AIDS in
Toronto (185 men, 15 women) found that the majority of them had dis-
ability insurance or social assistance as their main source of income. A
significantly higher proportion of respondents reported HIV-related
symptoms than respondents who were working (68 versus 28 percent). On
average, respondents spent 10 to 20 percent of their incomes on comple-
mentary therapies — which, as the authors point out — is most significant
for people on fixed social assistance incomes. This point was also high-
lighted in research by Kendall et al among 49 people with HIV/AIDS in i [Us] Food and Drug Administration. DA takes
British Columbia: the majority were living on less than $10,000 per year?r;“koga;g;”fé ggﬂcgnjg‘jﬂlngg;“(aa@zm:vfarugﬁ
and of these, 16 percent reported spending between $200 and $400.&dagov).
month on CAM, and many limited their food consumption as a rE8ult. ' evans D. lves health president arrested on HIV

* In a 1996 study by Meneilly et al among HIV-positive women in ud charges. Bloomberg,5 April 2001.
Vancouver, which found that 42 percent used complementary/alternative 5z “emmitee on Heath. Neture Healt
therapies, 75 percent spent over $100 a month on such therapies. Theter I. Avalble online via wwwiparl ge.ca.
average annual income of the women in the study was in the $10,000 tORamsay et al, supra, note 50.

20,000 bracke*® 145 Eisenberg et al, supra, note 127 at 1573,

* Finally, data from Ontario finalized in 1999 found that people with " Anderson etal supra note 63 at 564
HIV/AIDS who used complementary therapies reported spending af’ Kassler etal supra,note |18 at 2282,
average of $85 a month or $1020 annually. Based on this data, the StudycRIT/CAS. supra note 56; Kendall et al, supra,
authors estimate that people with HIV/AIDS in Ontario alone spend $5.5. - **'*"*

L * Meneilly et al, supra, note 54.
million annually on complementary theraplé$. 50 Supra, note 72

Such figures may not seem excessive, but people with HIV/AIDS are, collec?' Not only does an HiV-positive status increase
one’s risk for unemployment or underemploy-

tively and broadly speaking, an at—_risk popule_1tion for unemployme_nt OFent, but those who are already socially and

underemployment, and hence lower income. This can be the result of job digcialy marginal tend to be disproportionately
. . . . . at highest risk for contracting HIV in the first

crimination or because their declining health prevents them from working ag...

much as befor&In one study, it was found that the loss of earnings as a con= massagi MP et al. Correlates of employment

i i fter AIDS diagnosis in the Boston Health Study.
sequence of having HI\_//_AIDS reduced monthly income by 75 percent fof'e A oo ot bl Hoslth 1994 84 1976,
one in three study participarf.In another study, it was reported that 27 s at (981
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Syndromes 1994;7:86-91 at 89.
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practice. Canadian Medical Association Journal
1995; 153: 45-49.

155 College of Physicians & Surgeons of British
Columbia. Complementary and Alternative
Therapies. Policy Manual, Chapter C-12, June
1999 (available via www.cpsbc.bc.ca).
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patient communication about complementary and
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cians caring for patients with human immunodefi-
ciency virus infection. Journal of Alternative and
Complementary Medicine 1999; 5: 447-456; Furler
M et al. Physician awareness of complementary
and alternative medicine use (2001), supra, note
56.
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percent of people with HIV/AIDS were having financial difficulties paying
for basics (eg, food, rent) as a result of their illié%s.

Many complementary/alternative therapies (such as herbal preparations
or homeopathy) are unregulated, and are often not covered by private or
provincial insurance plans. Individuals are therefore paying for many alter-
native therapies out of pocket (that is, with no help from insurance or
employers). Given such clear economic consequences, there is cause for
ethical concern if a therapy shows no clear evidence of benefit. Just as with
emotional exploitation, it is difficult to locate the source of the harm pre-
cisely. It is arguable, however, that the responsibility for preventing the
exploitative harm rests ultimately with regulators.

Ethical and Policy Implications of the Potential Harms

Given the various physical harms that may be associated with certain com-
plementary and/or alternative therapies, as well as the harms that may result
from emoational and financial exploitation, what is the ethically correct
response to the current state of alternative medicine use among people with
HIV/AIDS? We will identify three areas of ethical concern.

The practitioner’s duty to elicit information from patients

Given the possible safety hazards associated with some complementary
and/or alternative therapies, the fact that they are so widely used, and the
fact that a large proportion of those who use complementary/alternative
medicine do not tell their primary care physician about their use, a conven-
tional medical practitioner has an ethical duty to elicit information as to
whether or not the practitioner’s patients are using complementary and/or
alternative therapies as part of the routine taking of medical history and reg-
ular patient check-up. “This measure would promote greater patient—physi-
cian communication and integration of complementary health care services
into patient care®™ Some regulatory bodies have articulated this profes-
sional obligation. For example, in its policy on complementary and alterna-
tive therapies, the College of Physicians & Surgeons of British Columbia
has stated that:

Physicians must be aware of their patients’ use of such thera-
pies, and should ask about alternative remedies in the same way
that they ask about non-prescription drugs. Both types of treat-
ment can produce direct toxicity, or interactions with pharma-
ceutical medications or other accepted treatniénts.

Nonetheless, this duty is under-recognized. A recent US study found that
only 26 percent of physicians caring for people with HIV/AIDS discussed
alternative medicine use with their patients at new visits, and only five per-
cent discussed CAM at follow-up visits. A recent Ontario study of 70 peo-
ple with HIV/AIDS found that, while 93 percent of the women and 70 per-
cent of the men reported CAM use, the HIV physician was aware of only
37 percent of CAM agents used, and that in over half the cases in which the
physician was unaware of CAM use, 96 percent of the time the physician
had not asked the patient abodf$tSuch lack of communication does not
address a risk of harm to the patient that is reasonably foreseeable to the
average practitioner.

There are a number of further ethical duties that conventional profes-
sionals need to recognize. For instance, if physicians are to be effective in
preventing people with HIV/AIDS from being at risk for harm, they must
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themselves become familiar with: (1) the complementary and/or alternative
therapies most often used by those in their medical practice; (2) the possible
risks associated with such complementary and/or alternative therapies, includ-
ing direct toxicities and possible harmful interactions between therapies; and
(3) the clinical manifestations of toxicities and allergic reactions from differ-
ent complementary/alternative therapies, so that these toxicities can quickly
be identified and addressed if neces&awith complementary and/or alter- - Given the widespread use of
native medicine use so prevalent and on the rise, conventional medical practi-
tioners will have to keep up with new information in order to prevent harmcomplementary and/or alterna-
from befalling those who are often self-administering alternative therapies. tive therapies, it is ethically

All these requirements apply equally to complementary/alternative medmperative that safety research
ical practitioners who must elicit information from their patients regardingbe conducted on the most
what conventlonal_ _rned|C|r_1es th_ey may be using, and who ne_ed to becorugdely used complementary
aware of the specific considerations for people with HIV/AIDS in using cer- . .
tain CAM therapies in light of HIV infection. and/or alternative therapies.

Recommendation 4

Professional practice policies or guidelines on complementary/
alternative therapies developed by regulatory bodies for health
professionals (eg, Colleges of Physicians and Surgeons) should
instruct members to inquire into their patients’ use of comple-
mentary/alternative medicine. Individual practitioners should
consciously make an effort to inquire into their patients’ use of
complementary/alternative therapies.

Recommendation 5

Practitioner associations in the field of complementary/alternative
health care should encourage their members to inquire into their
patients’ use of other complementary/alternative therapies as well
as conventional medical treatments. Individual practitioners

should make an effort to inquire into such use.

The need for safety research

Given the widespread use of complementary and/or alternative therapies, it is
ethically imperative that safety research be conducted on the most widely
used complementary and/or alternative therapies. The state has a duty to pro-
tect its citizens, using reasonable means. Although a state does not have a duty
to ensure that its citizens live in a risk-free society, it does have a duty to
ensure that the choices citizens make that fall under its jurisdiction carry rea-
sonable risk/benefit ratios. For example, the United States Food and Drug
Administration and Canada’s Health Products and Food Branch do not have
the duty to ensure that all licensed drugs are completely safe (ie, riskfree) for
their users; rather, they need only ensure that the risks and benefits of these
drugs are reasonably balanced. An important part of this process is the det@rE-isenberg DM, Advising patients who seek

mination of the thresholds of safe use for a specific drug (ie, the upper bounasmative medical therapies. Annds of Internal
Medicine 1997; 127: 61-69;Wynia et al, supra,
of safe drug dosage). mote 156,

N Within some of the more re_gulated_ complementary and/or alternativ_e METs - opractic has become so prevalent and
icine specialties, such as chiropractic, the parameters of safe practice hayé:ssionaﬁzed in the 20‘“Hcemury ‘that some

I H H tl it tentl t it an “alt tive”
been largely establishéef But with certain complementary and/or alterna- medical praciice ot all. See: Kaptchuk T}, Esenberg
tive therapies, notably herbal preparations and biological therapies, whepg! Chiropractic: origins, controversies, and con-

.. . . . . . . tributi . Archil Int | Medi 1998; 158:
self-administration without “professional” consultation is common, reliabless & gpy < o e Medene
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157 Gold JL, Laxer DA, Rochon PA. Herbal reme-
dies: a critical perspective. Annals of the Royal
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and credible safety information is lacking. Research needs to be conducted
in order to fill this information gap and better protect from harm those who
use these therapies. Priority should be given to researching those comple-
mentary/alternative therapies that are known to be most widely used by
people with HIV/AIDS, and/or for which there is some evidence of known

or potential significant adverse effects, including if used in conjunction with
conventional HIV/AIDS treatments.

The need for quality control measures

Quality control in the area of many complementary and/or alternative ther-
apies is lacking, but is necessary to protect people with HIV/AIDS from
harm. For natural health products, this would include standardized “good
manufacturing practices” (GMPs) for the manufacture of products, as well
as labeling guidelines that would clearly indicate the safe dose range, con-
traindications, risks, the kind of benefit that can be expected, and the evi-
dence for this benefit, among other essential pieces of information. Quality
control in the context of practices requires different, more varied approach-
es (see the discussion below about the regulation of practitioners). But the
principle remains the same: quality control measures are necessary to
ensure that producers of complementary and/or alternative medicine are
more accountable for their products.

Policy Option: The Example of National Health Products

Herbal remedy manufacturers, by way of ethical and responsi-
ble product promotion, and government organizations, through
establishment of proper regulatory standards, have an obligation
to protect the public — and vulnerable populations — from undue
harm and exploitatiot??

Many regulations impose safety standards on products. We believe that this
form of policy is of prime importance in the context of complementary
and/or alternative medicine. As long as a therapy is demonstrably safe, this
may be a sufficient safeguard for people with HIV/AIDS. The adoption of

a safety-standard policy should involve setting production and quality stan-
dards (as noted above); and regulation of product content, including prohi-
bitions on certain ingredients because of toxicity or potential harm to spe-
cific categories of consumers for whom the product is being targeted (eg,
children, or people with compromised immune systems). Questions relat-
ing to such regulations include: What is the likelihood of harm to con-
sumers? Are there any predicted side effects and are these reasonably
acceptable? If so, how do we inform consumers?

A policy of consumer protection that imposes certain safety standards
focuses on the protection against harm and is therefore minimally paternal-
istic. The ethical grounding for such a policy is based on the principle of
non-maleficence. At the same time, imposing quality control standards still
reflects the idea that, although people should reasonably be able to expect
certain minimal standards for a given product, they are basically free to
choose (within certain limits) what they want to consume and/or use.

For example, the Standing Committee on Health, in the Final Report of
the Advisory Panel on Natural Health Products, supported the idea that
safety should remain a crucial concern for a new natural health product
agency, but accepted the claim by many witnesses that the vast majority of
natural health products are safe. It suggested that “regulatory resources
would be best directed toward those products that are les$%8afhis is
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an important argument, related to the appropriate allocation of scarce research
and regulatory resources. Regulatory agencies have to be able to focus on
what is most likely to cause harm.
The Standing Committee recommended that for the safety assessment of
natural health products, evidence can “be drawn from a range of sources, his-
torical and recent, traditional knowledge and contemporary scightiile
we do not reject the usefulness and value of historical knowledge, we do cau-
tion against too much reliance on this type of information. Well-known natu-
ral health products with an established safety record may nevertheless be
harmful when taken in combination with newly developed drugs, or by peo-
ple with a particular health condition (eg, HIV/AIDS). More contemporary
scientific studies may often be the only way to adequately assess the safety of
a given natural health product in the context of, for example, conventional
HIV/AIDS treatment. Historical and traditional accounts of a product’s safe-
ty can be a first indicator and a basis for further research.
In light of these considerations, the Advisory Panel, followed in this by the
Standing Committee, recommended a proportionate approach to safety.Well-known natural health
suggests that a review system be constructed around the following three piloducts with an established

lars:
safety record may nevertheless

* Regulations must require products to adhere to quality and safety stags harmful when taken
dards that may substantially mitigate risk.

e Products with lower safety margins should be held to higher standar
within the regulatory process.

* Risk assessments for natural health products may refer to a wider variety
of reference sources than conventional pharmaceutical drug evalua-
tions162

dg combination with newly
developed drugs.

Beneficence

The principle of beneficence counsels one to do those actions that bring about
the good of others. Ethical medical practice requires that patients benefit, or
that there be a reasonable prospect they will benefit, from a given therapy or
practice. The absence of harm is arguably a benefit, of course, but here we
mean an actual increase in someone’s well-being, rather than merely avoiding
harm, which is required by the principle of non-maleficence. We want avail-
able therapies (conventional or unconventional) to be safe (ie, not harmful)
within a range of use. But we also want them to be effective in increasing the
well-being of their users (ie, beneficial) within such a raige.

Difficulties in Assessing the Benefits of CAM

As is the case with conventional medicine, some complementary and/or alter-

native therapies carry more or less serious risks. We are ethically required to

ask whether or not these risks are adequately balanced by known or reason-
ably anticipated benefits. There are two issues that make answering this ques-
tion difficult.

Problems with existing data

Little reliable “scientific”’ data
161 bid at 10.

As pointed out by two Canadian experts in the field, in their proposal for the. 4
creation of a national office for research into complementary and alternative 1, . ieqm “offectivencss research” wil be used

health care: in this paper to indicate the testing process that
seeks to determine if a therapy is effective; ie.,

The reason most frequently cited in opposition to the integration ~ 27& a0ut the well-being of a person relative
o some specific outcome measure. This is some-

of CAM into conventional practice is that CAM practices are not times referred to as “efficacy research.”
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evidence based. This perception is not entirely accurate; there is
reliable data from clinical trials for some CAM therapies and
this knowledge base is growing rapidly. However, the cumula-
tive number of clinical trials is small, and at the moment, con-
sumer demand has outstripped clear evidence of efficacy and
safety for many CAM therapié&?

It has also been argued that the continued hostility toward many comple-
mentary/alternative therapies on the part of many conventional health-care
professionals presents an additional barrier to the publication of research in
this area (particularly research showing positive outcomes) in “mainstream”
medical journals, and that conscious or unconscious bias on the part of
mainstream medical reviewers results in an uneven playing field tilted
against complementary/alternative medicine. For example, British and
German researchers recently published the results of a randomized con-
trolled study examining possible bias against unconventional therapy on
the part of experts who undertake peer review of studies submitted for pub-
lication in orthodox journals. They found a significant level of reviewer bias
against publication of unconventional therapies in the setting they exam-
ined. While they concluded that the bias did not create an insurmountable
barrier to publication, authors of papers on unconventional therapies were
at a disadvantage (see Resch et al in bibliography). This places consumers
and practitioners of such therapies in a Catch-22 situation: without pub-
lished research, the field lacks “legitimacy” in the eyes of many conven-
tional practitioners (and funders and policymakers), but the bias against
complementary/alternative therapies as “unscientific’ and hence illegiti-
mate presents a challenge to the publication of research in this area.

Answering the question “Is this effective?” is difficult in the case of
many complementary/alternative therapies because there are few high-qual-
ity and reliable data, especially in the form of randomized controlled trials.
Generally, most reports diighly effectivecomplementary and/or alterna-
tive therapies tend to be anecdotal. Because of this, and because in the case
of some CAM the therapy is by its nature individualized, such reports are
unreliable as a basis for generalized treatment and offer weak support for
generalized claims of efficacy. For example, in testimony before a subcom-
mittee of the United States National Institutes of Health, it was reported that
six physicians using ozone therapy (which is purported to selectively
destroy anaerobic viruses like HIV, while leaving healthy cells alone) have
collectively brought over three hundred AIDS patients from HIV-positive to
HIV-negative statu$®®> However, no corroborating evidence for such strik-
ing anecdotal claims exists.

Formal studies tend to support modest claims on behalf of some com-
plementary/alternative therapies (eg, acupuncture for chronic pain, home-
opathy for a variety of ailments, and chiropractic for lower back pain), for
which randomized controlled trials and meta-analyses have been conduct-
ed showing inconclusive evidence for effectived&st some areas, the
research is more promising.

For example, in 1997 the US National Institutes of Health produced a
“Consensus Statement” on acupuncture, based on extensive review litera-
ture and deliberations over several days by experts drawn from numerous
disciplines at a conference of over 1200 participants. The consensus was
that, whereas many studies provide equivocal results because of factors
such as trial design or sample size, promising results have emerged that
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show the efficacy of acupuncture for nausea in adults following surgery and
chemotherapy, and for post-surgical dental pain. The NIH also concluded that,
for numerous conditions (eg, addiction, headache, menstrual cramps, fibro-
myalgia, lower back pain, and carpal tunnel syndrome), acupuncture may be
a useful adjunct treatment, an acceptable alternative, or included in a com-
prehensive management program. The NIH indicated that further research is
likely to uncover additional areas in which acupuncture will be u&&ful.
More recently, some data have indicated positive results in the use of acupunc-
ture to treat cocaine addictiét?.

For HIV/AIDS and its associated medical conditions systematic and reli-
able data are limited. For example:

» A recent randomized controlled trial of acupuncture vs amitriptyline vs
placebo for the relief of pain caused by HIV-related peripheral neuropa-
thy demonstrated that neither acupuncture nor amitriptyline was more
effective compared with placebo for pain rel@&However, in a small
study of 21 HIV-positive men and women reporting objectively measured
sleep disturbance, sleep quality significantly improved following five
weeks of individualized acupuncture delivered in a group sétfing.

» A study of St John’s wort as an antiretroviral agent among HIV-infected
adults produced significant toxicity (16 of the 30 participants dropped out
of the study because of adverse reactions) and no antiretroviral activity
was demonstrated in those who could tolerate the herbal prepafation.
(This study was undertaken before data emerged showing that St John's
wort could impair the effectiveness of protease inhibitors, as noted above,

- A pilot study of a standardized Chinese herbal preparation vs placebo fogs) 5 R o s oeme 1777

5): 1-34. Available online via

the treatment of symptoms relating to HIV/AIDS failed to demonstratehttpy/odp.odningov. Also summarized at:
Acupunture. Journal of the American Medical

any significant differences regarding symptom relief between the Study.cusion 1998280 1518-1524.
armsl’? (Again, recent Canadian research raising a concern about the sy sk et a1 A randomized controlled trial
possible adverse effects of many commonly used Chinese herbal treafauricular acupuncture for cocaine dependence.
. . . . . v ... Archives of Internal Medicine 2000; 160(15): 2305-
ments for people using conventional anti-HIV therapies due to inhibitions)».
of enzyme activity should be noted?) 169 Shlay C et al for the Terry Beirn Community
« On the other hand, researchers at the Harvard School of Public Healffjerme or Clnical Research on ADS
) i 3 ) . cupuncture and amitriptyline for pain due to
report that a number of studies indicate that vitamin treatment has a prew-related peripheral neuropathy. Journal of the
tective effect against disease progression and vertical transmission of HI;/ MedcalAssodaron 1598 280 1550
i1A74 )
from mother to child: 170 Phillips KD, Skelton WD. Effects of individual-
ized acupuncture on sleep quality in HIVdisease.

ObVIOLIS|y, one ShOUld not Condemhalternatlve theraples based on the |nef' Journal of the Association of Nurses in AIDS Care
fectiveness of few. But poor or mixed therapeutic results in some of the stud-#%": 12(1: 27-3%

ies mentioned clearly illustrate the need for research into the effectiveness ‘éou;"TEg;gtzas'gfogrgﬁgg‘ﬁ:aﬂ”‘;Eh‘ggal'Stu .

such thel’apies. ies of hypericin, the active compound in St. John's
wort, as an antiretroviral agent in HIV-infected

User satisfaction data adults. Annals of Internal Medicine 1999; 130:510-
514.

Examining user satisfaction with CAM often reveals a different story alto- g, 1 et al piiot randomized controlied
gether. Regardless of whether an objective measure of a person’s health stéef Chinese herbal treatment for HiV-associat-
tus (eg, viral load, CD4 cell count, decreased severity of Symptoms) ChaNGES, e, criomes o iman fevariaiosy
for the better, many users of complementary/alternative therapies feel betters: 12 386-393.

for having used alternative approaches. Among people with HIV/AIDS, man)Z:OZjitganCC‘etslhﬁfgeris Of Chinese Herbcl
users of complementary/alternative therapies feel empowered by having takesfsolism. 9% Al Canadian Conference on
control of their health and health care. They thereby cease being passive re%gs/{zr?ig;jjiprfggijg'i?ciig;/igoo
ients of a physician’s therapies and actively orchestrate their health care Ryna of infectious Diseases 2000; 11 (Suppl B:
educating themselves and, in effect, treating themselves. As noted above, this - _

is identified as a primary reason for using CAM. Whether or not this is alwayg' Fawzi W\, Hunter D] Vitarmins in HIV disease

rogression and vertical transmission.

a good approach is another question, as the discussion of the risks &femioogy 1998;9: 457.
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self-medicating above suggests. But the fact remains that personal empow-
erment is a commonly received benefit and should not be discounted in
assessing the benefits of CAM use.

Moreover, general satisfaction levels with complementary and/or alter-
native medicine have been found to be comparable to the general satisfac-
tion levels obtained with conventional HIV/AIDS medicitfe although,
not surprisingly, alternative therapies with more severe adverse effects (eg,
St John’s wort, blue-green algae, pau d’arco and L-lysine) tend to get far
lower satisfaction ratings than alternative medicines without such side
effects!’®

Commentary

The use of most complementary/alternative therapies among people with
HIV/AIDS remains unusual when viewed strictly from the standpoint of
scientifically measurable “biological effectiveness,” because in many cases
there seem to be no reliable data indicating that these therapies significant-
ly help bring about the biological therapeutic purposes for which they are
often used. In addition, some complementary and/or alternative therapies
have side effects that can vary from mildly irritating to severe.

From a broader perspective that includes non-biological factors, such as
general feelings of wellness and well-being, it is clear why so many people
with HIV/AIDS use complementary/alternative therapies. Therefore, the
process of evaluation should consider that, at least among harmless thera-
pies (or therapies carrying a minimal risk of harm), the psychological ben-
efit from the use of CAM could alone justify the use of alternative therapies
even in the absence of strict biological effectiveness.

Methodological problems

Researchers who reviewed the material on CAM published in MEDLINE-
listed clinical trial-type articles over the 30-year period 1966 to 1996 found
that

interest in and awareness of complementary medicine among
orthodox health care professionals has increased in the past 30
years. The increase in the number and proportion of reports of
clinical trials indicates an increasing level of original research
activity in complementary medicine and suggests a trend
toward an evidence-based approach in this discipline. The
cumulative number of clinical trial-type articles is small, how-
ever, and more high-quality original research in complementa-
ry medicine is require#.’

Regardless of the kind, number, or combination of interventions involved,
those who use complementary and/or alternative therapies most often do so
in the hope that their physical condition will improve as a result. For that to
happen, therapies must be effective. Clinical research techniques in con-
ventional biomedicine are designed to determine whether or not a given
intervention is effective and does what it is intended to do. But there are dif-
ferences between conventional and unconventional therapies that are often
thought to make it difficult to determine the effectiveness of complementa-
ry/alternative therapies by using conventional scientific methods. As a
result, methodological problems in evaluating complementary and/or alter-
native therapies may (partially) explain the problems with, and inconsisten-
cies of, existing data regarding the effectiveness of many alternative thera-
pies.
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Different mechanisms or frameworks

One example is that, as already noted, some complementary/alternative ther-
apies rely on a causal mechanism and/or explanatory framework that differs
from conventional biomedicine. It is possible that there is not a mechanism
that can be understood or explained in conventional scientific terms. For
example, the success of acupuncture in effecting clear clinical outcomes for
certain conditions is well document&d.However, exactly why and how it
works is far from clear in conventional medical terms. Acupuncture functions
within, and gets its meaning from, the explanatory framework of traditional
Chinese medicine, which is in many respects remarkably dissimilar to
Western biomedicine.

A slightly different example is the case of homeopathy. Some studies have
shown instances where, as a group, various kinds of homeopathic treatments
appear to be more effective than placebo. Yet the exact mechanisms for why
this is so in any particular instance are far from understood in terms or con-
cepts accepted in a conventional scientific framewerk.

Holistic, individualized interventions

Many conventional therapies are discrete interventions that work only on the
physical aspect of a person and are researched and applied in a standardized
fashion. In contrast, some, but not all, complementary/alternative therapies
are said to be more “holistic” in three senses. First, rather than being discrete
interventions, some are more thoroughgoing lifestyle choices involving many
health-related activities. Second, they are often thought to work on the mind,
which is then presumed to influence the body in certain (unexplained) ways;
this can be difficult to measure objectively. Third, complementary/alternative
therapies may be more holistic in that they “treat” the whole person, rather
than focusing on just one aspect (usually the physical): “CAM treatments may
also diverge from conventional medicine in the way they are tailored to indi-
viduals so that a patient with identical symptoms and complaints to another
may receive entirely different treatment&”
Differences such as these are thought to make it difficult (some say impos-
sible, in certain cases) to evaluate CAM therapies using the same means that! Consensus Statement, supra, note 167.
scientists evaluate conventional therapies, in which research is designeqt‘;fyc%f‘j”jnjjivobjyggufh-mj‘ij‘jjzr:zmggifa’
isolate as much as possible the measurable and explainable effect of a giwenio3-106. See also Eskinazi D Homeopathy
therapy on the meChanismS Of the body re-revisited — is homeopathy compatible with bio-

medical observations? Archives of Internal Medicine
1999; 159: 1981-1987.

Some researchers argue that alternative and complementary med-
icine requires the development of alternative research methodolo-
gies and that the randomised clinical trial (RCT), currently the
gold standard for conventional medical research, will not do in all
cases. For example, is it possible to double blind acupuncture
treatment? What is the appropriate and ethical placebo for chiro-
practic? Others insist that established methodologies, including
RCTs, are quite satisfactory for addressing the majority of study
guestions. Still others emphasise the fact that many CAM prac-
tices have their roots in other times and cultures, and use diag-
nostic and treatment criteria that differ substantially from those of
Western biomedicine. Clinical trials may therefore be inadver-
tently biased by improper patient selection, variations in practi-
tioner training and experience, and treatment protocols which are
too rigid and cannot accommodate the individualised treatment
that is the hallmark of so many CAM practiégs.

180 Milbank Memorial Fund. Enhancing the
Accountability of Alternative Medicine. New York:
Milbank Memorial Fund, 1998.

181 Best et al, supra, note |64, citing: Vickers A.
Methodological issues in complementary and
alternative medicine research: a personal reflec-
tion on 10 years of debate in the United
Kingdom. Journal of Alternative and Complementary
Medicine 1996;2(4): 515-524 (arguing for alterna-
tive methodologies); Levin JS et al. Quantitative
methods in research on complementary and
alternative medicine: a methodological manifesto.
Medical Care 1997; 35(1 1): 1079-1094 (arguing
for established methodologies); Hammerschlag R.
Methodological and ethical issues in clinical trials
of acupuncture. Journal of Alternative and
Complementary Medicine 1998; 4(2): 159-171
(questioning appropriateness of clinical trials for
many CAM practices). See also Jacobson JS et al.
Research on complementary therapies for can-
cer:issues and methodological considerations.
Journal of the American Medical Women’s
Association 1999; 54(4): 177-181.
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This paper does not attempt to determine which CAM therapies can be
assessed using conventional scientific means, or which alternative method-
ologies may be appropriate for evaluating specific CAM therapies.
However, there are a number of general considerations that should inform
the development of an approach to CAM research.

First, although there are many differences between complementary
and/or alternative medicine and mainstream medicine, these differences
should not be assumed or exaggerated and should not be used as an excuse
to avoid comparing the two. For example, it is wrong to characterize all
complementary and/or alternative therapies as having a more holistic
approach to health. Some alternative therapies are part of a more holistic
approach to health care, and some are not. In any given instance, researchers
must become very familiar with the particular details of an alternative ther-
apy they plan to evaluate. Various complementary/alternative therapies and
approaches to health will often aim at different outcomes and may need dif-
ferent assessments. Some are suitable to be submitted to the same evalua-
tions as conventional medicine; others are less so because of their different
methods and/or goals. Moreover, some forms of complementary/alternative
medicine might be submitted to similar modes of evaluation, either because
they share the desired clinical outcome and/or because they function to
some extent within the same explanatory framework.

Second, while health-care practices may function within different para-
digms (ie, explanatory frameworks), this does not mean there is disagree-
ment on the desired outcomes. While understanding the internal logic of
another practice may be difficult, there can be agreement that physical
and/or emotional well-being are the final goals of both forms of therapy.
This agreement may make it possible to have some uniformity in evaluation
by focusing on patient outcomes. Complementary/alternative practitioners
and researchers working according to conventional methods should be able
to discuss commonalities and differences and should investigate potential
ways of conducting research.

The hierarchy of evidence of effectiveness recognises ran-
domised controlled trials as the gold standard. However, most
interventions, both conventional and complementary, have
never been subjected to good quality randomised controlled tri-
als. Moreover, such trials may not be the best way of assessing
whether complementary medicines are effective. The reduc-
tionist approach of the randomised controlled trial may fail to
allow for the holistic effect that is central to the philosophy of
most complementary therapies. Furthermore, the beneficial
effects are often so obvious, the side effects so rare and mild,
and the duration of effect so variable even after a single expo-
sure that perhaps observational studies may be enough to prove
benefit. If not, then randomised controlled trials that compare
whole treatments, or packages of care, rather than individual
treatments may be a better approach. This would allow inclu-
sion of the things that matter to patients rather than just those
that matter to the investigatdf®.

Third, when evaluating a practice, there must be a clear understanding of
the desired outcome. It does not make sense to compare the clinical effec-
tiveness of, for example, a spiritual healing practice with chemotherapy for
cancer, if the spiritual healing practice aims at some form of holistic well-
being and does not claim to be able to cure cancer. In other words, it is
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crucial to saywith respect to whaa practice is effective or not. The specific
goals of different products or practices must be considered if a regulator
charged with ensuring quality control and minimum standards is to assess the
claims made by producers or practitioners.

Finally, as a general rule, complementary and/or alternative medicine and
conventional medicine should not be submitted to entirely different modes of
evaluation and control if they both claim to focus on the well-being and health
of individuals. But as the Association of Complementary Physicians of British
Columbia has pointed out, care must be taken to avoid a double standard:

Often when multiple clinical trials are conducted, the results are

conflicting, but this does not prevent the continued use of the stud-

ied treatment in clinical practice. Much of conventional treatment

is not based on definite results from clinical trials, but rather on

consensus among physicians with experience in a particular area.

To accept nothing but clinical trials as evidence of the effective-

ness of a non-conventional therapy is to establish a dangerous

double standard which limits access to relatively safe therapies.  There is no question that fur-
There are other forms of scientific research and it is necessary to
include these when evaluating complementary therapies.... There
is no question that further research is needed in the area of com-
plementary medicine but to withhold access to complementary ~ cine but to withhold access to
therapies until all the evidence is in is not in the best interest of complementary therapies until

patientst®3 all the evidence is in is not in

Randomized clinical trials can certainly be designed to apply, as one researtie best interest of patients.
method, to investigating various complementary/alternative therapies. Such
trials could be what researchers from the US NCCAM call “full spectrum”
studies that examine a system of traditional medicine as a whole, rather than
trying to isolate a single core modality within that systéhlternatively,
where appropriate, research could focus on a specific modality for treating a
specific disease or condition. Some recent articles also suggest that other
research methodologies — such as observational studies — may in some cases
be designed to yield research data comparable to randomized, controlled tri-
als18s

Designing research protocols that provide reliable information presents a
key challenge in developing appropriate regulatory mechanisms, but given the
fundamental importance of sound evidence to inform policy, this challenge
requires urgent attention by researchers and research funders.

ther research is needed in the

area of complementary medi-

Ethical Implications of the Principle of Beneficence

Many complementary/alternative therapies are being used even though their
effectiveness has not yet been shown (or they have been shown to be ineffec-
tive). The principle of beneficence leads to two ethical conclusions.

Ethical duty to research efficacy of various
. . 183 Association of Complementary Physicians of
complementarylalternative therapies British Columbia, supra, note 9 at 3.

184 Nahin RL, Straus SE. Research into comple-

If there are no funds there will be no research. If there is no mentary and alternative medicine: problems and
research, we will be unable to find out whether complementary potential Brivsh Medical Journal 2001; 322: 161+
and alternative medicine does more good than harm. Yet thisisthe bid ,

. A a ) ) id; Concato | et al. Randomized, controlled
central question destined to determine its role in future health trials, observational studies, and the hierarchy of
care. Simple answers or broad generalisations are not possible. =2 designs New Englond Joumal of Medicine

R 2000; 342: 1887-1892; Benson K, Hartz A. A com-
Each of the numerous techniques has to be evaluated separately  parison of observational studies and randomized,

controlled clinical trials. New England Journal of

and on its own merits. Some forms of complementary and Medicine 2000: 342: 1878- 1886,
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alternative medicine are safe but others aren't; some are effec-
tive while others may be pure placeb#s.

The current “free market” that reigns among most complementary and/or
alternative therapies, where buyers must beware, is highly problematic
because of the unknown safety and efficacy of such therapies. Because
complementary and/or alternative medicine use is so prevalent, it is imper-
ative that researchers and regulators determine its effectiveness. Without
reliable data, both conventional and complementary/alternative practition-
ers do not have a stable basis from which to make treatment suggestions.
Nor can users exercise their moral (and legal) right to informed decision-
making about their health care. Currently, the burden of testing the effec-
tiveness (and safety) of these therapies has largely fallen on people with
HIV/AIDS and other users who engage in self-experimentation.

There should, therefore, be a recognized ethical duty in the scientific and
regulatory communities to generate data on the effectiveness of the most
frequently used complementary and/or alternative therapies. Researchers
should begin effectiveness studies for those therapies for which there are

* encouraging, reliable preliminary effectiveness data;
 consistent anecdotal evidence of effectiveness; and/or
» evidence of common use among people with HIV/AIDS.

Erring on the side of caution

A second point concerns risk/benefit analysis more generally. As we have
indicated, some complementary and/or alternative therapies have harmful
effects that are inadequately balanced by benefits. But, as we have indicat-
ed, the data that are available regarding both safety and effectiveness are
sparse and often not of very high quality. We must therefore ask why is it
justified to discount (often anecdotal) reports of complementary and/or
alternative medicine effectiveness, yet take heed when we hear reports of
alternative medicine toxicities.

As a general matter, in evaluating any treatment (conventional or com-
plementary), it is prudent to adopt a more cautious stance toward risk/ben-
efit analysis and to err on the side of caution. The first order of business
should always be to ensure that therapies in use are safe. Once safety has
been established, the second task is to ensure that therapies in use are effec-
tive. This is the position adopted in standard drug testing. The first phase of
testing is meant to establish the safety of drug dosages through a small sam-
ple, and only after data on effectiveness has been generated should one pro-
ceed to a larger trial. This stance is defensible because harms should gener-
ally be minimized or avoided, and because harms are often irreversible —
that is, a return to the initial state of health is not possible.

Since much of the existing evidence suggesting that complementary
and/or alternative therapies are effective is unreliable and unstable across
time, researchers and manufacturers/providers should recognize their ethi-
cal duty to undertake effectiveness research. Since producers of pharma-
ceutical products are not likely to be interested in funding this research,
more research funding should be made available through public funders,
and alternative means of funding (eg, producers of health products) should
be explored.

Implications for policy

The conventional approach toward drug products is to submit them to a
tight pre-market control system and to some form of post-market surveil-
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lance. Under such a system, drug products have to be approved by a regula-
tory agency (eg, Canada’s Health Products and Food Braefdrgthey can
enter the market, ordinarily after fulfilling strict requirements that demon-
strate both safety and effectiveness. Once on the market, the same products
are submitted to a post-market control mechanism, under which producers
remain obliged to report any adverse reactions to the drug. (The adequacy of
Canada’s current mechanisms for both pre-market evaluation and post-
approval surveillance of conventional drugs is a matter of ongoing d&bate.)
Regulatory agencies may also be actively involved in the post-marketing
testing of the safety of a product, which testing simultaneously focuses on
quality and safety. Regulatory agencies rarely require pre-market approval of
all food products, but will be involved in random or more systematic control
of food products that are on the market. (They may also prohibit the use @he federal government is
certain products in food, or determine a maximum level for a given producturrently in the process of
1Ijae%]juh;\‘uons establish, for example, maximum residue limits for pesticides 'Pecognizing,
oods.
This shows how important definitions of natural health products can be i
a regulatory system. If a certain natural health product is qualified as a drugatural health products™ that
it generally will be submitted to more stringent testing and pre-approvadre neither “foods” nor “drugs.”
requirements than if defined as a food product. Thus, the pre-market approval
and post-market control policy option could be considered for those therapies
that make claims to effectiveness (ie, treat them more like drugs). For those
therapies that make no effectiveness claims, it may be sufficient to ensure that
the therapies are safe (ie, treat them more like foods).
The federal government is currently in the process of recognizing, in law,
a new intermediate category of “natural health products” that are neither
“foods” nor “drugs.” Health Canada’s new Office of Natural Health Products
is currently crafting a proposed regulatory framework that takes into account
the sorts of considerations raised here, by tying the strictness of pre-market-
ing scrutiny to the available evidence regarding both the safety of a product
and its efficacy in cases where the manufacturer/vendor wishes to make health
claims regarding the product. As for post-approval surveillance of natural
health products, the primary focus of which is the safety of a product, there is
no reason to subject natural health products to any lesser degree of scrutiny
than products legally classified as “drugs.”

in law, a new

H1termediate category of

Implications of Principles of Non-Maleficence
and Beneficence: Recommendations

The preceding discussion considered the ethical implications of both the prin-

ciple of non-maleficence and the principle of beneficence. Some recommen-

dations have already been made regarding the need for practitioners to elicit

from patients information about their use of complementary/alternative med for example, see Canadian Treatment

[ ; H H HR e : dvocates Council. A Pilot Test to Determine the
icine. Considering these two ethical principles jointly also yields a number qf 75 -~ 0o o Collecting Information

further recommendations for action in the areas of research, education, anePost-Approval Surveillance System of Anti-
regulation in the field of complementary/alternative therapies. IV Treatments, December |99, Mintzes B How

safe are our medicines? Monitoring the risks of
drugs after they are approved for marketing. DES

Action Canada, March 1999 (www.web.ca/

H ~desact/anglais/legisl/4safe.ntml); and the acknowl-
Recommendation 6 edgment in a recent CMA] editorial that “even
The Canadian Institutes for Health Research, the Office of major pharmaceutical companies, with extraord-

. nary depth of resources, abundant traditional sci-

Natural Health PrOdUCtS, Other health'Care researCh fund|ng entific expertise, and extensive premarket evalua-
agencies, and Health Canada, should participate (or continue par- tion of short-term safety. have a patchy record
. A I ) ) ) ) when it comes to postmarketing surveillance for
tICIpatIng) n deve|0p|ng, Imp|ementlng, and fund|ng an agenda. severe but rare side effects: some natural scepti-

H 1 cism about the Natural Health Products
for _research into the safety and efficacy of complementary/alter- Diractorste [oditoril], Canadion Medica
native medicine as part of HIV/AIDS health care (both natural Assocition Journal 2001; 164(5): 613.
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health products and other therapies). The process of developing
and implementing this research agenda should involve people
with HIV/AIDS as patients/consumers, those providing services
to people with HIV/AIDS (including conventional and comple-
mentary/alternative health practitioners, community-based
organizations), and relevant and appropriate government regu-
lators (eg, ONHP in the case of research into natural health
products).

Recommendation 7

Health Canada, provincial health ministries, the Canadian
Institutes for Health Research, the Office of Natural Health
Products, and health-care research funding agencies should fur-
ther investigate the possibility of developing and supporting a
“virtual” institute or centre of excellence in complementary/
alternative health-care research (to research both natural health
products and other complementary/alternative therapies).

Recommendation 8

In funding research in the areas of complementary/alternative
medicine, health-care research funding agencies should give pri-
ority to research into the safety and effectiveness of those com-
plementary/alternative therapies for which there is:

(&) encouraging, reliable preliminary effectiveness data,

(b) consistent anecdotal evidence of effectiveness,

(c) evidence of common use among people with HIV/AIDS,
and/or

(d) evidence of known or potential significant adverse effects,
including where used in conjunction with conventional
HIV/AIDS treatments.

Recommendation 9

Health-care research funding agencies should build up a roster
of properly trained individual experts in various fields of com-
plementary/alternative therapy practice who can contribute
their expertise to panels or committees reviewing proposals for
research funding.

Recommendation 10

Health Canada, provincial health ministries, and health-care
research funding agencies need to make funds available for —
and schools and training programs in complementary/alterna-
tive medicine need to include in their curriculum — the develop-
ment of research skills among practitioners of complementa-
ry/alternative therapies, so as to generate more and better-qual-
ity research into the safety and efficacy of complementary/alter-
native therapies.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS
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Recommendation ||

Health Canada and health-care research funding agencies should
ensure that at least some of their funds used for researching com-
plementary/alternative therapies in HIV/AIDS care is allocated to
community-based research projects. Because a significant number
of people with HIV/AIDS likely access commonly used comple-
mentary/alternative therapies or information about such thera-
pies through community-based organizations, this approach to
research could be particularly well-suited to investigating at least
some of the key research areas identified above. Furthermore, it
offers a way to circumvent resistance to research into comple-
mentary/alternative medicine that persists in more institutional
research settings, and is consistent with a philosophy of active
patient/user involvement in care and treatment decisions common
to many people with HIV/AIDS and users of complementary/
alternative medicine generally.

Recommendation 12

The Canadian Association for HIV Research (CAHR) and similar
bodies organized at regional or provincial levels should encourage
interest among their members in research into complementary/
alternative therapies as a component of health care for people with
HIV/AIDS.

Respect for Personal Autonomy

The discussion thus far has largely been about protecting people with
HIV/AIDS from the harms, or lack of benefit, that may be associated with cer-
tain complementary and/or alternative therapies. Such a protective stance
toward competent adults may strike some as paternalistic. We must therefore
explain the tension that can result between the principles of non-maleficence
and beneficence on the one hand, and the principle of respect for personal
autonomy on the other — a tension evident in the following view expressed in
an editorial in the Canadian Medical Association Journal: “Much as we wel-
come the extension of food and drug regulation into the nebulous terrain of
the natural [health products], we cannot help asking: Safety and efficacy are
one thing, but since when have ‘philosophical and cultural diversity’ been a
guarantor of either?® Furthermore, we need to consider why this tension is
so marked in the case of people with HIV/AIDS using unconventional thera-
pies.

The principle of respect for personal autonomy requires that we respect the
choices and actions of those individuals who are competent, act voluntarily,
and with sufficient understanding of the existing information relevant to their
choice. Clearly, much could be said regarding the proper way to understand
the concepts of “competence,” “voluntariness,” and “understanding” (not to
mention how one determines what information is “relevaf®ut for our
purposes, we need only understand such terms in a common-sense fashion.

Thus,

. L. . 188 See CMA, ibid.
» “competence” means something similar to “of sound mind”; 189 For details,see Beauchamp & Childress, supra,
» “voluntariness” means free of internal constraints (eg, compulsions) orete 105 chapter 3.
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external constraints (eg, coercive pressures); and
» ‘“understanding” means that the relevant information has been gathered
and processed properly.

Such conditions are met for the most part among people with HIV/AIDS
(who are neither minof€°nor experiencing impairment of mental function
due to HIV or other causes). Decisions taken and actions performed should
be respected as being expressions of the will of an autonomous person
unlesghere is reason to expect that the decision is not entirely voluntary or
is made under conditions of false information.

Real Autonomy Requires Information

To respect the autonomous actions of people takes on special significance
for those with HIV/AIDS because the prevalent self-administration of
CAM therapies among this population is often an empowering reclaiming
of personal responsibility for health promotion and maintenance. On this
basis, some argue that the unrestricted use of alternative therapies should be
permitted: the worry over the risks and questionable benefits of many com-
plementary and/or alternative therapies should not matter that proeh,

vided thatpeople with HIV/AIDS are making competent, voluntary deci-
sions with sufficient understanding of the relevant information.

But this is precisely the problem. If we are to respect personal autono-
my, then reasonable efforts must be made to ensure that people with
HIV/AIDS have reliable, truthful information about the risks and benefits
of alternative therapies. Research about the risks and benefits of comple-
mentary/alternative therapies is dictated not only by the principles of non-
maleficence and beneficence, but because of the value we place on respect-
ing personal autonomy. The claim to unconstrained access to any given
therapy (conventional or unconventional) on the basis of respecting the indi-
vidual's autonomy is weakened where that person’s autonomy itself is
weakened by a lack of information necessary to make an informed choice.

Difficulty with the Argument
for “Unconstrained Autonomy”’

One perspective often present in some HIV/AIDS communities (and others
dealing with serious illnesses) is the “unconstrained autonomy” viewpoint.
This is the view that when one is dealing with so-called “catastrophic” dis-
eases, such as terminal cancers and HIV/AIDS, those who suffer from such
illnesses have the right, often called a “catastrophic ri§htg engage in

any healing practices at all, so long as they are acting autonomously, that is,
competently, voluntarily, and with full understanding of the relevant infor-
mation.

This is the principle of respect for personal autonomy taken to its logical
conclusion, and it would sanction the unconstrained use of any and all ther-
apies regardless of the associated high risk, known or unknown. In the con-
text of conventional medicine, this argument has been used to request
access to promising new treatments that have not yet been validated in clin-
ical trials. In the context of CAM, the recognition of this principle would
mean that there should be no restraint on access to any therapy whatsoever.

However, some take the view that the notion of a “catastrophic right” is
not recognized as a legal concept, and that the spirit of any regulatory drug-
approval system cannot be reconciled with the extreme vision of such a
right192 Indeed, while special-access programs have been developed to
allow individuals who are terminally ill to obtain access to drugs not legal-
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ly available for sale in Canada, the fact that there is an exceptional procedure
in place affirms the general principle that regulatory agencies are under a gen-
eral duty to ensure the safety of products.

A paternalistic intervention is an interference with the choice of another
person in order to protect them from harm. The justification offered is afven when a person with
appeal to the increased well-being of the person subject to interference. In tH&//AIDS “is beyond help, it
current context, paternalism would mean limiting the choices of people withiges not follow that he or she
HIV/AIDS, in the interest of preventing harm, so that they may not be able t
use all the complementary/alternative therapies they wish.

How can such paternalism be justified? Those who defend paternalistic
restrictions on autonomy will generally argue that autonomy is an ideal and
that people are subject to many influences that affect their autonomy. One
must first recognize that, currently, HIV disease has no cure and is associated
with often debilitating symptoms and life-threatening diseases. Moreover, a
significant number of people with HIV/AIDS self-administer complementa-
ry/alternative therapies, or access CAM practices without the input of con-
ventional physicians. In some cases, the use of such therapies can be based on
misinformation or incomplete information, particularly in light of insufficient
data regarding safety and efficacy. Anxiety and hopelessness can often set in
among people with HIV/AIDS who have received little benefit from conven-
tional therapies and whose health is deteriorating. This could lead to indis-
criminate use of complementary and/or alternative medicine (which in many
cases is not currently subject to any sort of regulatory, quality control mecha-
nisms) that can result in emotional, financial, and physical harms that are not
clearly offset by corresponding benefits. But the hopelessness that could pro-
pel a person to seek out possibly harmful and ineffective therapies can act as
an internal constraint on voluntariness.

As Freedman noted in his discussion of access to non-validated therapies
for HIV/AIDS, even when a person with HIV/AIDS “is beyond help, it does
not follow that he or she is beyond being hurt as well.... The death of an AIDS
patient is not so imminent that it cannot be hastened by misguided treatment,
nor is the disease so dreadful that the quality of life ... cannot be worsened by
inappropriate treatment?® Although the non-validated pharmaceutical ther-
apies of which Freedman spoke carried more toxic side effects, the general
point is applicable here: though people with HIV/AIDS may sometimes be in
a situation of despair because they have no treatment available, it does not
thereby follow that they are beyond harm. Situations of catastrophic illness
warrant special care, in that promising treatments, including CAM, should be
made available as soon as reasonably possible. Special-access programs are
appropriate and society may want to offer people with terminal illness the
option of taking higher risks. However, terminal illness also increases vulner-
ability to exploitation, based on the creation of false hope. A higher risk can
only be justified if there is a stronger likelihood of benefit. Basic safety stan-
dards ought not to be ignored.

This sort of reasoning was adopted by the US Supreme Court in the early
case ofUS v Rutherford in which terminally ill cancer patients and their
spouses sought an injunction preventing the government from interfering with
the interstate shipment and sale of Laetrile, a drug that was not approved for
distribution under US law. The Court rejected their attempt to preserve their
access to Laetrile, ruling that:

% beyond being hurt as well.”

For the terminally ill, as for anyone else, a drug is unsafe if its

; T ; [ ; 193 Freedman B and the McGill/Boston Research
potential for inflicting death or physical injury is not offset by the Group. Nomvalidated therapies and HIV discase
possibility of therapeutic benefit.... Even critically ill individuals Hastings Center Report 1989; 19: 14-20 at 6.
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may have unexpected remissions and may respond to conven-
tional treatment. Thus, as the [Food and Drug Administration]
Commissioner concluded, to exempt from the Act drugs with
no proved effectiveness in the treatment of cancer “would lead
to needless deaths and suffering among ... patients character-
ized as “terminal” who could actually be helped by legitimate
therapy.... To accept the proposition that the safety and efficacy
standards of the Act have no relevance for terminal patients is to
deny the Commissioner’'s authority over all drugs, however
toxic or ineffectual, for such individuals. If history is any guide,
this new market would not be long overlooked. Since the turn
of the century, resourceful entrepreneurs have advertised a wide
variety of purportedly simple and painless cures for cancer....
[Hlistorical experience does suggest why Congress could rea-
sonably have determined to protect the terminally ill, no less
than other patients, from the vast range of self-styled panaceas
that inventive minds can devise. We note finally that [this con-
clusion] does not foreclose all resort to experimental cancer
drugs by patients for whom conventional therapy is unavailing.
[The Act] exempts from premarketing approval drugs intended
solely for investigative use if they satisfy certain preclinical test-
ing and other criteri&®*

However, other courts have taken a less paternalistic approach. For exam-
ple, inSchneidew Revicj in which a woman with breast cancer sued a doc-
tor for treating her with “non-toxic,” non-invasive methods such as seleni-
um and dietary modifications, the US Court of Appeals for the 2nd Circuit
ruled that

we see no reason why a patient should not be allowed to make
an informed decision to go outside currently approved medical
methods in search of an unconventional treatment. While a
patient should be encouraged to exercise care for his own safe-
ty, we believe that an informed decision to avoid surgery and
conventional chemotherapy is within the patient's right “to
determine what shall be done with his own bdés.”

The Court reiterated this approach in another case involving the same prac-
titioner a few years later. IBoylev Revicj the Court again stressed that,
while patients should be encouraged to exercise care for their own safety,
they have the right to make an informed decision to “expressly assume the
risk of malpractice and dissolve the physician’s duty to treat a patient
according to the medical community’s accepted stand&tlaid in a
more recent US cas€harell v Gonzaleza patient with cancer decided to
forgo conventional chemotherapy/radiation treatments for her cancer and to
follow her practitioner’s alternative nutritional regimen instead. When she
sued him, the jury found her partly responsible for her own injuries, appor-
tioning 51 percent of the liability to the practitioner and 49 percent to her.
It found that she had implicitly assumed some of the risk of injury when she
decided to undergo the alternative therapy. The New York Supreme Court
upheld this as a reasonable jury findifig.

A key difference should be noted betweerRhéherfordcase on the one
hand, and th&eviciandCharrell cases on the other, which likely explains
the different approaches taken.Rutherford the patients were trying to
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prevent the government from exercising its regulatory authority in a way that
would hinder their access to an unproven (and, as it turned out, ineffective)
therapy that had not been approved for sale. It therefore directly raised the
question of the appropriate balance between the ethical principles of non-
maleficence, beneficence, and respect for autonomy. In contrafethc
andCharrell cases did not raise the issue of the government’s role in regulat-
ing health products in the public interest; rather, they dealt with the question
whether a patient, informed of the risks and acting autonomously, could
decide to bypass approved medical methods in search of CAM treatment.

The acceptability of paternalist intervention should depend on the degree
of risk, on a careful assessment of the potential benefit, and on a careful analy-
sis of the level of knowledge of risks and benefits among users of CAM. As
Cohen, a leading US expert on the legal dimensions of complementary and
alternative medicine argues:

The paternalistic approach measures patient well-being solely
through the biomedical model. It defines, adjudicates, and
resolves legal dilemmas by adopting the opinions of biomedical
experts, remote insurance adjusters, judges, and other parties —
opinions that are based on purportedly objective criteria such as
certain levels of acceptance, forms of documentation, and judg-
ments about medical necessity.... The paternalistic approach
assumes that patients are dependent children who cannot be trust-
ed to make appropriate health care choices.... Integral health care
entrusts the patient with greater responsibility for prevention and
self-care.... The legal framework [for integrated health care] will
protect such freedom by recognizing that the choice of treatment
and responsibility for the body ultimately lies with the individual,
not the state.

Weak paternalism protects persons against substantially nonvol-
untary conduct, such as conduct by an addict, while strong pater-
nalism violates informed, voluntary, and autonomous choice.
Strong paternalism is justified only if the following conditions are
satisfied: (1) the patient is at risk of a significant preventable
harm; (2) the paternalistic action will probably prevent the harm;
(3) the projected benefits to the patient of the paternalistic action
outweigh its risks to the patient; and (4) the least autonomy-
restrictive alternative that will secure the benefits and reduce the
risks is selected. With regard to these conditions, many comple-
mentary and alternative treatments, such as chiropractic, massage
therapy, and highly diluted homeopathic remedies, are generally
safe and non-toxic, when provided within appropriate profession-
al parameters, and relative to comparable conventional treatments.
Prohibiting or controlling the voluntary, informed choice of
patients, particularly terminally ill patients, to access such treat-
ments is a highly restrictive means of protecting patients from
therapeutic choices that medical orthodoxy finds objectionable.
Clear informed consent forms, disclaimers, mandatory referrals to
and consultations with medical doctors, and good communication

198 Cohen MH. Complementary and Alternative

between providers and patients manage the risks of such treat-  Medicine: Legal Boundaries and Regulatory

Perspectives. Baltimore: Johns Hopkins University

ments in ways that more fully respect patient autontfhy. et

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS

53



A minimum ethical requirement
is that the products themselves
be labeled with the correct
information in order to help
users make informed choices.

199 Eisenberg, supra, note 157.

200 Goldszmidt M, Levitt C, Duarte-Franco E,
Kaczorowski J. Complementary health care servic-
es: a survey of general practitioners’ views.
Canadian Medical Association Journal 1995; 153:
29-35.

ETHICAL ISSUES

Ethical Implications of Respecting Personal Autonomy

Once safety and effectiveness information has been generated, one must
determine how best to use and distribute it, in order to further the goal of
personal autonomy.

Educate patients/users

First, information about the risks and benefits of complementary and/or
alternative therapies can be given directly to people. This would imply dif-
ferent strategies depending upon the therapy under consideration. For com-
plementary and/or alternative therapies such as herbal preparations that are
self-administered and freely available, a minimum ethical requirement is
that the products themselves be labeled with the correct information in
order to help users make informed choices. For example, a label may con-
tain information such as: “This herbal preparation must not be taken in con-
junction with the following medications...”; “No reliable scientific data
exist showing effectiveness of this product for ...”; “Do not exceed X cap-
sules a day....” As long as people with HIV/AIDS have reliable and up-to-
date information, those in the scientific and regulatory communities are car-
rying out their minimal duties to respect the personal autonomy of health-
care consumers.

Similarly, for those therapies for which one must seek a practitioner (eg,
chiropractic), the practitioner should be under a duty to disclose how much
evidence exists for the safety and effectiveness of the techniques they are
practicing, and the nature and reliability of such evidence. Users, for their
part, should not simply assume that someone who practises a complemen-
tary/alternative therapy bases their practice on reliable, current, and truthful
evidence.

Educate practitioners (conventional and complementary)

The principle of respect for personal autonomy has additional implications
for health-care practice as it relates to CAM. As previously noted, the prin-
ciples of non-maleficence and beneficence require both conventional and
CAM practitioners to elicit information from their patients in order to deter-
mine which therapies they may be using, and make as informed a judgment
as possible regarding overall treatment strategies. In order to be effective in
their role as information providers, practitioners need to attempt to be as up
to date as possible with the various complementary/alternative therapies in
use, along with their respective risks and ben&fitslot only are practi-
tioners under a duty to refrain from doing harm and to attempt to bring
about benefit for their patients; they are also under an ethical duty to nur-
ture the personal autonomy of their patients by providing them with up-to-
date information about frequently used complementary/alternative thera-
pies.

Considerable work remains to be done in this regard, as is illustrated by
a few Canadian studies that specifically examine the knowledge base of
conventional medical practitioners regarding complementary/alternative
medicine.

In 1995, a random sample of 200 general practitioners in Québec found
that 83 percent of them regarded at least one of the following — acupunc-
ture, chiropractic, and hypnosis — as being of some clinical use. Of the
respondents, 60 percent knew at least one practitioner of a complementary
health service for referral purposes, and 59 percent had referred patients to
physicians practicing such a service, while 68 percent had referred patients
to non-medical practitioners of complementary sen/é®Although 15
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percent said they currently provided one of these services, their overall self-

reported knowledge of CAM was poor: 11 percent reported knowing a lot

about acupuncture, 10 percent felt they knew a lot about chiropractic, afdon-judgmental education
eight percent said they knew a lot about hypnosis. Only eight percent repogbout CAM should be a

ed receiving any previous training in acupuncture; two and three percent h?éjquired component of under-
received training in chiropractic and hypnosis, while 48 percent said the
would like further training in at least one of these services.

Another survey, undertaken at a single medical school in Alberta in 1999,
found that 52 percent of first-year students had used some form of CAM, and
74 percent of these felt they had benefited from it. All the respondents felt that
physicians should have some knowledge about common complementary ther-
apies, and 84 percent wanted further education themselves. Their self-report-
ed knowledge about CAM was low and generally derived from friends, rela-
tives, personal experience, or the media. 65 percent of first-year students
wanted a course in complementary and alternative medicine, and the
researchers recommended that evidence-based, non-judgmental education
about CAM be a required component of undergraduate medical edi#€ation.

More extensive research examined the current state of CAM within the
curriculum of all medical schools in Canada. In 1999, researchers surveyed all
16 Canadian medical schools to determine what education is being provided
about complementary and alternative medicine in the undergraduate curricu-
lum. The survey covered 18 complementary therapies selected from the list
generated by the National Center for Complementary and Alternative
Medicine at the US National Institutes of Health, ranging from acupuncture
to reflexology. The survey showed that:

raduate medical education.

» Acupuncture and homeopathy were the CAM therapies most often includ-
ed in course material.

» Only two schools reported that they provide instruction on the actual prac-
tice of one or more complementary therapies.

» Faculty at Canadian medical schools believe that they should provide a
general conceptual overview of alternative medicine, and that it is accept-
able to deal with the various therapies as a group.

The authors note the contrast with the situation in the UK and the US. A 1997
survey of British medical schools found there was little education on comple-
mentary and alternative medicine, although it was an area of active curricu-
lum development at that tint&2 A recent survey of all 125 medical schools

in the US reported that 67 percent of them offered stand-alone courses in var-
ious topics related to CAM, and nearly all of the other schools (30 percent)
incorporated these topics as part of required coéffées.

Recommendation 13

Health Canada, provincial ministries of health, and health-care 21 Duggan K, Verhoef M}, Hilsden RJ. First-year

research funding bodies should fund the development of (a) cur- medical students and complementary and after-

. . . . native medicine: attitudes, knowledge and experi-

ricular materials on complementary/alternative therapies that can ences. Annds of the Royal College of Physicians and

be incorporated into the core curriculum of conventional health- Surgeons of Canada 1999; 32: 157-16€0.

care practitioners, and (b) curricular materials in basic areas of f:;i;zﬂjjgs iigﬂiﬁ@?ﬁ;;&gi?ﬁgtP'he

conventional biomedical practice that should be incorporated into medical curriculum. Journal of the Royal Society of

the core training of complementary/alternative practitioners. Medicine 1997, 90: 1922,

. . . . . . 203 ‘

Developing such curricular materials should involve existing Wetzel MS, Eisenberg DM, Kaptchuk T).
L | Courses involving complementary and alternative

schools and training programs (conventional and comple- medicine at US medical schools. journal of the

mentary/alternative) that have developed educational/training Damencan Medcal Associaton 1956, 2800): 784
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standards in their respective fields, those acting in the field, and
should also take into account the input of consumers.

Recommendation 14

Curricular material developed for both conventional and com-

plementary/alternative health-care practitioners needs to
include basic education about HIV/AIDS, HIV/AIDS-specific

considerations in the delivery of complementary/alternative
therapies, and possibly clinically important interactions

between conventional treatments and complementary/alterna-
tive therapies in people with HIV/AIDS.

Recommendation 15

Educational institutions training conventional health-care pro-
fessionals should encourage the development and introduction
into their core curriculum of basic training in fields of comple-
mentary/alternative medicine that is sufficient to equip all con-
ventional health-care professionals with the basic understand-
ing necessary to recognize the potential benefits and disadvan-
tages of complementary/alternative medicine and to adequately
care for patients who may be using, or who may benefit from,
complementary/alternative therapies or practitioners.

Recommendation 16

Educational institutions or programs providing training to com-
plementary/alternative health-care practitioners should encour-
age the development and introduction into their core curricu-
lum of basic training in biomedical health sciences that is suffi-
cient to equip complementary/alternative practitioners with the
basic understanding necessary to recognize the potential bene-
fits and disadvantages of conventional biomedicine and to ade-
guately care for patients who may be using, or who may benefit
from, conventional biomedical care.

Policy Options

Given the current incomplete state of our knowledge regarding the harms
and benefits of complementary and/or alternative therapies, together with
concerns about respect for autonomy, several overall policy options will
need to be explored in further detail. Here we merely describe the basics of
three options.

First, we could adopt a strict policy regarding complementary and/or
alternative therapies and practices, such that there could be no marketing of
such therapies until they were proven to be both safe and effective. In effect,
this would apply the current conventional drug approval system to uncon-
ventional products, and would involve prohibitions on the delivery of some
CAM services by practitioners in the absence of the necessary evidence of
safety and efficacy. This would represent a dramatic, conservative shift from
the current state of affairs in Canada, at least with respect to natural health
products. Whether it would be a significant change for practitioners provid-
ing CAM services would depend in part on their field of practice and the
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degree to which their practice is already recognized as “legitimate” in their
jurisdiction, including the question whether their practice is reflected in any
applicable legislation or professional regulatory scheme.
A second option would be to have virtually no restrictions or regulation on
the provision of CAM products or services. In the UK, for example, there is
a recognized right at common law for anyone to practise medicine regardless
of their training or lack thereof, as long as the individual treated gives
informed consen?* This approach would represent a dramatic shift from the
current state of affairs in Canada for many health-care practitioners, where
there is a long-established tradition of professional regulation (described in
more detail below). It would represent a modest liberalizing of the current
state of regulation of natural health products, which are largely unregulatédthe goal is to ensure the quality
under current federal law, although still subject to some guidelines and ovesf health-care practice and to
sight in some cases by Health Canada.
Third, as a more middle-of-the-road approach, we could adopt a more p i
missive policy regarding (some) complementary and/or alternative product§mtract between provider and
or practices, such that marketing would be allowed, provided that people wigtient.
HIV/AIDS are informed of all risks and benefits. Mere reliance on the provi-
sion of information may be an imperfect approach, but could be improved
somewhat by requiring that safety and effectiveness testing is carried out so
that noexcessivelyisky therapies are made available. In other words, a zone
of tolerance for certain levels of risk would be set; beyond a certain threshold
of potential risk exceeding uncertain benefit, a product or practice would not
be permitted unless and until safety and efficacy data were available. This
option represents a more balanced approach that seeks to appropriately reflect
the ethical principles of non-maleficence, beneficence, and respect for auton-
omy.
As an adjunct to either the first or third options, one could require that
some therapies could be accessed only through a practitioner who meets cer-
tain qualifications with regard to conventional or complementary/alternative
therapies, in which case an even greater reliance would be placed upon regu-
latory efforts to set standards of acceptable practice.
Key to any policy (and especially a more “hands-off” approach to pre-mar-
keting approval by government) is providing high-quality, up-to-date infor-
mation as a means of promoting the autonomy of people with HIV/AIDS. A
consumer protection policy should aim at requiring manufacturers/vendors to
provide detailed information on the content and the quality of a product, and
should prohibit false or misleading advertising. Similar considerations regard-
ing the promotion and practice of health-care services should be reflected in
the policy approach toward practitioners.
This approach should also be accompanied by adequate provisions that
protect consumers against false publicity. If the provision of adequate infor-
mation is stressed to enhance autonomy, appropriate regulatory intervention
has to be developed to counter false claims. This is particularly important in
the context of health care, where, as we discussed, people can be vulnerable
as a result of their illness and therefore sometimes more easily exploited.
The goal is to ensure the quality of health-care practice and to promote
transparency in the contract between provider and patient. A policy approach
that promotes informed choice and protects the reasonable expectation people
have when they use a certain product or practice, strives to ensure autonomggyus ot Ko Hotee of Lond
decision-making. Even if there are no significant known health risks asSOCiats piementor; o Attormatve Medieine. Sich
ed with using a given therapy, it would be unethical to allow producers t@eport of the House of Lords Select Committee
. s . X on Science and Technology (HL 123), 21
abuse patients’ expectations about the health benefits of complementaty,cmper 2000, at para 59. Available online via
and/or alternative therapies_ www.parliament.the-stationery-office.co.uk.

éaromote transparency in the
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This approach recognizes that there are limits to contractual freedom, in
particular when people are in an unequal bargaining position, but focuses
on reinforcing autonomous choice rather than on unduly limiting choice
through protective measures. The reinforcement of autonomy takes place
under such a policy, by ensuring that information relevant for making an
informed decision is being provided. This approach is likely to find much
support among people with HIV/AIDS. 1t is in line with the attempt to
empower people with HIV/AIDS to control their own health and well-
being, which is one of the underlying reasons for many to use CAM in the
first place. The active involvement in decisions related to their own health
care is a means of asserting personal autonomy that deserves respect.

Justice

Debates about the proper understanding of justice are among the most con-

tentious in modern ethics. Here, we discuss justice broadly and with a focus

on practical concerns. Two elements of justice are important in the context
Distributive justice requires a of complementary and/or alternative medicine use among people with

fair distribution of burdens and HIV/AIDS: distributive justice and compensatory justice.

benefits in society. Distributive Justice

Broadly construed, distributive justice requires a fair distribution of burdens
and benefits in society. As applied to the issue of complementary/alternative
medicine, the principle has implications in two areas: (i) coverage under
health insurance plans, and (i) distribution of health-care research funds. As
noted earlier, the focus of this paper is on the appropriate approach to the
regulation of complementary/alternative medicine. Therefore, these con-
cerns are only addressed briefly here.

Insurance coverage for CAM

Researchers, providers, and patients have raised concerns about access to
complementary and/or alternative therapies. One significant constraint on
access is the requirement that people pay for many complementary/alterna-
tive therapies out of their personal funds, rather than having such health-
care expenses covered through a public or private insurance plan — even, in
some cases, where there is substantial support for the benefit of such thera-
pies. Among people with HIV/AIDS, for whom unemployment or under-
employment is a significant problem, the question of cost is even more
important.

The coverage provided by private insurers is largely a function of what
the purchaser of the coverage will pay; practically any form of health-care
coverage could be purchased if the price paid were high enough. There are
numerous questions to be explored regarding whether the current regulation
(or lack thereof) of the private health insurance industry in Canada is ethi-
cal from the perspective of distributive justice as concerns people with
HIV/AIDS; these questions require a separate, detailed analysis. However,
because there is no single standard regarding the minimum scope of cover-
age of health benefits applicable in the private sector, the question of dis-
tributive justice for people with HIV/AIDS who use, or would benefit from,
complementary/alternative therapies is a more complicated question than
can be addressed here.

In contrast, in the public sector, there is (at least in theory) a minimum
scope of coverage that is to benefit all eligible citizens and permanent resi-
dents; in essence, there is a public standard set out in law that represents the
health-care coverage Canadians are willing to collectively purchase through
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the pooling of public funds. THeéanada Health Aatequires that, in order to
receive federal contributions, the public-health insurance plan of each
province/territory must cover “medically necessary” services provided by
“hospitals, medical practitioners or dentists, and where the law of the provinge . .
) - o . Ustice requires that people
so permits, similar or additional services rendered by other health care préc- :
titioners.2%To deny public-health insurance coverage of such services woultith HIV/AIDS do not dispro-
breach theCanada Health Actthe possible penalty for which would be the portionately bear the burden of
WItthIdlng of federal funds to the prOVince/territOI’y in question. health-care expenses by being
In a}ddltlon, if a provmce/te_rrltory.were to dlspropo_rtlonately dlsadvanta_gedenied public health insurance
a particular group of people in their access to medically necessary services, )
there could well be a constitutional claim of discrimination, contrary to the-oVerage of medically necessary
equality guarantees in the Charter (section 15), if such disadvantage wefde-
directly or indirectly related to one of the prohibited grounds of discrimina-
tion.
For example, the Supreme Court of Canada has ruled that a province’s fail-
ure to cover the costs of sign language interpretation for deaf patients access-
ing hospital services constitutes prohibited discrimination on the basis of dis-
ability, in that it denies deaf people the same access to health-care services as
hearing patient& Justice similarly requires that people with HIV/AIDS do
not disproportionately bear the burden of health-care expenses by being
denied public health insurance coverage of medically necessary care.
The key question is thus: Which services are “medically necessary”? There
is no clear, principled definition of medically necessary services in Canadiahh® crucial question here is the
law. It certainly means more than the bare minimum necessary to presereetent to which public health
life, given the current extent of coverage in every jurisdiction. These includésurance schemes should cover
many procedureg and therapies th_at_ are not essential to life but are W'd‘?:lé(mplementary/alternative
accepted as required to meet the minimum standards of care we would expect * .
as patients/consumers in preventing and treating illness and disease. BUft 2P'®S:
exactly what is covered by public health insurance as “medically necessary”
has, in practice, been determined largely by the requests of recognized health
professions in negotiation with the provincial/territorial health ministries that
pay these costs, and has been influenced by political negotiations between the
federal and provincial/territorial governments over their respective contribu-
tions207
The crucial question is the extent to which public health insurance schemes
should cover complementary/alternative therapies. In order to justify the
expenditure of public funds through public health systems that covers “med-
ically necessary” health care, it is unavoidable that access be at least partly
contingent on the basis of proven effectiveness. For example, if it is shown
that a complementary therapy is effective in treating the effects of HIV dis-
ease or reducing the side effects of conventional HIV/AIDS therapies, then a
case can be made that people with HIV/AIDS should have access through a
public health insurance scheme, just as a heart bypass operation and the me€mada Health Act, RSC 1985, ¢ C-6, 9. Note
essary anesthetic for such surgery are covered where medically necessary‘fop" services are covered,not products. In

practice this means that there is no national cov-

heart disease. Although demonstrated effectiveness will be a necessary coRele of individuals' expenditures on drugs or

vices (although some provinces provide “phar-

tion for coverage, it may not be sufficient, because considerations of _cosfjf—acare,, o varying degrees) except for those
effectiveness also face governments with rising health-care costs. But withauvided in conjunction with hospital services.
convincing evidence of benefit, it will be difficult to make the case that dis-mf; ggrfggsecvRBgih Columbia (Attorney General)
tributive justice requires coverage of a therapy — either conventional or uncoh:”? '

. . . 2% Caulfield TA. Wishful thinking: defining “med-
ventional — from the public purse. Some form of access should be establlshgé necessary” in Canada. Health Law Journl
for those complementary/alternative therapies that are demonstrated to be!&i4 + 63-85 Flood C Archibald T.Legal

nstraints on Privately-Financed Health Care in

aspect of health care on par with other “medically necessary” services alreagyada: A Review of the Ten Provinces. April
covered. 2000 [on file].

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS 59



Without convincing evidence of
benefit, it will be difficult to
make the case that distributive
justice requires coverage of a
therapy — either conventional or
unconventional — from the

public purse.

A systemic bias against research
into complementary/alternative
therapies on the part of health-
care research funding agencies
is unjust.

ETHICAL ISSUES

Distribution of health-care research funds

The preceding observations on coverage under health insurance plans high-
light yet again that one of the most fundamental needs in the area of com-
plementary/alternative therapies is research. The principle of distributive
justice also carries another implication for health care research that is rele-
vant to complementary/alternative medicine. Distributive justice requires
that funds for health-care research be distributed so that they stand the best
chance of equitably benefiting those in need of care and treatment.
Research funding should be biased in favour of research concerning treat-
ments that address the real health-care needs and wants of patients/con-
sumers. This method of selective research is preferable to a haphazard
approach that may require potentially limitless resources and is arguably
wasteful and ultimately unproductive. In determining the best use of
research funds, there must be due consideration of the needs and desires of
those whom the research is ultimately intended to benefit. Such a distribu-
tion of limited research resources is just because an equitable distribution of
benefits is guided by respect for the autonomy of patients/consumers who
articulate their health-care needs (and thereby help identify priorities for
research), as well as a genuine commitment to their well-being (ie, the prin-
ciple of beneficence).

The principle of distributive justice leads to two conclusions in the area
of health-care research. First, a systemic bias against research into comple-
mentary/alternative therapies on the part of health-care research funding
agencies (or other institutions playing a critical role in conducting or facil-
itating health-care research, such as hospitals and universities) is unjust. The
bias in allocating limited research funds should favour research, whether
conventional or unconventional, that can reasonably be expected to yield
information that could improve the overall health and well-being of
patients/consumers, rather than favour conventional medical practices over
unconventional practices. To dismiss or marginalize research simply on the
basis that it investigates unconventional therapies, and to privilege research
simply because it fits within the framework of conventional medicine, is to
allocate limited funds based on ideological grounds rather than on reasoned
assessment of the merits or demerits of a given proposal in light of the cur-
rently available evidence and knowledge of patient/consumer needs.

Second, the principle of distributive justice should apply equally to
research into complementary/alternative therapies used in HIV/AIDS care.
Identified above were the priorities for research required by the principles
of non-maleficence and beneficence. Considerations of distributive justice
reinforce the conclusion (see Recommendation 8 above) that limited
research funds be prioritized for those complementary and/or alternative
therapies for which there are encouraging, reliable preliminary data of
effectiveness; where there is consistent anecdotal evidence to suggest effec-
tiveness; where there is evidence of known or potentially significant side
effects, including where used in conjunction with conventional HIV/AIDS
treatments; and/or where the therapy is commonly used among people with
HIV/AIDS. If none of these conditions are met, then it would be a misuse
of limited resources to invest in the expensive research of such comple-
mentary/alternative therapies.

Compensatory Justice

Compensatory justice, broadly construed, requires that people be compen-
sated for the wrongs done to them. One background factor in the recent
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increase in interest in complementary/alternative therapies is that producers of
some therapies (eg, herbal preparations) seek to increase their share of the

health-care market. Similarly, some practitioners of complementary/alterng=ompensatory justice, broadly
tive therapies seek public recognition of their practices. The principle of coneonstrued, requires that people
pensatory justice requires that providers of health-care products and practi%scompensated for the wrongs

(whether conventional or unconventional) be accountable to patients/corab ne to them

sumers. This principle is key to the legal/policy framework for regulating
health-care products and practices, as will be discussed in the next chapter.

As a matter of compensatory justice, producers of natural health products
must demonstrate that their products (1) meet quality control standards, (2)
are safe, and if health claims are made and/or insurance coverage of these
products is sought, (3) are effective. This means that the state, given its
responsibility to protect the public interest, must ensure that mechanisms are
in place that will guarantee the accountability of producers. Similarly, CAM
practitioners are ethically required to demonstrate the safety of their practices,
and if health claims are made and/or insurance coverage for those practices is
sought, their effectiveness.

At the centre of this issue is the health and well-being of those who use
these therapies. Those who care about the best interests of the people whom
they are committed to help will agree to be accountable for the products and
services they provid®® Some express legitimate concerns, based on the his-
tory of conventional medicine’s attitude toward, and treatment of, comple-
mentary/alternative medicine and its practitioners, that in law and practice
there has been or could be a double standard of accountability, with different,
higher standards applied to CAM practitioners than are required of conven-
tional medical professionals. But any practitioner with a commitment to the
well-being of patients, be it a conventional or complementary/alternative
practitioner, should be committed to the principle of accountability, and

should welcome laws and policies that equitably make providers accountabl& Mibank Memorial Fund, supra, note 180.
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Legal and Policy Issues

The preceding chapter applied four basic principles to identify and analyze
ethical issues related to the use of complementary/alternative medicine. This
chapter draws upon the preceding ethical analysis in commenting on existing
and proposed legal frameworks in Canada that govern or influence the use of
complementary/alternative medicine. How do, and should, those ethical prin-
ciples inform law and policy? In particular, this chapter looks at legal issues
in three areas relevant to complementary/alternative medicine:

(1) the regulation of natural health products;
(2) the direct regulation of practitioners; and
(3) the application of common law principles to practitioners.

Before we look at each of these, it should be understood that legislative

authority regarding health care is divided under Canada’s constitutional

scheme between the federal and provincial/territorial governments. In partic-

ular, the federal government has jurisdiction over the licensing and monitor-

ing of products such as drugs, foods, medical devices and, now, the category

of “natural health products” that has been created in Canadian law. The

provinces and territories have legislative jurisdiction over, and responsibility

for, the delivery of health care, and this includes the authority to license and

regulate health-care practitioners and other service pro¢fidise common

law, as developed by the courts, complements the statutes enacted by the fed-

eral and provincial/territorial legislatures, and governs the conduct of produet For a good overview, see: Flood CM. The
manufacturers or health-care practitioners largely by imposing liability for st e ad Drnamics of Canada' Health Care

. . System. Chapter | in Downie & Caulfield, supra,
negligent or otherwise unacceptable conduct. These three components shaje .
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Regulation and labeling alone
cannot ensure safety. Safety
requires informed consumers
who have access to reliable and

objective information.

210 Food and Drugs Act, RSC 1985, ¢ F-27.

211 Health Canada (Drugs Directorate,
Therapeutic Products Programme). Drugs
Directorate Policy on Herbals Used as Non-
medicinal Ingredients in Nonprescription Drugs in
Human Use. 22 September 1995. Available online
via www.hc-sc.gc.ca.

212 Health Canada (Drugs Directorate,
Therapeutic Products Programme). Drugs
Directorate Guideline —Traditional Herbal
Medicines. 16 November 1995. Available online
via www.hc-sc.gc.ca.

213 Health Canada, Natural Health Products
Directorate. Proposed Regulatory Framework for
Natural Health Products, March 2001; Building
Together: Phase 2 in Developing a Proposed
Regulatory Framework for Natural Health
Products — NHPD Public Consultation, March
2001 (both available via www.hc-
sc.gc.ca/hpb/onhp).

214 Letter to ONHP dated 30 September 2000
from Canadian AIDS Society, Canadian HIV/AIDS
Legal Network, British Columbia Persons with
AIDS Society, Community AIDS Treatment
Information Exchange, and Canadian Treatment
Advocates Council [on file].

215 Canadian Medical Association. CMA Policy:
Natural health products (update 2000). Available
online via www.cma.ca.

216 NDMAC is the national association represent-
ing manufacturers, marketers, and distributors of
self-care products, including nonprescription med-
ications, herbal remedies/natural health products,
and nutritional supplements. It includes major
pharmaceutical companies among its members.
For a list of active and associate members, see
the NDMAC website at www.ndmac.ca.

LEGAL AND POLICY ISSUES

the legal/policy environment in which complementary/alternative health
care is provided and used. Each should reflect the ethical principles outlined
in the previous chapter.

Natural Health Products: Laws, Policies,
and Practices to Govern Their Use

Until recently, natural health products were classified as either “foods” or
“drugs” under federal la#t® The designation determined the degree of
scrutiny a product received before it could be legally sold in Canada, as well
as the kinds of claims that could be made about the product by the manu-
facturer/vendor, and the rigour with which the safety of the product was
monitored after it was on the market: drugs receive far stricter scrutiny than
food products. With respect to what are now called “natural health prod-
ucts,” Health Canada had developed policies on:

» the use of herbals as non-medicinal ingredients in non-prescription
drugs?and

» a special subclass of “drugs” called “traditional herbal medicines” to
which less stringent evidentiary standards would be applied than to reg-
ular “drugs” in reviewing the product for sale in CanadgThis poli-
cy will likely no longer be necessary with a new regulatory framework
on natural health products, including herbals that are intended for use as
health products.)

In January 2000, the Office of Natural Health Products came into existence
as a new regulatory body within Health Canada, on a par with the existing
directorate responsible for the regulation of pharmaceutical drugs. In mid-
2000, the ONHP carried out a consultation process across the country, seek-
ing input on a proposed new regulatory framework to govern the approval
for sale in Canada of a new legal category of “natural health products,”
which until now have been classified as either “foods” or “drugs,” often
with inappropriate results. In March 2001, as Phase 2 of its consultations,
the ONHP released a draft of its proposed regulatory framework for public
comment until the end of May 2001, indicating that a second draft would
be released in late autumn 2001 for final commé#its.

Several organizations working in the field of HIV/AIDS prepared a joint
submission during the first phase of consultation. Some of these comments
have been reflected in the draft of the proposed regulatory framework.
These organizations stressed, as a general point, that “regulation and
labelling alone cannot assure safety. Safety can only result from informed
consumers who have access to reliable and objective information from
practitioners who are trained, licensed and regulated as?kdlkie organ-
izations also made several points with regard to specific issues to be con-
sidered in the design and implementation of a new regulatory framework
for natural health products. Some of these points and accompanying rec-
ommendations are outlined below.

Product Licensing: Degree of Risk
and Nature of Health Claim

Organizations working in the field of HIV/AIDS agree with others such as
the Canadian Medical Associatidh and the Nonprescription Drug
Manufacturers Association of Canada (NDMAEn the basic principle

that the regulatory system for natural health products should be risk-based,
both at the stage of regulatory review and of post-marketing surveillance.
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For example, in its submission to the Standing Committee on Health in 1998,
the NDMAC advocated a flexible approach:

The proposed regulatory framework recognizes that health prod-
ucts fall into a continuum of relative risk. That is, not all products
carry the same level of risk nor do all products require the same
level of control. Regulatory requirements, therefore, should be
based on the relative risk of the prodtiét.

Similarly, the stringency of regulatory review should also partly depend on the

strength of the health claims made with respect to a product. Given that natu-

ral health productst are u_sed by consumers for the purpose of improving t_hqiﬁe stringency of regulatory
health and well-being, it is acceptable to allow a manufacturer to make claims
about the benefits of a product (including vitamins and minerals), as long &$
those claims are substantiated. The stronger the claim, the stronger must'Blative risk of the product and
the evidence to support it. Otherwise, only generalized claims should be pehe strength of the health
mitted. It would be unjustifiably paternalistic and unnecessarily restrictive ofjaims made about a product.
consumers’ access to natural health products to insist that, even if no health

claims are made about a product and it carries a relatively low risk of harm,

the product cannot be licensed for sale in Canada. Rather, the twin goals of

protecting consumers and respecting autonomy are adequately served by

requiring that a product label carry a disclaimer, where appropriate, that no

specific health claims have been approved for the product (see the next sec-

tion on labeling requirements).

view should depend on the

Recommendation 17

The strictness of regulatory review for pre-marketing approval of
natural health products for sale in Canada should correlate with
(a) the known or reasonably foreseeable risk of harm from the
product, and (b) the strength of the health claim made for the
product.

Labeling Requirements

Labeling requirements for natural health products, as with pharmaceuticals,
are a key legal mechanism for avoiding harm to users, and promoting their
well-being and informed decision-making in the use of natural health prod-
ucts. As such, minimum labeling standards are required by the principles of
non-maleficence, beneficence, and respect for autonomy.

A recent survey by the NDMAC found that users of natural health prod-
ucts get most of their information from family and friends (30 percent), health
books (18 percent) and other health professionals, print articles, and product
literature (7 percent). In the NDMAC's view, “this makes it even more impor-?"7 NDMAC. Proposed Regulatory Framework
tant to have proper labelling®® Research conducted by NDMAC Showed g e corenee oo it 18 fersary
that 87 percent of Canadians read the labels of non-prescription prdfucts.!998 Avilable online via wwwindmac.ca.
Based on further research assessing consumer comprehension using differéatiarrington, NDMAC Director of Public &

. . Professional Affairs, quoted in: Sibbald B. New

label models, NDMAC has put forward several recommendations for improVederal ofice will spend milions to regulate
ing readability and understanding of labels on non-prescription drugs thggg;‘agjnﬂfjtjf;fig;g_j- ggﬂlﬂi@ @ggm/
could easily be applied to labeling of natural health prodét(ds demon- NDMAC lmpmng’ o compreheﬁs‘on
strated by current federal guidelines applicable to medical devices, under Cukarmacy Post, March 1999, avalable online via
rent federal law, the term “label” is sufficiently flexible to include not only the :V:”W-”dmac'ca-
label affixed to a package but also to any material provided with the producf, """\ sl fesearh Bper B

such as package inserts with information about the product, instructions fefine via wwwndmac.ca
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221 Food and Drugs Act, supra, note 210 at s 2
(“label”); Health Canada (Medical Devices
Bureau). Guidance for the Labelling of Medical
Devices, Sections 2| to 23 of the Medical Devices
Regulations (draft), available at www.hc-
sc.gc.ca/hpb-dgps/therapeut/htmleng/guidmd.html,
at 4.

222 Canadian Medical Association. CMA Policy:
Natural health products (update 2000). Available
online via www.cma.ca. It should be noted that, as
a result of concern over medication errors by
conventional health- care practitioners using phar-
maceutical products, in 1999 the Canadian
Standards Association International published a
voluntary standard for labeling, and there have
been calls to the Minister of Health for the feder-
al government to adopt it as a regulation that
would legally bind manufacturers: Orser B.
Reducing medication errors. Canadian Medical
Association Journal 2000; 162: 1150-51, referencing
Labelling of drug ampoules, vials, and prefilled
syringes. CAN/CSA Z264.2-99.Toronto: CSA
International, 1999.

LEGAL AND POLICY ISSUES

use, et@?)) The Canadian Medical Association has also recommended that
labels on natural health products should advise consumers to inform their
health-care provider of their use of the product, even if it may not seem rel-
evant at the timé??

The working group of HIV/AIDS organizations noted above identified a
number of minimum labeling requirements that should form part of the fed-
eral government’'s new regulatory framework for natural health products.
The following recommendations are adapted from that original consensus.

Recommendation 18

The federal government should require the following in the
labeling of natural health products as a condition of licensing for
sale in Canada:

» Labels should conform to a standardized format that is
accessible to a wide audience (plain language, multiple lan-
guages, large print, inclusion of key information on the
package itself, and inclusion of other information in large
print on package inserts).

e Labels should indicate the quantities of all contents, and
there should be minimum specified quantities of a vitamin,
mineral, or other substance in the product in order for it to
be labeled for sale as such.

e Labels should indicate whether the product is synthetic or
natural, including whether it uses animal sources, and
whether it incorporates genetically modified organisms.

» Labels should include directions for use, warnings, recom-
mended dosage, and possible interactions with drugs or
other natural health products, where known.

e Labels should advise consumers to inform their health-care
provider of their use of the product, even if it may not seem
relevant at the time.

» Labels should indicate a toll-free phone number and website
for information on how consumers can report an adverse
reaction (if and when such a mechanism for post-marketing
monitoring is created).

» In those cases where the physical packaging of a product
does not allow for the inclusion of the above information on
or in the package itself, vendors of natural health products
should be required to have product monographs including
this information available for consumers at the point of sale.

Post-Approval Surveillance and
Other Safety Monitoring Mechanisms

Post-approval surveillance by regulators

A system for reporting adverse events linked to the use of natural health
products would enable consumers and practitioners to provide input regard-
ing their observations and experiences using natural health products. It
would also ensure that consumers have easy access to information regard-
ing known adverse reactions (for example, access through a toll-free tele-
phone number) in addition to the disclosure of such confirmed information
on product labels (including package inserts).
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Under existing law applicable to “drugs,” there are specific obligations on
holders of a product licence to report adverse events in relation to a drug to
Health Canada, so that it may take any necessary steps (including, possibly,
removing the drug from the market) to safeguard the health of consumers. A
similar reporting scheme has been proposed for the post-approval surveillance
of natural health products?

However, there are two concerns with the proposed requirements for post-
approval surveillance, both dealing with the extent of obligations to report
adverse reactions to a product.

Reporting all serious adverse reactions

First, the Office of Natural Health Products has proposed that product licence
holders be required, within a set period of time (eg, 15 days), to report to the
ONHP information regardingny “serious adverse reaction” that occurs in
Canada in relation to their specific product (as opposed to the medicinal ingre-
dient in it). This would include “unexpected” adverse reactions (defined as
adverse reactions that are not identified in nature, or the severity of frequency
in the risk information set out on the label). However, in the case of serious
adverse reactions that ocawtsideCanada, under the ONHP’s proposals the
product licence holder only needs to report those adverse reactions that are
“unexpected.”

However, this limitation that requires the reporting of adverse reactions
outside Canada only if they are “unexpected” is unwarranted. If the product
licence holder is aware of serious adverse reactions in relation to its product,
whether expected or “unexpected,” that have occurred outside Canada, it can
play a useful role in assisting Canadian regulators in protecting the health of
Canadians by notifying the regulator of such events. Whether the adverse
reaction happens within Canada or outside Canada should not affect the
degree of the reporting obligations: all serious adverse reactions to a licence
holder's product should be reported to Canadian regulators. Keeping
Canadian regulators informed about experience elsewhere with the use of a
product licensed in Canada is not particularly onerous and is a reasonable
condition of receiving a licence to sell a product for profit in the Canadian
market.

Reporting mechanisms to capture all adverse
reactions, serious or otherwise

Second, given the proposed definition of “serious adverse reaction,” this term
would only encompass those noxious and unintended responses to a natural
health product that require hospitalization or cause persistent or significant
disability, or death. This is an under-inclusive definition that would inade-
quately protect the health of Canadians: individual adverse events that do not
meet this definition of “serious” may, in the longer term, accumulate and have
serious effects. (One example in the realm of pharmaceutical products is that
reports of lipodystrophy, bone-density loss, and other serious side effects of
protease inhibitors among people with HIV/AIDS only began to emerge after
several years of use of these products, highlighting the importance of contin-
uing to monitor health products after they enter the market.) Furthermore,
tracking a broader range of adverse events (and not limiting monitoring to
“serious” events) can provide important information about the safe and effec-
tive use of a natural health product beyond that needed to avoid the most
extreme unsafe uses that could cause disability, hospitalization, or death. ,,; Proposed Regulatory Framework, supra, note
It is therefore proposed that a post-approval surveillance system should be
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designed not only to captuseriousadverse events, but adverse events gen-
erally. However, it is important that a reporting system not be overwhelmed
with reports of non-serious events, thereby impeding its ability to monitor
and respond to serious events. One possibility would be to require of prod-
uct licence holders and practitioners that they only report “serious” adverse
events (to one particular designated recipient of such reports), while at the
same time ensuring the accessibility of the reporting system to consumers
and health-care practitioners so that they may report non-serious events as
well. Such an approach would capture more data regarding both serious and
non-serious adverse events over time, but would preserve the ability of fed-
eral regulators to concentrate their resources on responding quickly and
effectively to reports of the most serious adverse events. One model is the
Special Nutritionals Adverse Event Monitoring System (SN/AEMS) oper-
ated by the US Food and Drug Administration, which receives reports from
consumers, health professionals, public health agencies, and others about
adverse events involving “dietary supplements” (defined broadly in federal
US law to include what are called “natural health products” in Canada).
Reports can be made to federal regulators not only by phone or letter, but
also through the FDA's MedWatch program online, and the system of
reports is searchable by members of the péhfic.

Indeed, such a system is really a more formalized mechanism for cap-
turing some of the data about the use, safety, and efficacy of a product that
is currently often referred to as “historical knowledge” or “traditional
knowledge” — that is, the knowledge base about a natural health product (or
practice or system of medicine) that has been built up over decades or cen-
turies by healers and patients. Such information provides “warning signals”
to regulators about emerging safety concerns, provides information for con-
sumers, and also helps identify priorities for research in the field of com-
plementary/alternative medicine.

Recommendation 19

In consultation with consumer groups, manufacturers, health-
care practitioners, and manufacturers, the Office of Natural
Health Products should establish a post-approval surveillance
system to collect the following information about natural health
products approved for sale in Canada: adverse events of varying
degree; short-term side effects and long-term cumulative
effects; and independent data regarding consumer use (eg,
prevalence and frequency of use, conditions for which product
used, etc).

Recommendation 20

Product licence holders should be required by law to reporany
“serious adverse event” relating to the use of their licensed prod-
uct, whether inside or outside Canada, and whether anticipated
or “unexpected,” to the Office of Natural Health Products with-
in a set, short number of days after receiving information about
such an event.

Recommendation 21

Health-care practitioners should be required by law to report to
the Office of Natural Health Products any serious adverse event
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relating to the use of a natural health product (whether or not
licensed for sale in Canada) occurring in Canada or in a patient
under their care and of which they have personal knowledge,
within a set, short number of days after learning this information.

Other safety monitoring mechanisms

Post-marketing monitoring of the safety of drugs need not be the responsibil-
ity of government alone. Manufacturers and vendors of health products can
demonstrate good corporate behaviour and a commitment to quality health
care by doing more than simply the reporting that is required by law. Indeed,
larger vendors can make their own contribution to protecting consumers of
their products through proactive initiatives to monitor the use and safety of
products.

Good examples can already be found in both Canada and the United States.
The HealthWatch program of Shoppers Drug Mart, one of the largest
Canadian drugstores with in-store pharmacies, seeks to provide information
to consumers about the uses, contraindications, and possible side effects of
both prescription and non-prescription medications, as well as possible com-
binations of medications to avditf It also makes this information available
online via its website. In the United States, CVS Corporation, the largest drug-
store chain in the country, has done its own research indicating that almost 40
percent of people in the US do not advise their doctors when they self-med-
icate with herbal remedies. In response, in January 2000 it implemented a
nationwide “voluntary disclosure” program that encourages customers to
complete a form listing all non-prescription pharmaceuticals, vitamins, sup-
plements, and herbal products they use. The pharmacy enters that information
into a confidential patient profile, which is then used to generate a warning of
possible interactions with the prescription medication being purchased, which
information is provided to the customer. The program is operating in every
store, and patients can also access the relevant information via the company’s
website (although the information is not always presented in a way that is
accessible to many consume).

With due protections for confidentiality (eg, aggregating data with con-
sumer identifiers stripped), such programs could provide a highly useful
source of data on patterns and prevalence of the use of natural health products
in Canada. They could, however, be even more useful if large pharmacy
chains were to assist with implementing a computerized system for the report-
ing of adverse events in the use of medications (prescription drugs or natural
health products). This could provide “flags” for pharmacists and federal reg-
ulators as to potential harmful side effects from a product, or the interaction
of products, that can then be subject to further investigation in order to protect
consumers.

Recommendation 22

The Office of Natural Health Products, Colleges of Pharmacists,

pharmacists’ professional associations, and manufacturers of nat- 25 See the HealthWaich Medication Libray at

ural health products should, with the input of consumer groups, wwwishoppersdrugmart.ca/en_CA/healthwatch/
collaborate to develop a protocol for pharmacists to encourage drug_indexhtrml.

. . . . . . 226 |
patients purchasing prescription drugs to voluntarily disclose ooy first t0 launch prograr fo assst cus

i o X . omers who use herbal products [media release],
which natural health products and non-prescription medications 20 January 2000 (www.CVS.com); Helwig D. US

: : : . . pharmacy chain tracks customer's use of herbals.

they are using. That information must be kept confidential, and Canadian Medical Association Journal 2000; 162

should be tracked by pharmacies so that possible interactions 852,
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between natural health products and pharmaceutical drugs, or
between different natural health products, can be identified to
inform consumers about possible safety concerns with the use of
a product, or the interaction of products, and to draw these con-
cerns to the attention of Health Canada for further investiga-
tion.

Enforcement of Regulatory Standards

Adequate deterrents and effective enforcement of a regulatory framework
are required if the goal of protecting the public is to be realized. The ONHP
Transition Team noted in its final report that

under the present system ... compliance to [sic] current regula-
tions is very low. This is partially the result of common knowl-
edge that regulatory enforcement has been, at best, sporadic and
weak. In addition, if one is found to be in non-compliance, the
probability of prosecution is low. If a charge is laid, the penalty

is minimal and is considered by many to be merely the cost of
doing busines&’

The lessons learned from experience with the current system applicable to
“drugs” should inform the development of an improved regulatory frame-
work for natural health products (and for drugs). It has been highlighted ear-
lier that, from the perspective of the ethical principles of non-maleficence,
beneficence, and respect for autonomy, it is of particular concern that cur-
rently the quality of natural health products sold to consumers is often
uncertain and highly variable. Quality control mechanisms (eg, good man-
ufacturing practices, standardized labeling requirements, etc) have been
identified above as ways of enhancing consumer protection and autonomy.

But quality standards are meaningless unless observed and enforced. To
rely solely on voluntary compliance by product manufacturers would be
naive, particularly in light of past experience with the regulatory system for
drugs and the demonstrated current lack of quality standards prevalent in
the natural health products market. Deterrents against non-compliance with
regulatory standards need to be established by, among other things, setting
appropriate penalties in the regulations.

Recommendation 23

To protect consumers, the federal government should ensure
that penalties established for breach of regulatory requirements
regarding the manufacture, licensing, labeling, and distribution
and sale of natural health products should be sufficiently strong,
and their enforcement sufficiently vigorous, to ensure compli-
ance with those regulatory requirements.

Cost Recovery

During the transition process of establishing the ONHP, it was suggested by
the ONHP Transition Team that in providing “services” to its industry
“clients,” the government as regulator of health products should develop its
regulatory system (including fees charged) in consultation with industry, so
as to ensure that industry “has a voice in the design and delivery of such
service??®and to avoid over-burdening applicants for product licences.
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Clearly, an overly cumbersome process is not ultimately in consumers’
interests because it unnecessarily creates barriers to accessing health care.
However, a caution must be sounded here. The rigour of the regulatory
process cannot be weakened as a result of allowing holders/applicants for
product licences to exercise any significant influence on the fees charged for
regulatory review and approval or the design and implementation of the reg-
ulatory system. To do otherwise would be detrimental to both public health
and to public confidence in the regulatory system. It is consumers who ulti-
mately ingest, apply, or otherwise use industry’s products and generate indus-
try’s profits — and it is to consumers that the Office of Natural Health Products
owes its ethical and legal duty of care.

Recommendation 24

The Office of Natural Health Products must ensure that, in
designing the regulatory system applicable to natural health prod-
ucts, the public interest remains paramount and must always
supersede the interests of industry, where these are in conflict.
Safeguards have to be put in place to ensure that the Office remains
fully independent from the industry it purports to regulate.

Regulating Practitioners Who Deliver
Complementary/Alternative Health Care

In light of the conspicuous increase in popularity currently being
enjoyed by alternative therapies, it is clearly cause for concern that
the vast majority of these therapies are not regulated in any sig-
nificant way. Two potentially important consequences of this lack
of regulation are: (1) that it is difficult for the public to distinguish
among therapies and among practitioners of these therapies; and
(2) that there is a potential for harm to the public as a result of
unregulated practic&?

The preceding section examined specific aspects of direct, statutory regula-
tion of natural health products in Canada. This section examines issues relat-
ed to directly regulating complementary/alternative health-care practices and
practitioners. (The next section deals with issues raised by indirectly regulat-
ing practice through the application of common law doctrines.) In this section,
the paper:

(1) describes the primary models for statutory professional regulation;

(2) discusses practitioner views of regulation and identifies voluntary self-
regulation as a suitable approach for complementary/alternative practi-
tioners not already regulated by statute as health professionals;

(3) discusses the regulation of conventional health-care professionals who
incorporate complementary/alternative therapies into their practice; and

(4) notes the special position of traditional Aboriginal healers vis-a-vis reg-
ulatory authority.

Statutory Approaches to Regulating
Health-Care Practitioners

The principal purpose of regulation of any healthcare profession

is to protect the public from unqualified or inadequately trained % McNamara L, Nelson E. Regulation of Health

Care Professionals. Chapter 2 in: Downie &

practitioners. The effective regulation of a therapy thus allows the Caulfield, supra, note 190, 51-81 at 79.
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public to understand where to look in order to get safe treatment
from well-trained practitioners in an environment where their
rights are protectetf®

The regulation of occupations and professions (including health-care prac-
titioners) is a provincial/territorial responsibility. However, provincial/terri-
torial governments have largely delegated regulatory responsibility to (rec-
ognized) health-care professions themselves by statute. Professional regu-
latory bodies (eg, “colleges,” “boards,” etc) are delegated the power to
establish standards of practice and codes of conduct for their members by
enacting regulations, by-laws, and policiés.

There are three principal forms of regulation of health care providers,
listed here from most to least restrictive:

(1) a licensure model;
(2) a certification model; and
(3) a registration model.

Until recently the first two of these have been the principal models adopted
in Canada, although, as described below, several jurisdictions have now
moved to reform their licensure models (moving from a system of “exclu-
sive scopes of practice” for each profession to a “controlled acts” model
with overlapping scopes of practice). As each province and territory in
Canada has its own legislation — in many cases, numerous statutes and reg-
ulations — governing a variety of health-care providers, it is not possible to
canvass them all hefé Instead, examples of the various models will be
used where necessary to illustrate the implications for the practice of com-
plementary/alternative medicine.

Licensure

“A licensure or exclusive scope of practice regime means that only licenced
members of those professions can do things considered to be ‘medicine’ or
‘dentistry’ or whatever other services fall within the scope of practice of the
particular profession. The governing legislation defines the scope of practice
of each regulated profession with varying degrees of specificity (medicine
generally being the broadest), effectively granting members of the profes-
sion a monopoly over the provision of those services.... Providing services
considered to constitute practising medicine or one of the other regulated
professions without the authorization of a licence to practice or a proper del-
egation of authority is an offenc&2 Licensing regimes usually also involve
the ongoing regulation of professional practice, and discipline for those who
fail to meet the standard set by the profession through its regulatory body.
Québec offers a good example of the licensure model.Méutical
Act3* contains a very broad definition of the “practice of medicine” and
excludes all except physicians from engaging in such practice:

s. 31 Every act having as its object to diagnose or treat any defi-
ciency in the health of a human being constitutes the practice of
medicine. The practice of medicine shall comprise, in particu-
lar, medical consultation, prescribing of medication or treat-
ment, radiotherapy, attendance at confinements, establishing
and controlling diagnosis and treatment of illnesses or diseases.

s. 43 Subject to the rights and privileges expressly granted by
law to other professionals, no person may perform any of the
acts described in section 31, unless he is a physician.
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Those not licensed in Québec as physicians, but whose services fall within
this very broad definition of practising medicine, are technically breaking the
law. The practice of complementary/alternative medicine is not per se illegal
in Québec, but only a licensed physician who is subject to professional codes
— which greatly restrict the freedom of practice — may practise such therapies
legally. The broad definition of practising “medicine” noted above makes it
clear “that non-physicians may practise neither conventional nor alternative
forms of healing?3®

Certification

Under a certification system, the use of a designated professional title is
restricted to practitioners who have qualified by meeting certain educational
and training requirements. Other practitioners may offer a given service, but
they cannot use the title. (For this reason, a certification system is sometimes
referred to as a “right to title” systerf?y Certification is therefore meant to
serve as a form of quality assurance, signaling to the consumer/patient that a
certified practitioner meets certain minimum standards.

Certification is not as strict as licensing in the sense of creating a
monopoly over the occupation as a whole.... The certification is a
form of shorthand or credentialing signal for the public, indicat-
ing a certain background or educational level. The public is still
free to choose to use a certified or uncertified supplier of services,
but is given more information on which to base a choice....
Because certification does not restrict the number of practitioners
in the market, it does not have the same anticompetitive problems
as licensing. Certification, however, may also have its disadvan-
tages. Consumers may not be aware of what is implied by certifi-
cation and fail to make informed decisions regarding the qualifi-
cations of practitioners. Certification does not protect against
third-party harm or mitigate the risk of severe harm. Certification
may be also only a step on the way to the more restrictive regime
of licensing?®’

Unlike a licensure system, a certification regime generally does not involve an
ongoing system of professional accountability, such as mechanisms for disci-
plinary proceedings against certified practitioners.
It is possible for a jurisdiction to have both licensure and certification
approaches for different fields of practice or groups of practitioners. Some
professionals (eg, physicians) could be granted a licence and with it an exclu-
sive right to practise that profession; practising without a licence would be
prohibited. Other practitioners (eg, massage therapists) could be grantedfﬁ'fa”fnzﬂh:?au‘;“dnglmff)“{“n‘igg N e
right to use a particular professional title upon being certified, but NON-CErtin Quebec, Ottana Law Review 1997-98;29: 335.
fied practitioners could still offer the service. 367 at paras 15-16 (QL).

236 |t should be noted that matters are made
Registration even more confused by the fact that some certi-
Lo . . . . . fied practitioners under a certification system are

The least restrictive regulatory model is a registration model, which simplyntited to refer to themselves as “registered”

ractitioners (eg, “registered massage therapist”),

requires that every practitioner providing the service must register their NAME, comormes rorfeaton systems are referred
and address on some sort of official registry. From a strict legal perspectivetegs regstration” systems. However, this is not

only confusing but is inaccurate, as should be evi-

registration model can barely be considered a form of “regulation,” SinCe ient from the comments that follow about the
imposes no particular training standards or other qualification requirementggistration model. Certified practitioners must
. . . K © more than simply register the fact of their
and involves no legally binding professional standards or mechanism fQFactice with some registering body; they must
investigating and disciplining practitioners who do not meet establishegeet speciied standards of training.
standards. “As such, registration schemes are not necessarily found in legisfaZe: M The privatization of regulation: five

models of self-regulation. Ottawa Law Review

tion. Rather, a registration model would likely be the initial step taken by a997-98:29:233-302 at paras 53-54,63 (QL).
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professional organization in its quest for certification or licensing and, ulti-
mately, [statutory] self-regulatio®® (The next subsection looks at the
issue of voluntary self-regulation by complementary/alternative practition-
ers, which could, outside a statutory scheme, complement a registration sys-
tem with more substantial, private regulation of practitioners.)

Reforming the licensure model: “controlled acts”
and overlapping areas of practice

In recent years, some provinces have introduced significant reforms to their
regulatory regimes that more directly flow (at least in theory) from the pol-
icy objective of protecting the public. Rather than focus principally on
licensing professions and establishing “scope of practice” monopolies on
expansively defined disciplines such as “medicine,” this new model focus-
es on identifying acts or practices that pose a risk of harm to patients and
authorizes only certain practitioners to provide or perform them.

Ontario was the first Canadian jurisdiction to adopt this new “controlled
acts” model. TheRegulated Health Professions Act, 189%liminated
exclusive licences to practise, and instead introduced a new regime that:

(1) describes the scope of practice for each of the twenty-four regulated
health professions, setting out which practices members of the profes-
sion may perform;

(2) lists a number of “controlled acts” that may only be performed by
members of specific professions because specialized knowledge and
expertise are required to avoid unacceptable risks to public safety;

(3) prohibits any person (including health professionals acting outside the
permissible scope of their practice) from treating or advising people
about health matters if it is foreseeable that serious harm may be the
result; and

(4) regulates the titles that members of various health professions may
legally use in providing services, and prohibits unregulated practition-
ers from holding themselves out as qualified to practise a regulated
profession.

The statute also sets out a mechanism for considering requests by other
groups of practitioners for recognition as statutorily recognized, self-regu-
lating health professionals.

Some other jurisdictions have also moved, or are moving, to reform their
licensure systems away from an “exclusive scope of practice” model to a
“controlled acts” model with shared scopes of practice. For example, at the
end of March 2001, the BC Health Professions Council produced a report
recommending such a revision of that province’s system for regulating
health profession&?

Should Complementary/Alternative
Practitioners Be Regulated, and How?

Whether the professionalization of complementary/alternative
medicine is desirable and warrants support by the state is an
issue for further debate. It can be seen as protection of the public
or as the furthering of self interests for complementary/alterna-
tive therapists. Much depends on the form in which profession-
alization is implemented. The outcome will hinge not only on
the state and the medical profession, but also on the position
taken by complementary/alternative medicine organizations
themselves on the most appropriate way to professior&lize.
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Practitioners’ views of practice regulation

In its recent report on complementary/alternative medicine, the UK House of
Lords reported that all witnesses appearing before it (including numerous
complementary/alternative practitioners) “saw that some form of regulation
was important; there was widespread consensus that regulation, handled
appropriately, had many benefits for the public and the profesgf@ns.”
Furthermore, it noted the position of the Foundation for Integrated Medicine
that effective regulation of complementary/alternative therapies is central to
development in many areas of complementary/alternative meéféine.

Cain et al have reported similar findings from in-depth interviews with
Canadian practitioners who provide complementary therapies to people with
HIV/AIDS. Their literature review suggested that most practitioners were
“ambivalent about state intervention and regulation.” But in fact, among the
practitioners they interviewed “there was little ambivalence. The complemen-
tary therapy practitioners interviewed were by and large unanimous in their
support for state regulation of both therapists and products (herbs and supple-
ments).244 Practitioners interviewed by Cain et al saw regulation as desirable
for a number of reasons:

 the symbolic value of being recognized as legitimate practitioners;

 the protection against possible charges of practising medicine without a
licence that could come with such recognition;

» the ability to set standards and “weed out” unqualified practitioners
“whose incompetence jeopardizes the health of patients and at the same
time reflects badly on the entire profession”; and

» greater integration into the health-care system, with consequent benefit to
patients, such as ease of referral between conventional and complementa-
ry/alternative practitioners, improved access to diagnostic services,
greater likelihood of access to government funding for services, and
reduction of financial barriers for patients to access therapies.

Cain et al reported that:

We had expected to hear an underlying critique of the state and of
governmental control.... Yet, when practitioners discussed the
role of government, it was almost always to mention how they
wished the state would regulate their practice (or, in the case of
chiropractors and naturopaths, how glad they were they were reg-
ulated). Rather than being seen as a mechanism by which Western
medicine could control and restrict their practices, state regulation
was welcomed as an important element in the achievement of
recognition and legitimacy, and in protecting them from accusa-
tions of practicing medicine without a licence. Practitioners them-
selves cited the important role of the state in monitoring and dis-
ciplining “the quacks” among them, partly to protect patients and
partly to protect the reputation of their approach.

Our initial expectations [of practitioners’ ambivalence toward reg-

ulation] were, perhaps, most supported by the statements of the 22 U House of Lords, supra, note 204 at para

Aboriginal healers. They expressed a more serious critique of 52

Western medicine, and distrust of governments which they felt 2% Foundation for Integrated Medicine. Integrated
. . . R Healthcare: A Way Forward for the Next Five Years?

reflected the interests of the dominant white culture in Canada. London: FIM, 1998 (available via wwwfimed.org).

Their approach to healing was firmly grounded in a spiritual/ 2 Cain R, Pawluch D, Gillett }. Practitioner

philosophical belief system or cosmology. In a variety of ways, Perspectives on Complementary Therapy Use

X Among People Living with HIV. Health Canada,
they represented a more clear cut alternative not only to Western — March 1999: 17-19,22:23.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS 75



There is a wide range of opin-
ion among CAM practitioners
as to the value of regulation.

245 |bid at 17.

246 Cohen, supra, note 198. Cohen'’s observations
apply equally to an “exclusive scope of practice”
form of licensure and to a more flexible “con-
trolled acts” form.

247 For a Canadian example of this phenomenon,
see by-laws adopted by Toronto that have attract-
ed considerable criticism from local massage ther-
apists: City of Toronto By-Laws Nos. 806-1998
and 737-1999.

248 Cohen, supra, note 198 at 35.

2“Milbank Memorial Fund, supra, note 180 at 6.
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treatments, but to the mainstream, Western understanding of
what illness and healing are fundamentally a®ut.

There is a lack of reported research on the views of practitioners in various
complementary/alternative health-care fields. Furthermore, it has been
noted that there is a wide range of opinion among complementary/alterna-
tive practitioners generally, both in different areas of practice and within
specific fields, as to the value of regulation. Some practitioners already have
the experience of both the benefits and drawbacks of direct, statutory regu-
lation (eg, chiropractors being the most widely recognized, in almost every
province/territory), while others are only just beginning to be recognized as
health-care professionals (eg, acupuncturists, Traditional Chinese Medicine
practitioners, naturopaths, massage therapists).

Is a licensure model appropriate?

Cohen has identified a number of possible benefits and concerns about
moves toward professional regulation on a licensure r#§det comple-
mentary/alternative practitioners. Possible benefits include the following:
(1) minimum competence criteria help establish the legitimacy of a profes-
sion by reassuring the public and regulators about quality of practice; (2)
independent professional licensing helps preclude other professionals (eg,
physicians, nurses) from taking over the profession; and (3) licensure
encourages and facilitates the development of the profession through oppor-
tunities for insurance coverage, hospital privileges, and the like.

However, not all complementary/alternative practitioners favour this
approach. Some are concerned that it may lead to more, rather than fewer,
restrictions on the practice of complementary/alternative meditine.

Further, some providers prefer to remain outside the regulatory
system, finding regulation inappropriate or reductionistic and
arguing that modalities such as skilled touch cannot be tested by
uniform, written examinations. Finally, some fear “the heart and
art of the profession will be lost,” as licensure increases bureau-
cratic control and brings subjective or intuitive modalities into
the biomedical modéf®

Another consideration is the financial cost of professional regulation.
Members of regulated professions bear the principal cost of supporting a
regulatory body that administers the regime of training, examining, and
licensing members and maintaining malpractice insurance. This cost, some
of which may be passed on to consumers, also needs to be considered in
determining whether, and to what degree, a professional regulatory system
is feasible or desirabfé?

In the abstract, it is difficult to say whether, at the end of the day, mov-
ing to a professional licensure model would increase access to complemen-
tary/alternative health-care practices. It may restrict access in the sense of
imposing some additional cost on practitioners that will be reflected in the
cost of their services to patients, but at the same time it will increase the
chances of public and private health insurance plans covering such treat-
ments; the net result could be increased access for patients. It may restrict
access in the sense of excluding from legal practice those who do not meet
the criteria for being licensed, but at the same time it will improve access to
practitioners who the consumer can feel confident have met at least some
minimum qualifications, are bound by professional standards and obliga-
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tions, and carry malpractice insurance. The most contentious issues will be

determining the appropriate qualifications and standards of practice for vari-

ous complementary/alternative modalities. Raising (or establishing) the bar .

will necessarily exclude some practitioners, but at least theoretically ensurdgluntary self-regulation may be

a more reliable, acceptable quality of service in more cases. It may be possie first step toward eventual

ble to strike a balance bet_vyeen, on 'Fhe one hand, preserving access fo_r patigfffutory self-regulation as

and the freedom of qualified practitioners and, on the other, protecting thhe .
. . L ) : ealth professionals for many

public’s interest in receiving quality services when they seek out complemen-

tary/alternative therapies. complementary/alternative

ractitioners.
Voluntary self-regulation as the initial step P

A statute-based regulatory model of licensing with a defined scope of practice
has been achieved in some jurisdictions by some practitioners who were (at
least at one time) considered “alternative” or “complementary.” For example,
osteopathy is incorporated (in different ways) into the legislation of several
provinces; chiropractors are regulated by legislation in all provinces and in
Yukon (although the defined scope of practice varies somewhat); and natur-
opaths are regulated by legislation in four proviri€&&ut, even if practi-
tioners felt it desirable, this most extensive model of statute-based profes-
sional regulation is not necessarily feasible for many complementary/alterna-
tive practitioners at this time, and alternatives such as voluntary self-regula-
tion might be considered.

Over the years, [the] system of state-sanctioned self-regulation
has been extended to an increasing number of health professions.
In practical terms, this means that the rules governing the practice
of the profession and the institutions that formulate and imple-
ment them have the imprimatur of the state, and that the state will
support both the enforcement of those rules and sanctions
imposed for their breach. This is to be contrasted with systems of
voluntary self-regulation that prevail among providers of some
types of health care services, where entry [into practice] and activ-
ities are controlled and standards imposed independently of the
state, and the state does not lend its weight to sanctions such an
independent group may impose.

Voluntary self-regulation may be the first step in a process of eventual pro-
fessionalization with statutorily-sanctioned self-regulation, which process
may be described as follows:

A voluntary group of practitioners bands together to raise the stan-
dards of the profession. Efforts are made to establish a university
program of training and continuing education programs are

offered. A code of conduct is written and members are expected
to adhere to it. Membership in the organization may become pres-
tigious and an important asset in job-hunting. The members begin

250 Canadian Overview, supra, note 10 at s llI(D).

2! Ibid at 92.

to lobby for regulation and self-government.... “It [the organiza-
tion] emphasizes that, unlike other occupations, its members act
on the basis of a body of knowledge which has been organized
into a systematic theory and is taught at a univéfsfyit also
stresses its members’ commitment to high standards of compe-
tence and ethics and points to its own efforts in this regard. In
other words, it makes the case that it is similar to other groups
which have already been given professional status and is dissimi-
lar to mere occupationg®®

22 It should be queried, however, whether univer-
sity-based training should be thought of as neces-
sarily a prerequisite, or whether other education-
al/training avenues could serve the purpose just
as well — particularly since there are few universi-
ty-level educational opportunities in Canada in
most fields of complementary/alternative medi-
cine.

253 Priest, supra, note 237 at para 64, citing
Manitoba Law Reform Commission. Regulating
Professions and Occupations (Report 84).
Winnipeg: Queen’s Printer; 1994, at 5-6.
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254 Kelner M. Presentation to the Advisory Group
on Complementary and Alternative Practices and
Therapies, Health Canada (Health Systems
Division, HPPB): Report on Regulation and
Coverage, based on: Discussion Document on
Integrated Health Care (1997, UK), 7 June 1999,
at 2-3, summarizing Mills S, Peacock W. Professional
Organisation of Complementary and Alternative
Medicine in the UK 1997:A Report to the Depart-
ment of Health. University of Exeter, 1997..

255 UK House of Lords, supra, note 204, paras
5.17,5.23.

256 Budd S, Mills S. Professional Organisation of
Complementary and Alternative Medicine in the
United Kingdom 2000: A Second Report to the
Department of Health. University of Exeter, 2000,
cited in: UK House of Lords, supra, note 204 at
para 5.16.
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Recommendations have certainly been made in the UK for pursuing this
route among complementary/alternative health-care practitioners. In 1997,
researchers with the University of Exeter's Centre of Complementary
Health surveyed all regulatory and professional registering bodies in the
field of complementary/alternative medicine, which included representation
from the vast majority of various complementary/alternative medicine ther-
apies and professions. The researchers concluded that statutory regulation
is “not a realistic option” for most complementary/alternative practitioners
in the near future, due to lack of government willingness and the high
administrative costs. However, they also suggested that complementary/
alternative practitioners

would need to demonstrate a sound record of voluntary self-reg-
ulation before moving to statutory regulation.... For the major-
ity of CAM professions, the establishment of a credible and
effective self-regulatory system is practical, achievable and
desirable. This should be done without delay. The challenge is
for groups within each profession to put aside past differences
and unite around agreed standards of training, competence and
ethical practic@>*

After hearing from numerous witnesses, the UK House of Lords
Committee reached a similar conclusion in its 2000 report on complemen-
tary and alternative medicie® The Committee outlined the features of a
good voluntary self-regulatory body:

* maintains a register of individual members or member organisations;

» sets educational standards and runs an accreditation system for training
establishments;

* maintains professional competence among its members with an ade-
guate programme of continuing professional development;

» provides codes of conduct, ethics and practice;

* has in place a complaints mechanism for members of the public;

* has in place a disciplinary procedure that is accessible to the public;

* requires members to have adequate professional indemnity insurance;

» has the capacity to represent the whole profession;

* includes external representation on executive councils to represent
patients or clients and the wider public inter&%t.

Implementing a regulatory scheme (whether statutory or voluntary)
requires resources, which many groups of complementary/alternative prac-
titioners will not necessarily be able to pool to support the necessary infra-
structure, given the small numbers of practitioners in some disciplines (par-
ticularly if groups on a regional or provincial level are contemplated, as
opposed to drawing upon a larger field of practitioners from across the
country). Furthermore, practitioners need support in organizing profession-
ally so as to implement self-regulation in the public interest. Participants at
the January 2001 national planning workshop on issues related to comple-
mentary therapies and HIV/AIDS in Canada identified the need for this
support in the form of concrete resources, and we reiterate that recommen-
dation here.

Recommendation 25

Recognizing that different fields of complementary/alternative
practice are at different stages of professional organization,
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practitioners should: organize themselves into practitioner associ-
ations; via such associations, consider the costs and benefits of
establishing professional standards of qualification, ongoing com-
petence, and acceptable practice as conditions of membership;
and establish a mechanism for ensuring accountability of mem-
bers for caring for patients in accordance with those standards.

Recommendation 26

Health Canada should facilitate the creation of a working group,
including representatives of newly or recently regulated comple-
mentary/alternative medicine practitioner groups, to produce and
disseminate a resource tool (a “how to” guide) on developing
mechanisms for voluntary self-regulation as a profession.

Recommendation 27

Research funding agencies (both health-care research funding
agencies and agencies funding research in other disciplines), as
well as Health Canada under the Canadian Strategy on
HIV/AIDS, should fund research that provides up-to-date infor-
mation about:

 the views of people with HIV/AIDS who use complementary/
alternative therapies, practitioners (complementary and con-
ventional), manufacturers of natural health products, govern-
ment, and private insurers, regarding the necessity for regula-
tion in the fields of complementary/alternative health care, the
role of government in regulation, and different models for reg-
ulating products and practitioners;

» areview of legal cases that (i) assesses the treatment of comple-
mentary/alternative medicine and practitioners using comple-
mentary/alternative medicine by professional regulatory bodies
and before the courts; and (ii) explores the ethical and legal
obligations of both conventional and complementary/alterna-
tive practitioners in the use of complementary/alternative med-
icine, as well as providing guidance for community-based
organizations serving people with HIV/AIDS about the legal
and ethical obligations governing the provision of complemen-
tary/alternative services and information; and

« the financial and other costs and benefits of different models of
regulating practitioners in the health-care field, to inform deci-
sions about which regulatory models are best suited for the reg-
ulation of practitioners in different fields of complementary/
alternative medicine (if any regulation is found to be necessary).

Regulation of Conventional Practitioners Who Use

Complementary/Alternative Medicine

The preceding section examined the sentiments expressed by “complementa-
ry/alternative practitioners,” referring to those whose sole or principal practice
is in a field or discipline of complementary/alternative medicine. But the use
of complementary/alternative therapies or practices is not limited solely
to these providers. Some “conventional practitioners” — meaning those who
are trained and qualified within a conventional, biomedical model — are dual
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257 Canadian Overview, supra, note 10 at 103. See
this document for a review of the substance of
each of the policies (where adopted). These
include: College of Physicians & Surgeons of
British Columbia. Acupuncture. Policy Manual,
Chapter A-2 (February 1997); Complementary
and Alternative Therapies. Policy Manual, Chapter
C-12 (June 1999); Unproven and Unconventional
Treatment. Policy Manual, Chapter U-2 (June
1995), all online via www.cpsbc.bc.ca; College of
Physicians & Surgeons of Manitoba. Scientific
Acceptability — Procedure Approval. Statement
No. 153 (revised 1998); College of Physicians &
Surgeons of Ontario. Complementary Medicine:
Policy #1-00 (approved November 1997,
February 2000), available online via
www.cpso.on.ca; College of Physicians & Surgeons
of Manitoba. Unproven Therapies. Statement No.
149. (revised 1999); College of Physicians &
Surgeons of Alberta. Complementary Health
Care Therapy Provided by Medical Practitioners
(1996); College of Physicians & Surgeons of
Saskatchewan. Standards for Performance of
Chelation Therapy (By-law 52); Corporation pro-
fessionnelle des médecins du Québec.
Professional Practice and Alternative Therapies
(June 1994);Yukon Medical Council. Acupuncture
Guidelines (6 May 1986);Yukon Medical Council.
Position Statement: Chelation Therapy (undated);
Federation of Medical Licensing Authorities of
Canada. Considerations for the Regulation of
Physicians Who Use “"Complementary Therapies”
by Licensing Authorities in Canada, 3 September
1998.
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practitioners with training in one or more fields of complementary/alterna-
tive medicine (with varying degrees of emphasis between conventional and
complementary/alternative practice). Others, while not properly character-
ized as dual practitioners, incorporate some complementary/alternative
therapies into their predominantly conventional medical practices. And an
increasing number of conventional practitioners are expressing an interest
in improved professional education regarding complementary/alternative
therapies, either out of personal conviction that such therapies are or may
be an important aspect of improved health care, or simply out of a recogni-
tion that the use of complementary/alternative therapies is common among
patients and better knowledge of these therapies is required as part of better
practice.

But conventional practitioners generally operate in a different regulatory
environment than most complementary/alternative practitioners.
Conventional practitioners are subject to statute-based regulatory regimes
implemented by a professional regulatory body with professional codes and
standards of practice that affect practitioners’ freedom to refer patients to
complementary/alternative practitioners and/or the use of complementa-
ry/alternative therapies by a conventional practitioner. Of course, some
“complementary” disciplines, such as chiropractic, are subject to regulato-
ry regimes very similar to those of conventional practitioners such as physi-
cians or nurses. But for our purposes, a general distinction can be drawn to
illustrate that practitioners who are members of regulated conventional
health professions often face specific considerations in incorporating com-
plementary/alternative therapies into their practices.

According to the recent review conducted by the York University Centre
for Health Studies:

Currently, six of the ten provinces and one territory have formal
statements [by professional colleges] regarding the prdstice
physicians of complementary/alternative medicine: British
Columbia, Alberta, Saskatchewan, Ontario, Quebec and the
Yukon. New Brunswick has not yet adopted a general policy on
the topic, but endorses national statements that have been pro-
duced and responds to ancillary issues that arise using its pro-
fessional misconduct rules. Newfoundland is in the process of
developing guidelines. The remaining two provinces, Nova
Scotia and Prince Edward Island, have not adopted specific
policies. In addition, the Federation of Medical Licensing
Authorities of Canada (FMLAC), an umbrella organization of
the various self-governing bodies, has issued a position state-
ment on alternative therapies and practices. Five of the six
provincial policy statements on the topic are in general terms.
The sixth, Saskatchewan'’s, and the Yukon'’s are specific to par-
ticular forms of alternative treatment. While all give primacy of
place to conventional, scientifically recognized treatment, the
emphasis and regulatory approach varies considefably.

Restrictive approaches

The historical tension between the medical profession as a whole and prac-
titioners of complementary/alternative therapies is often reflected in the
policies governing the conduct of physicians. For example, in Québec,
although physicians (and only physicians, as noted above) can legally prac-
tise complementary/alternative medicine, they are bound by strictly worded
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policies that in effect prevent most use of such therapies (or at least cast the
pall of possible professional discipline over their use). As Blanc points out,

physicians who hold a valid provincial licence may resort to alter-
native therapies, but are limited by sections 2.03.14 and 2.03.17 of
the Code of Ethics, which provide, respectively, that physicians
must adhere to “scientific principles” and refrain from acting in a
way that contradicts “current medical science.” Thus, Quebec
physicians must refuse to administer an alternative form of treat-
ment where recognized therapies exist. Alternative medicine may
be resorted to only where no treatment is specifically recognized
by current medical science. The physician must then justify his or
her choice of therapies and obtain the patient’s free and informed
consent pursuant to articles 11 to 25 of the Civil Code of Quebec
and section 2.03.28 of the Code of Ethics. Again, “scientific prin-
ciples” and “current medical science” are not defined in ... the
Code of Ethics. It is therefore far from certain that physicians may
practise alternative medicine freé¥’.

British Columbia policy — at least at the level of the professional regulatory
body — is in some respects similar in its view of physician involvement with
complementary/alternative therapies. The College of Physicians & Surgeons
has issued policies that make it very difficult for a physician to provide any
sort of complementary/alternative therapy to a patient without breaching
College policy. Even though informed consent of a patient to any procedure
is always required as a matter of ethical practice, official College policy states
that “the ethical physician ... must not expose the patiemytdegree of risk

from a complementary or alternative therapy of no proven befiéfithe
College’s guideline even goes so far as to prohibit physicians from associat-
ing with health professionals who offer complementary/alternative therapies:

the ethical physician ... must not associate with, or refer patients
to, alternative practitioners who recommend unproven over
proven therapies. By doing so, the physician assumes a degree of
responsibility for the outcome of the treatm&ft.

It should be queried whether such prohibitions are truly in the best interest of
patients — they reinforce patients’ concern that patients cannot disclose their
use of complementary/alternative therapy to their physician, and they ignore
the wishes of patients rather than assist them in making informed decisions
about their treatment choices. It also prevents or at least inhibits interdiscipli-
nary or “integrated” approaches to health care in which there is proper com-
munication and consultation between conventional physicians and comple-
mentary/alternative practitioners sought out by a patient.
This suggests a double standard that violates respect for the autonomy of
patients. Conventional therapies may often carry well-documented, signifi-
cant risks of harm in addition to their benefits, yet would be considered per-
fectly appropriate prescriptions. The key point is that it should be the patient
who decides, based on the available information, what treatment they wish to
pursue. Even if there is no benefit of a particular therapy that has been
“proven,” if the benefit and the risk have been thoroughly explained to a
patient and upon adequate reflection the patient feels the risk is worth taking,
it goes too far to discipline the physician who chooses to accede to theBianc supra, note 235 at paras 15-16.
patient’s wishes. This is not to argue that a physician must always agree t@*aolicy Manual, supra, note 155.
patient’s request. But the issue here is whether the physician who does sopid.
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It is too restrictive to profes-
sionally discipline the physician
who accedes to the informed
wishes of the patient to use an
unconventional treatment.

261 bid.

262 College of Physicians and Surgeons of
Ontario. News release re Dr Jozef Krop, 20
January 1999 (available via www.cpso.on.ca).

263 College of Physicians and Surgeons of
Ontario. Policy Statement: Complementary
Medicine, Policy No. [-00, approved by Council
February 2000 (available via www.cpso.on.ca).
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with the informed consent of the patient, should face accusations of profes-
sional misconduct and negligence. (It should be remembered that complemen-
tary/alternative therapies have suffered from a lack of quality research, and
may well face systemic biases in obtaining research funding and in the evalu-
ation of results from a biomedical model. Whether a benefit is “proven” may
depend in part on who is assessing the evidence.)

The BC College, while stating that the ethical physician “must respect the
autonomy of the patient in choosing from available treatment options,” then
immediately states that:

If the patient’s choice of a complementary or alternative therapy
has made it impossible for the physician to discharge his or her eth-
ical responsibilities, it is acceptable for the physician to terminate
the doctor—patient relationship:

Given that physicians have just been instructed that their ethical responsibili-
ties include not exposing the patientaioy risk of harm from a therapy of
unproven benefit, and not associating with or referring patients to practitioners
who do expose patients to such therapy, the policies of the BC College of
Physicians & Surgeons present a significant barrier to the careful and sensible
practice of medicine with patients who seek care from complementary/alter-
native practitioners.

Less restrictive approaches

More liberal approaches have been advocated or adopted in some jurisdictions.
In some cases, a College has asserted that it does not consider the mere fact of
using an unconventional therapy as evidence of professional misconduct for
falling below the acceptable standard of care. For example, this was the posi-
tion articulated by the College of Physicians & Surgeons of Ontario Krdipe

case, in which a physician practising “environmental medicine” faced discipli-
nary charges (not as a result of patient complaints). The College argued that,
given his particular mode of treatment, his practice had been substandard, and
that it was not targeting him because of his unconventional appfé&xritics

dispute this claim, and unfortunately the case has done little to diminish mis-
trust of the College on the part of some complementary/alternative medicine
practitioners and patients. Since t®p decision, the Ontario College has
adopted a policy that states:

In treating patients, physicians should ... provide sufficient infor-
mation to allow patients to make informed choices, and to refer to,
or consult with, others when the practitioner requires assistance or
when the standard of practice requires it. It should not be miscon-
duct to refer a patient, honestly and without conflict of interest, to
unconventional or complementary practitioners when appropriate
and when there is no reason to believe such a referral would expose
the patient to harrff3

Furthermore, the Ontario legislature has enacted a private member’s bill that
clarifies in law that a physician

shall not be found guilty of professional misconduct or of incom-
petence under ... the Health Professions Procedural Code solely on
the basis that the member practises a therapy that is non-tradition-
al or that departs from the prevailing medical practice unless there
is evidence that proves that the therapy poses a greater risk to a
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patient’s health than the traditional or prevailing practite.

This new Ontario provision is almost identical to the provision that has exist-
ed in Alberta law for several years which, as a result of a 1996 amendment,
now provides that a registered physician or osteopath:

shall not be found guilty of unbecoming conduct or be found to be
incapable or unfit to practice medicine or osteopathy solely on the
basis that the registered practitioner employs a therapy that is non-
traditional or departs from the prevailing medical practices, unless
it can be demonstrated that the therapy has a safety risk for that

patient unreasonably greater than the prevailing treafftfent. In some jurisdictions, it has

. . . o been recognized that using an
Finally, in sharp contrast to policy at the College level, at the legislative level

British Columbia has recently adopted an even more far-reaching stance thlérﬁconventlonal therapy does
Alberta and Ontario. In April 2001, despite strong opposition from the provin/10t amount to professional
cial College of Physicians & Surgeons, the legislature enacted Bill M202, srongdoing per se.

private member’s bill that amended several sections of the proviviedisal

Practitioners ActAs amended, the statute now defines “complementary med-

icine,” with reference to a medical condition of a patient, as “a diagnostic or

therapeutic measure” that (a) “would not customarily be used ... by most

other medical practitioners,” (b) poses “no greater risk” to the patient that a

measure in general use by most other medical practitioners, and (c) “presents

a reasonable prospect” for alleviating the suffering or improving the health of

that patient in relation to the condition. The statute further provides that:

» a qualified medical graduate cannot be denied registration as a physician
“solely because he or she supports complementary medicine or expresses
a desire to use non-traditional therapies”;
« the entitlement to practise medicine includes “the option to use any com-
plementary medicine or any diagnostic or therapeutic measure if, in the
judgment of the medical practitioner, it offers the reasonable hope of sav-
ing life, alleviating suffering or improving health”;
 college rules must not “unreasonably interfere” with the option of a med-
ical practitioner to practise complementary medicine (this calls into ques-
tion the continued validity of some aspects of the College’s policy state-
ments);
e acommittee to investigate a physician’s skill may not be appointed “sole-
ly on the grounds that such a medical practitioner practises complemen-
tary medicine or uses non-traditional therapies”;
» a physician cannot be professionally disciplined by the College solely 0R yedicine Amendment Act. 2000, 50 2000, ¢ 28,
the basis that he or she practices complementary medicine or uses non-trgémending the Medicine Act, 1991 by adding
.. . section 5.1 to this effect). This private member’s
d|t|0nal theraple§§6 bill came into force on 21 December 2000.

o .. 265 Medical P Act, RSA 1980, c M-12,
Another example of a more permissive approach comes from the Unlte;d@f o pefsen e ) S

Kingdom. Rather than calling for prohibitions on the use of complementars yiegical practitioners Act, RSBC 1996, ¢ 285, as

ry/alternative therapies by physicians, or their involvement in some fashiofrended by the Medical Practitioners Amendment
. .. . . . . ... Act, 2001, SBC 2001, c 16 (in force 20 April

with practitioners who do provide such therapies to their patients, the BritiSko|): see sections I (“complementary medi-

Medical Association has recognized that an increasing number of Convefg'f;@félc;s‘i} j:gf‘ghjgc‘)ugg:%;g;i‘”jn 8.

tional physicians often use complementary/alternative therapies in their pragrgeons of British Columbia objecting “in the
tices. In the interests of patient/consumer protection, the BMA has urged thigf"sest possible terms' to these amendments

see the College’s two releases to the media

“Medically qualified practitioners wishing to practise any form of non-con- dated 6 April 2001, available online via
ventional therapy should take recognised training in the field approved by tHg"™ <<

1 . . 267 . .
appropriate regulatory body, and should only practise the therapies after reg. =" e Assodation Complementary

dicine: New Approaches to Good Practice.

istration.®6” While this is not currently practicable in many cases, given theoxiord University Press, 1993,
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lack of professionalized development in many fields of complementary/alter-
native health-care practice, and hence the lack of established, quality training
programs and mechanisms for professional regulation, the BMA position
nonetheless reflects a less restrictive approach to the incorporation of comple-
mentary/alternative therapies into practice by conventional physicians that
should be considered as more appropriately striking the balance between non-
maleficence/beneficence and respect for patient’s autonomy.

This requirement has been established by some Colleges in Canada as well,
even while existing alongside more restrictive policies. For example, the
College of Physicians & Surgeons of BC, in its policy on acupuncture, has rec-
ognized that acupuncture has a “valid role in the management of patients with
selected pain syndromes,” and is of the opinion that physicians who face a
complaint or lawsuit alleging malpractice will be required to demonstrate that
they have documented evidence of having taken acceptable courses of study
in acupuncture, and either that they have passed the Acupuncture Foundation
of Canada examination or have been certified by the University of Alberta
Programme on Medical Acupunctiffé.

Recommendation 28

Colleges of Physicians and Surgeons, and other health profession-
al regulatory bodies, should solicit the views of their members, of
complementary/alternative practitioners, and especially of
patients as to how restrictive current professional guidelines,
codes, or policies are regarding physicians’ involvement in provid-
ing complementary/alternative therapies or referring patients to
providers of such therapies. The results of such consultation
should inform a possible review of existing policies, if and where
indicated.

Recommendation 29

As a matter of policy, regulatory bodies for conventional health-
care professionals should include a requirement that those mem-
bers who wish to practise unconventional therapies should, where
possible, take training in the relevant field in a form that has been
approved by a regulatory body or professional association of prac-
titioners specializing in that field.

Recommendation 30

Provincial health ministries should, in collaboration with profes-
sional associations of both conventional and complementary/alter-
native practitioners and health professional regulatory bodies,
identify those legislative or regulatory changes necessary to enable
multidisciplinary practices that could facilitate the integration of
care between conventional and complementary/alternative practi-
tioners for patients who seek such care.

Aboriginal Healers

The idea of identifying who is a Traditional Elder, Healer or
2% College of Physicians & Surgeons of British Medicine Person and committing this information to paper is a

Columbia. Acupuncture. Policy Manual, Chapter A- ..
2, February 1997, available via www.cpsbe.be.ca. prospect many Aboriginal people would not even speak about.
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Aboriginal traditions and culture have witnessed a continual
aggressive assault in this country from government and religious
leaders. Aboriginal people, especially within traditional circles,
are skeptical that Canada’s desire to assimilate Aboriginal people
and destroy Aboriginal culture is over. With the increase of tradi-
tional healing programs and public utilization of Elders, Healers
and Medicine People off-reserve, however, the risk of misuse and
abuse of traditional healing knowledge and practice is increasing.
Aboriginal service providers are saying that the time has come to
consult with the traditional people and determine whether or not
it is appropriate for the Aboriginal community to formalize the
recognition of Traditional Elders, Healers or Medicine People,
like that of other health professionals. Should this be done? If so,
how can this be done in a culturally appropriate mastter?

As the above passage indicates, there is an ongoing discussion within
Aboriginal communities about the appropriateness of regulating (understood
in a broad sense) healing practices and those who provide them. There are,
however, few firm data to inform the discussion (partly for some of the rea-
sons just noted). One relevant initiative, however, illustrates that regulation in
the context of the relationship between Aboriginal peoples and the
federal/provincial/territorial governments is a complicated and sensitive issue.

Consultations regarding occupational
standards for Aboriginal health workers

A lengthy consultation process undertaken by ten national Aboriginal organ-
izations and the Canadian Public Health Association examined the issue of
developing occupational standards for Aboriginal health workers. The process
revealed that a majority genuinely desired some sort of occupational standards
for Aboriginal health workers, but that this was conditional upon Aboriginal
people developing, implementing, and maintaining those standards, and the
commitment of sufficient and sustained resources to support such standards.
It should also be noted that this study focused on the question of standards for
community health representatives, addiction workers, and mental health
workers; it wasnot a study of the use of traditional healing practices by
Aboriginal people per se or assistance sought from traditional h&8lers.
particular:

Although some participants expressed support for occupational

standards in the strongest possible terms, many were much more

guarded in their reaction, recognizing the possible benefits to be

derived from occupational standards while at the same time fear-

ful that they might negatively affect Aboriginal workers and com-

munities.... Several participants ... expressed concern that stan-

dards would be imposed and that they would be either unwanted

by particular communities or out of touch with their needs and pri-

orities.... At the very least it was emphasized that standards should

be measurable, dynamic and practical, as well as being based

upon tradition, experience and the cultural rules that govern how

people live and behave.... Throughout..., participants emphasized

again and again that any move to develop occupational standards  ** Noojmawin Health Authority. Aboriginal
must give sufficient recognition to traditional Aboriginal values, Jadiiond géﬂ‘;iglﬁf;ﬁﬁ‘%;“i and
arguing that these have for generations served to define relation- 210 cynagian pusiic Health Association. Exploring
ships, to demonstrate rights and responsibilities and to show there  Occupational Standards for Aboriginal Health

. Workers: Final Report. Ottawa: Canadian Public
are consequences to any action. Health Association, March 1997, at xvi, 35-38.
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27211992] 2 CNLR 139 (BCSC). This decision was
also applied in R v Paul, [2000] 3 CNLR 262, a
case about Aboriginal hunting rights in which the
Québec Superior Court held that Aboriginal
practices that are known to risk harm to other
people must be subject to “the principles of fun-
damental justice” as required by the Constitution.

273 |bid at para 6 of headnote.
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With respect to the question of occupational standards in par-
ticular, several participants argued for traditional approaches to
be incorporated into any standards that might be developed, for
example, by involving Elders in training initiatives. Others
called upon communities to spend some time thinking about
ethics and examining the nature of the roles of Aboriginal health
workers in order to identify the ethics, values and principles that
underlie them. In this way, a “code of ethics” might be devel-
oped alongside occupational standards, the former being a
potentially valuable tool for the protection of confidentiality and
for the encouragement of positive role models.... [But] several
leaders commented that occupational standards were likely to
promote further division and specialization within the health
care system, while moving away from a holistic and flexible
model of caré’*

As already noted, the Aboriginal healers interviewed by Cain et al in their
survey of practitioners working with people with HIV/AIDS were the
respondents who expressed the strongest distrust of government regulation.
Such mistrust is not surprising, given the history of racism experienced by
Aboriginal peoples at the hands of non-Aboriginal governments in Canada
— including the criminalization of Aboriginal cultural and spiritual practices
(including healing practices). At many points, this has reflected a deliberate
policy of assimilation of Aboriginal people. In more recent times, it has
been born less of such overtly and deliberately racist objectives, but contin-
ues to reflect a clash of cultural values.

Individual rights vs traditional practices: Thomas v Norris

This is illustrated in the case Bhomass Norris.2’2In this case, a BC trial

court heard a lawsuit by an Aboriginal man alleging assault, battery, and
false imprisonment against several other Aboriginal people (including eld-
ers) who initiated him against his will into the Spirit Dance tradition of the
Coast Salish. Thomas had lived off reserve for many years and did not iden-
tify with Coast Salish culture, according to the court’s findings. His wife,
believing that initiation would heal his alcoholism and repair their marriage,
requested that he be initiated. Thomas was “grabbed” by the defendants and
forcibly taken to a long house of the Cowichan Indian Band where, over a
four-day period, he was deprived of food (but received water), forced under
water, whipped with cedar branches, and repeatedly lifted up by several
men who dug their fingers into his sides and bit him. His pre-existing ulcer
was exacerbated and he was hospitalized for treatment; the attending physi-
cian testified that he was suffering from dehydration and multiple contu-
sions as well.

The court found that, according to Coast Salish custom, the community
was entitled to submit an individual such as Thomas to Spirit Dancing in the
interests of the community. However, the court disagreed that this collective
right could supersede Thomas's individual rights: “No group of persons,
Indian or non-Indian, has the collective right to subject an individual to
assault, battery or false imprisonmetfThe court did not accept the argu-
ment that submitting an individual against their will to the Spirit Dancing
tradition was an “aboriginal right” protected by s. 35 of the Constitution. It
awarded Thomas damages against the defendants, two of whom were eld-
ers who supervised the initiation. As Waldram points out:
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Spirit Dancing is easily misunderstood when stripped of the prop-
er cultural context as described in the judgment (as any biomed-
ical practice or European religious service would be). A proper
understanding of this cultural context, as expressed by the elders,
provides a very different view of the process of initiation into the
dance which Mr. Thomas underwent. But, as was pointed out, Mr.
Thomas did not believe in this aspect of Coast Salish culture, and
the courts supported his assertions that the initiation was nothing
more than a kind of torturé?

Although Thomasv Norris is the only reported Canadian case specifically
addressing the issue of traditional Aboriginal healing practices in Canadian
law, it is of limited application to most circumstances in which a claim to the
use or provision of traditional healing practices might conflict with existing
legislation regulating health-care practitioners. It is limited for one very
important reason: imMhomasv Norris, the practice in question had been
administeredvithout the consertf the “patient.” Therefore, as reflected in
the judgment, the claim to a constitutional Aboriginal right to engage in this
practice was set squarely against other, competing rights of the individual not
to be subjected to the practice against his will.

But such a situation would be rare because, as with other healing practices,
most practices by traditional Aboriginal healers would only be done with the
consent of the person seeking the healer's assistance. Therefore, were such
practice by a traditional healer to fall afoul of other legislation (such as that
restricting the practice of a particular act to a conventional, regulated health
professional such as a physician or nurse), there would likely be a much
stronger constitutional claim to an Aboriginal right to engage in that practice
and be exempt from the requirements of other legislation governing registered
health-care professionals.

Accountability of traditional healers

The issue of accountability to patients raises an important and sensitive ques-
tion when one considers the relationship between Aboriginal peoples and
non-Aboriginal governments in Canada. It is widely accepted that conven-
tional, biomedical physicians and other health-care professionals should be
held accountable via formalized regulatory bodies (eg, Colleges of Physicians
and Surgeons) that hold practitioners to certain standards of professional prac-
tice that are to be met across the board.

Yet the issue of accountability may be approached somewhat differently in
the context of a traditional healer in an Aboriginal community. Traditional
healers are generally seen to be accountable to the people they assist, but also
to the Creator from whom they receive their gifts, to be shared when appro-
priate?’®Mechanisms or processes for accountability to the community more
generally are not as defined or formalized as a system of professional regula-
tory bodies, although this is not to say that there is no such accountability; it
is simply more diffuse and does not give rise to discernible legal remediggw et ol o
such as suits for malpractice or disciplinary proceedings that are applicabIezgpcjm::nzl a':“w':”zo c ‘ ac .
regulated practitioners of Western biomedicine. Aboriginal AIDS Netwark 12 Februmry 2001

There are ongoing discussions within Aboriginal communities about hows g4 sce Noojimawin Health Authority.
to deal with individuals who may claim to be traditional healers but who argborignal Traditional Healing in Ontario, supra,
not aware of, or who do not follow, such teachi#§sValdram et al explain Sifuiiﬁghi?'!f;ZZgii?ZrM Fennonias
the difference from a “Western” approach to regulation, and the issugg " vh Mogazne 1997:5(1): oo peee

ploring Occupational Standards for Aboriginal

prompting concern within Aboriginal communities: Health, supra, note 270.
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The biomedical and traditional Aboriginal systems are in con-
flict with respect to methods of validating healing knowledge
and practitioners. With biomedicine, practitioners receive for-
mal education, must pass rigourous exams, and must continue
to practise efficiently while under the scrutiny of licensing and
professional associations. Canadian law protects the patient
from exposure to unqualified medical practitioners, and will
assist patients who are harmed as a result of medical incompe-
tence. In contrast, Aboriginal medical knowledge is often hand-
ed down from generation to generation to individuals selected
by existing healers. Ultimately ... the power to heal comes from
the Creator. Healers in the Aboriginal tradition are culturally
validated; they are accepted by community members as healers,
and those who wish to avail themselves of a healer’s services
follow the culturally prescribed method of requesting assis-
tance. There are no licences, and no regulating bodies. In gen-
eral, people know who the good healers are, and will attempt to
avoid those who are considered to be incompetent or are known
to deal in “bad medicine.” [...]

From a purely cultural perspective, the validation of Aboriginal
healers is generally effective, though not unproblematic. Once
we begin to talk about making Aboriginal medicine more for-
mal and more readily available, and about developing collabo-
rative programs, then the question of validation becomes more
difficult. It is not easy for most non-Aboriginal people, and even
many Aboriginal people who have little traditional cultural
knowledge, to distinguish between true traditional healers from
others whose knowledge lacks cultural or community valida-
tion. Indeed, there is a whole growth industry, related to current
“New Age” trends, in promoting and selling Aboriginal medi-
cine and philosophies. It is so serious, in fact, that the
Traditional Elders Circle of the Indigenous Nations of North
America passed a resolution in 1988 warning that many so-
called “medicine people” lack the proper knowledge and
authority to heal and to carry sacred objects.... A key issue was
the use of traditional medicine for profit, often involving non-
Aboriginal clients....

True Aboriginal healers, those with cultural validation, are most
likely to speak their Aboriginal language and be, at the most,
bilingual. They are also humble about their abilities. One would
not normally hear a healer pronounce that he or she is in fact a
healer; this is a status that is ascribed to them by others. Some
are also still afraid of legal prosecution, a legacy of the past.
Furthermore, many operate under constraints preventing them
from disclosing fully their medical traditions, for fear of losing
their powerg’”

But there is also very real concern with any attempts to “formalize” (in a
Western regulatory perspective) traditional health-care practices. That dis-
277 Waldram et al, supra, note 91 at 218-219. cussion is a sensitive one for both Aboriginal and non-Aboriginal people:
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It seems as though very few observers wish to tackle openly the
legal aspects of formalizing Aboriginal medicine, perhaps
because they are complex and pose a direct threat to the integrity
of the Aboriginal cultures themselves. Certainly a central question
in any discussion of legal aspects is, “Does Aboriginal medicine
work?,” a question whose corollary, “Can Aboriginal medicine do
harm?”, no one seems to want to discuss. Related to these ques-
tions is another one which is linked more directly to the legal
framework of the country: “Do Aboriginal healers practise medi-
cine without a licence?” In terms of the Constitution, we could
ask, “Is Aboriginal medicine an Aboriginal right under section
357?". The answers to these questions will not come easily, but we
believe they must be addressed.

These issues are complex and cannot be satisfactorily answered here. Nor
should they be without the participation and direction of Aboriginal people
themselves. For the present purposes, however, it should be noted that it is cer-
tainly possible to recognize the distinct status of Aboriginal peoples and
Aboriginal healing practices in provincial laws regulating health-care practi-
tioners, whether a certification system or a licensure model (either in its
“exclusive scope of practice” or “controlled acts” form) is followed. For
example, in 1994 Ontario announced a province-wide Aboriginal Health and
Wellness Strategy (AHWS), a fundamental principle of which is that

traditional Aboriginal approaches to wellness, including the use of
traditional resources, traditional healers, medicine people, mid-
wives and elders, are recognized, respected and protected from
government regulation. They enhance and complement healing,
as well as programs and services throughout the health $/8tem.

This policy approach of protecting traditional Aboriginal healing practices

from government control was reflected in the new regulatory framework for

health professionals implemented in Ontario in the same year. The province’s

Regulated Health Professions ARHPA) expressly states that it does not

apply to (a) Aboriginal healers providing traditional healing services or (b)

Aboriginal midwives providing traditional midwifery services to Aboriginal

persons or to members of an Aboriginal commuiiftyVhile an Aboriginal

healer or Aboriginal midwife who is a member of a College is subject to the

jurisdiction of the College, membership in the College is not required in order

to practice traditional healing or midwifery. In addition, although the

Midwifery Act, 199%estricts the use of the title “midwife” to members of the

College of Midwives, an Aboriginal person who provides traditional mid-

wifery services is exempt from this requirem&itneaning that she need not

be a member of the College in order to practise under the title of “midwife,”

nor is she subject to investigation and discipline by the College in the event of

a public complaint about quality of care. Finally, in a provision that is not spe- ‘
cific to Aboriginal people but has obvious implications for at least some,,, ' J0% o el ve Deaers,
Aboriginal healers, the RHPA states that a person does not break the law bys.

doing a “controlled act” if the act is done in the course of “treating a persof’ sO 1991,¢ 18,5 35.

by prayer or spiritual means in accordance with the tenets of the religion &f Midwifery At 1991,50 1991, 31,5 8.
the person giving the treatmeft? #81 RHPA, supra, note 279 at s 29(1)(c).
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Integrated approaches for Aboriginal people

The integration of conventional and traditional Aboriginal healing practices
is an issue that will need to be addressed further because Aboriginal people
living with HIV/AIDS will continue to rely on both approaches:

The significance of medical pluralism as a treatment strategy
needs to be drawn out. From the patient’'s perspective, it actual-
ly empowers the patient who, though the choice of medical sys-
tem and practitioner, has a measure of control over his or her
own health. Likewise, the availability of significantly different
alternatives further provides for choice should the encounter
with one system prove unsatisfactory. Cultural understandings
of illness and treatment are validated, since Aboriginal medi-
cine can be sought, yet the patient can also use biomedical serv-
ices to treat the same problem, or a component of that problem.
In effect, medical pluralism allows the patient to retain both
control and the cultural context of healf¥g.

However, it is not only because Aboriginal people use both conventional
and traditional healing that these issues need to be addressed. There is also
an ongoing movement toward Aboriginal peoples and communities exer-
cising more control over health-care funds and strategies. Both the Royal
Commission on Aboriginal Peoples (1996) and the National Forum on
Health (1998) identified the need for Aboriginal peoples to take control of
their health and health services, which necessarily means involvement in
the design, development, delivery, and evaluation of health services in their
communities. One aspect of this will be a push for increased collaboration
between biomedical and Aboriginal healers:

Various initiatives to make Aboriginal medicine more formally
available, including the development of models of collabora-
tion, will likely continue. These issues are best left with the
Aboriginal community to determine, since any change in the
current situation of traditional Aboriginal medicine will result in
other, broader cultural changes. However, it is incumbent upon
biomedical practitioners and researchers to learn more about
traditional medicine, and for Aboriginal healers to overcome
their reluctance to discuss their medical approaches, so that the
best interests of those who are ill can be served. The current
movement towards self-determination in health provides per-
haps the greatest opportunity to resolve some of these complex
issuess3

Recommendation 31

Health Canada, provincial ministries of health, and health-

research funding agencies should support research by
Aboriginal people into the issues related to ensuring proper
qualifications and practices by traditional healers.

Practitioners’ Liability for Malpractice

Aside from statutory regulation of practitioners (where it exists), all practi-
%2 Waldram et al, supra, note 91 at 21 1. tioners — regulated or unregulated — are subject to basic common law prin-
3 Ibid at 226-227. ciples. Thus, apart from disciplinary proceedings, regulation of the conduct
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of health-care professionals is achieved principally though the ostensible
deterrent effect of possible civil liability foregligence(for practice falling
below the acceptable standard of conducthpattery(for performing proce-
dures without a patient’s informed consent), or other possible common law
causes of action (eg, breach of fiduciary duty to the paf&ithis section
examines the issue of actions for malpractice in the use of complementary/
alternative medicine, structured as follows:

(1) the law establishing a practitionedsties of carevith respect to both

(i) obtaining informed consent through disclosure of risks and alterna-
tives; and
(i) administering actual treatment;

(2) determining thestandard of car@pplicable in the use of complementa-
ry/alternative therapies to treat patients, with respect to:

(i) complementary/alternative practitioners; and
(i) conventional practitioners who integrate complementary/alternative
therapies into their practice.

It should be noted that there appear to have been very few malpractice claims
brought against practitioners of complementary/alternative medicine in
Canada, the United States or the United Kingdom. There are only a few cases
in Canada in which patients have sued complementary/alternative practition-
ers alleging malpractice. The UK saw its first case of this sort only recently.
Even the US has not seen very many such cases, considering its population,
the number of practitioners, and the frequency with which complementary/
alternative practitioners are consulted.

Available [US] data suggest that alternative medicine practitioners
are sued relatively infrequently, although there is no standardized
reporting of claims, and little research on claims rates has been
done. In a previous study we examined claims data from leading
insurers covering chiropractors, acupuncturists, and massage ther-
apists — the three licensed alternative medicine groups with the
largest market shares in the United States — and found relatively
low claims rates. Rates of claims against chiropractors through the
1990s were approximately one-third of those against primary care
physicians, while rates of claims against massage therapists were
approximately one-fiftieth. Average payments among successful
claims against chiropractors and massage therapists were also rel-
atively small, suggesting that less severe injuries were at’fsue.

The researchers offer a number of possible explanations for this lower fre-
quency and severity of claird® First, as complementary/alternative thera- **' Particularly egregious conduct by a health-care

ovider may also result in criminal charges, such

pies tend to be less invasive, fewer injuries are likely to arise. Second, mal-ussault or criminal negligence causing bodily

practice doctrine may still be in its infancy as it relates to practitioners of altere™ but these issues are not dealt with here.
. . . - . . 285 H f

native medicine. Third, many complementary/alternative practices stress thg>tddert DI tezal issues I the defiery of

. . A ) 3 rnative medicine. Journal of the American
“collaborative” aspect of the patient—provider relationship, so there may b@edica women's Association 1999; 54(4): 173-176
less likelihood of resorting to litigation to settle disputes, even where injurieg |/ " reference to Studdert D et 2l

) . ; . . edical malpractice implications of alternative
may occur. Finally, as suggested by Coffégjven the diffuse and subjective medisine-/ougr;%/ %ghe Anz)encan Medical
nature of many alternative medicine practices, patients may not be able g/ 178 26 11016l

.. . . 286 Ibid at |74.
prove that practitioners have departed from a coherent, identifiable standay

of care.

Cohen, supra, note 198.
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The Practitioner’s Duty of Care: Two Aspects

Duty of care in providing treatment

The basic principles regarding liability of a health-care practitioner for neg-

ligence have been well established in Canadian law for some time, and
reflect the ethical principles of non-maleficence and beneficence. In the
leading Canadian case, the court held:

If a person holds himself out as possessing special skill and
knowledge and he is consulted, as possessing such skill and
knowledge, by or on behalf of a patient, he owes a duty to the
patient to use due caution in undertaking the treatment.... [H]e
owes a duty to the patient to use diligence, care, knowledge,
skill and caution in administering the treatment.... The law

requires a fair and reasonable standard of care and compe-
tence?®®

Affirming this decision, the Supreme Court of Canada has ruled that doc-
tors “have a duty to conduct their practice in accordance with the conduct
of a prudent and diligent doctor in the same circumstances” and specialists
have a duty to exercise “the degree of skill and knowledge of an average
specialist in his field28°

In determining what the professional standard of care is, courts will look
to legislation and regulations governing such practitioners, and to guide-
lines, policies, and statements issued by that profession’s regulatory body or
professional associations. For example, as previously noted, in Ontario,
British Columbia, and Alberta, there is legislation expressly stating that a
physician is not guilty of professional misconduct or negligence simply by
virtue of having provided non-conventional care unless that practice poses
a greater risk to patients’ health than the commonly accepted, prevailing
practice??0

In addition, courts will receive into evidence the opinions of experts in
the field as to what the reasonably knowledgeable and competent practi-
tioner would have done in the circumstances. The Supreme Court has cau-
tioned, however, that such evidence is only part of the overall assessment
that: “The fact that a professional has followed the practice of his or her
peers may be strong evidence of reasonable and diligent conduct, but it is
not determinative?%*

Duty of care in obtaining informed consent

The legal requirement to exercise due care and skill in administering treat-
ment to a patient reflects the ethical principles of non-maleficence and
beneficence. But another aspect of the practitioner’s duty of care also
reflects the principle of respect for autonomy. As affirmed most clearly in
the leading Supreme Court decisionsRieibl v Hughe$%? and Hopp v
Lepp?®3 a physician’s duty of care to a patient does not mean only a duty
to exercise reasonable skill in actually treating a patient, but also to disclose
all material information about the risks of a treatment and its alternatives in
order to obtain informed consent from a patient. As explained by Picard and
Robertson,

it is now well established that the duty of disclosure is not con-
fined to risks, but extends to other material information which a
reasonable patient would want to have. In particular, the patient
must be informed of any available alternatives to the treatment

92 COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



LEGAL AND POLICY ISSUES

being proposed, as well as the material risks associated with those
alternativeg4

Furthermore, the standard for disclosure is a high one, and distinct from the
standard for treatment. As the BC Court of Appeal has explained,

the standard set by a reasonable practitioner in the field has been
retained as a measure of the extent of the duty of the doctor to the
patient for such matters as diagnosis and the carrying out of treat-
ment or surgery, but the standard for gauging the extent of the duty
of the doctor to the patient in matters to do with ... decisions about
treatment and about all other matters requiring the understanding ~ Patient does not mean only a
and knowing cooperation of the patient is not the standard of the duty to exercise reasonable skill
reasonable practitioner, set by medical considerations alone, but iy actually treating a patient, but
rather the standard of disclosing all material risks and all special

or unusual risks, and answering the patient’s questions fully and . ) )
frankly.295 information about the risks of a

A physician’s duty of care to a

also to disclose all material

. . L treatment and its alternatives in
As the Supreme Court statedReiblv Hughesthe basic question is: would

a reasonable person in the patient’s position probably have gone ahead

the procedure if there had been proper disclo$ttre? consent from a patient.
There is no reason why complementary/alternative practitioners should not

be subject to the same duty as conventional physicians to disclose the risks of

a proposed treatment in order to obtain the patient’s informed consent. In

Forgie v Mason the New Brunswick Court of Appeal applied the test of con-

sent to treatment froReiblandHoppto chiropractors, saying they were to

be treated like other “medical practitionet¥”’The ethical principle of

respect for a patient’s autonomy should bind both conventional and comple-

mentary/alternative practitioners equally.
But how far does the duty of a practitioner to dis@lssnativecourses of

treatment extend? In this area, what little law there is reflects the primacy of

conventional biomedicine. Courts have clarified that the patient need not be

informed of merelyanyavailable alternative to conventional treatment. In the

case ofSantosy Traff, an Alberta trial court cautioned that

V\ﬁlrﬁjer to obtain informed

this characterization is too wide if taken literally and absent the

connection to the reasonable patient. In fact, there is no duty to
advise of fringe or dangerous alternatives. Common sense sug-
gests that the failure to advise of alternatives might be applied
most successfully against the doctor who uses the fringe alterna-
tive, or one not generally accepted by the medical profession as

within the standard of care, and fails to inform of the medically 7% Picard El, Robertson GB. Legal Liability of
. | '\?@8 Doctors and Hospitals in Canada. Carswell:
mainstream alternatives Toronto, 1996, at 129-130.

Another Alberta case demonstrates a similar reluctance to overextend a cé@ﬁ;ﬁ%jﬁ@“ﬁy@?@tf’gz%s 818 a2l

ventional physician’s duty to discuss unconventional treatment options, bustved in Seney v Crooks, 1998 ABCA 316,[1998]
again offers little guidance beyond simply saying that “fringe” alternatives’ "° 10 < ere 71 (1 _
need not be considered with the patienBeéney Crooks?®a physicianwas 1 8% P 1o 278 s S o
sued by a patient for malpractice. While the case itself did not involve the u%@zw ‘(238en ODiv>S(QLC>: LH VLSheppard, [2000] Of
of any complementary/alternative therapy, the issue that arose was the extgfif > (7> < (@b
. . . . (1986), 30 DLR (4") 548 (NBCA), appeal to

of the physician’s duty to inform a patient of modes of treatment alternative-c gismissed without reasons, applied in LH v
to the one proposed, in order to ensure that a patient can make an inforneepard. supra, note 29.
decision about which treatment option to pursue. The Alberta Court of Appe |&<ng ;jiffa 1759 ABQB 630, [1999] Al No
was clear that “the duty to inform a patient includes the duty to inform of,, e

. . . .. 1998 ABCA 316, [1998] A] No 1060 (CA)
alternative treatments as well as the risks of treatrd&But the physician v

argued against expanding such a duty too far: 30 |bid at para 55 (QL).
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1 |bid at paras 57-58 (QL).
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to overextend the duty to inform of alternative treatments places
an unpredictable and monumental responsibility upon the med-
ical profession and one that is much too onerous. For instance,
would it be necessary to inform of every possible alternative

available, whether or not generally considered reliable by the

profession? Would each professional need to become knowl-
edgeable on, and inform patients of, alternative medicine prac-
tices such as chiropractic treatment or holistic medicine treat-
ments? If the treatment performed complies with the local stan-

dard, why should it be negligence to fail to inform of anoth-
er®01

While the court ultimately ruled against the physician on the facts of the
case, it was sympathetic to this argument:

That is a critical question and the arguments against overex-
tending the limit are compelling. The scope of the duty to
inform must be approached carefully. However, while the
breadth of that duty is important, this case does not compel a
demarcation of its boundaries. The alternate medical procedure
in this case was not a fringe alternative. It was not an alternative
offered outside the specialty of orthopaedics or by some other
form of health caré®

Broadly interpreted, these cases suggest that a conventional practitioner
might have a duty to advise of an unconventional alternative therapy as long
as it is not “fringe” or “dangerous.” Yet this is a lot to read into only two
cases, particularly when there is little developed jurisprudence on this point.
There is no reported case in Canada of a conventional health-care profes-
sional found liable for not advising a patient of an unconventional or alter-
native form of treatment. This is not surprising: unconventional therapies
would by definition fall outside the ordinary range of treatment options and,
as suggested by the commentSeneyw Crooks courts are likely to give

short shrift to an argument that a physician (or other conventional biomed-
ical professional) is negligent for not raising and discussing options outside
the ordinary scope of practice. This highlights the need for greater,
improved research into the safety and efficacy of various complementa-
ry/alternative therapies, so that practitioners (conventional and complemen-
tary) and patients can make more informed treatment decisions, with ade-
guate information about the range of treatment options.

Standard of Care for Treatment with
Complementary/Alternative Therapies

The preceding section identified the basic common law principles govern-

ing conventional practice by health-care professionals. This section exam-
ines how these principles apply to determining the legal standard of care in
the practice of complementary/alternative medicine. First, it looks at the

regulation of complementary/alternative practitioners; second, it looks at

the possible standards to which conventional practitioners may be held
when incorporating complementary/alternative therapies into their practice.

As Feasby points out, this discussion illustrates that “Alternative medicine

and malpractice law are an awkward fit. The issues of what the appropriate
standard of care in alternative contexts is, and how to determine it, go to the
heart of this questior?®3
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CAM practitioners of a recognized
“profession” or “school” of practice

A review of US cases indicates that “malpractice claims brought against prac-
titioners of alternative medicine are broadly similar to those brought against
physicians. No dramatically new or expanded theories of liability appear tas 5 general rule, health-care
have emerged®* In particular, one of the basic principles in the law of mal-

L ractitioners are to be held to
practice is the “same school” rule. P

the standards of their own
‘“Same school” rule

It is generally accepted that health care practitioners are entitled to
have their treatment of patients tested by rules and principles that
conform to their training and to standards set by their immediate
professional peers, not by those of some other school. This rule is
not confined to generalist, specialist, and subspecialist disciplines
within conventional medical practice; courts have also applied it
when evaluating the conduct of a wide range of schools of alter-
native medicine.

|n

“school” of practice, rather than

standards set by some other
school.

School-specific standards have several rationales. Courts have
considered it unfair to judge a defendant practitioner by standards
that do not conform to her education, training, and peer expecta-
tions. Moreover, when a patient knowingly chooses or consents to
treatment from a given practitioner, she may expect the skills, but
must assume the risks that are common to that practitioner’s heal-
ing method. In addition, courts and juries can have a difficult time
deciding the negligence question when experts from a range of
backgrounds offer testimony about different stand®fds.

This means that, as a general rule, in assessing whether a practitioner has
failed to meet the required standard of care, a court will not accept the evi-
dence of a practitioner from a different school of thought about the appropri-
ate method of treatment, but will hear from the practitioner's own peers from
within that practitioner’s own school of thought.

This “same school” rule appears to be the state of Canadian law as well. In
the handful of relevant cases in Canada (all dealing with chiropractic), the
courts have taken the same approach in cases of alleged malpractice by com-
plementary/alternative practitioners as in cases of conventional physicians.
Although there are some possible qualifications or exceptions, the weight of
Canadian case law indicates that non-conventional practitioners will be held
to a standard appropriate to their discipline.

In the early case @ibbonsv Harris,3% often cited in subsequent cases, a
chiropractor failed to diagnose a child with a condition affecting the spine and
causing degeneration of several vertebrae, and performed spinal manipulation
that worsened the condition. The Alberta appellate court accepted the general
rule that treatment offered by one school of practice should not be judged BYs:dder supra, note 285 at 173.
practitioners of another — meaning that opinions about the appropriate stanuiq . 174.
dard of care for a chiropractor should not ordinarily be received from a con« cisbons v Haris, [1924] | DLR 923 (Alta SC
ventional physician who is not trained in, or familiar with, the theory and"® b
practice of chiropractié?” On numerous subsequent occasions, Canadian trial” Pid at 925
and appellate courts have reiterated that, in the case of a chiropractor facfﬁﬁfgigggngji g':gfg@iiﬂﬁﬁ 978050]
allegations of negligence, “the standard by which he is to be judged is not thato 508 (HS)) (QU); Hicks v Schwab [1993]
of the merely reasonable man but the standard of what may reasonably fﬁ/go 1275 (Gen Div) (QL) at para 75; Barber v

K i n, supra, note 296 at paras 5, 8 (QL); LH v
expected of the ordinary, careful, competent chiropratér.” Sheppard supra, note 296,
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A similar approach was taken most recently in a negligence action in the
United Kingdom, in what is apparently the first case in that country to have
considered the issue. 8hakoow Sity2%%in determining whether the prac-
titioner had breached his professional duty to exercise reasonable care and
skill in treating the patient, the court considered the issue of whether the
practitioner was to be judged by the standards of the reasonably careful
practitioner of Chinese herbal medicine, or according to the standards appli-
cable to orthodox medical practitioners. Although it did not say so express-
ly, the court seems to have accepted, as a general proposition, that the stan-
dard of care should be that of the ordinary practitioner of TCM. However,
it qualified this by then ruling

that when a court had to adjudicate on the standard of care given
by an alternative medical practitioner it would often, perhaps
invariably, not be enough to judge him by the standard of the
ordinary practitioner “skilled in that particular art”; it would
often be necessary to have regard to the fact that the practition-
er was practising his art alongside orthodox medicine; and the
court would need to consider whether the standard of care
adopted by the alternative practitioner had taken account of the
implications of that factl®

The implications of this might vary depending on the area of expertise and
the specific act or omission on the part of the alternative practitioner that
was at issue. However, in the court’s view in this particular case, the fact that
the Traditional Chinese Medicine practitioner was practising alongside

orthodox medicine led to a number of conclusions:

First, the practitioner had to recognise that he was holding him-
self out as competent to practise within a system of law and
medicine which would review the standard of care he had given
to a patient. Secondly, where he prescribed a remedy which was
taken by a patient, it was not enough to say that the remedy was
traditional and believed not to be harmful; the practitioner had
a duty to ensure that it was not actually or potentially harmful.
Thirdly, he had to recognise the probability that any person suf-
fering an adverse reaction to such a remedy was quite likely to
find his way into an orthodox hospital and that the incident
might well be “written up” in an orthodox medical journal.
[Therefore,] he should take steps to satisfy himself that there
had not been any adverse report in any such journal on the rem-
edy which ought to affect its us¥.

The court’s approach fBhakoorreflects that it was grappling with the real-

ity of patients themselves combining different modalities. Furthermore, the
court’s conclusions also highlight the importance of practitioners eliciting
information about patients’ use of other therapies, as well as the need for
greater practitioner understanding of how different forms of care must be
more coordinated so as to complement one another. Finally, the duty on the
practitioner to ensure that a remedy is not actually or potentially harmful
throws into stark relief the urgent need for more, improved research into the
safety and efficacy of complementary/alternative therapies.

Exceptions to the ‘“same school’ rule

The decided cases indicate there are a number of (ill-defined) exceptions to
the general rule that only an expert of the same school as the practitioner
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accused of malpractice should be able to give an opinion as to the acceptable
standard of practice. The exceptions are:

(1) where a complementary/alternative practitioner strays outside the scope
of permissible practice;

(2) where there is an “overlap” between standards at issue between schools
of practice;

(3) where the alleged malpractice relates to diagnosis as opposed to treat-
ment; or

(4) where there is no coherent school of practice.

Practising outside permitted scop®Vhile practising within the accepted
parameters of a particular field, complementary/alternative practitioners
accused of malpractice are more likely to be judged by the courts according
to the standards of competent practitioners in their field. However, practition-
ers (conventional or unconventional) who venture beyond the scope of prac-
tice that is legally permitted (where the jurisdiction’s legislation contains such
parameters) or that is generally accepted by other peer practitioners are not
likely to receive the same kind of deference, because there is no claim to be
made that they have special expertise or training in such an area. In such cases,
should practitioners venture into a realm of practice that is reserved for pro-
fessionals of a different school or having substantially different qualifications,
they will likely be held to the standard of that school, and would therefore be
more likely to be judged as having acted negligently by not meeting the stan-
dards of that school.

Overlap:In the US, courts have ruled that where the expertise of one school
overlaps or converges with that of another, an expert from a different school
than that of the practitioner accused of malpractice can testify as to the appro-
priate standard of practice. For example, in the leading cdReseibery
Canill,3'? a chiropractor failed to recognize tumours on an x-ray and pre-
scribed a regimen of manipulation. The patient sued, alleging the misdiagno-
sis resulted in delay in obtaining a proper diagnosis and treatment. The chiro-
practor argued that the patient could not have a medical doctor testify as to the
appropriate standard of care expected of chiropractors. However, the New
Jersey Supreme Court accepted that an exception to the “same school” rule
should be made — the overlap of the two professions in using x-rays and diag-
nosing conditions requiring conventional medical treatment was sufficient for
a doctor to give evidence about the care that should be taken by the chiro-
practor.

Diagnosis/treatment distinctiorf-easby’s review of Canadian cases indicates
that this “overlap” exception has not been considered by Canadian courts
(although he suggests that it could very well be recognized where the medical
profession is given jurisdiction over some alternative therapy, such as
osteopaths being supervised in Alberta by the College of Physicians &
Surgeons{!3 However, he suggests that this “overlap” exception may not be
adopted in Canadian law because some courts here have already drawn a dis-
tinction between taking adequate carelisgnosisand taking adequate care
in treatmentand that this distinction may be similar in its effect to the “over-
lap” rule in US case law.
As noted above, in the first Canadian case on the standard of care for an
“alternative” practitioner,Gibbonsv Harris (1924), the Alberta appellate
court affirmed the general “same school” rule. However, it added a significant
caveat to this rule. In the court’s view, such a rule only appli¢@atment ?12 Rosenberg v Cahill, 492 A 2d 271 (NJ 1985).
and not tcﬂiagnosis 313 Feasby, supra, note |9 at para 36.
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Upon this question there is an obvious distinction between
diagnosis and treatment. Diagnosis is the process of discovering
what is actually in real truth the exact physical nature of the
trouble. Upon this question there cannot be any question of dif-
ferent schools of opinion.... [I]t is contended [by the defendant
chiropractor] that he did exercise reasonable skill and care in the
treatment given according to the methods of his school and that
practitioners of other schools cannot be admitted as witnesses to
shew that this treatment was wrong. But surely this rule can
only apply where the diagnosis has been correct. If the diagno-
sis was wrong and was wrong through culpable lack of skill and
care it is difficult to see how the defendant can still say that his
treatment was reasonably skilful and caré¥il.

This approach was followed in the more recent (1996) caBarber v
Wilson(also noted above), in which an Ontario trial court ruled that:

Defence counsel has submitted that | should not rely on the evi-
dence of [the medical doctor specializing in physical medicine
and rehabilitation] as he is not an expert in the field of chiro-
practic and therefore cannot comment on whether the defen-
dants met the standard of a reasonable chiropractor in their care
of the plaintiff. Under these circumstances | find that the prin-
ciples set out itsibbonsv Harris ... are applicable, that is, [the
physician’s] evidence was not an opinion on the standard of chi-
ropractic care but rather a more general opinion that any health
care professional should take care before manipulating the
plaintiff's spine, given his complaints at the tifte.

Yet there is also an appellate court decision directly rejecting such a treat-
ment/diagnosis distinction in deciding which experts can testify as to stan-
dards of care. IFennerv Theobald1962), the Manitoba Court of Appeal
heard a case alleging malpractice against a chiropractor, and the issue of the
appropriate standard to be applied at the stage of diagnosis was directly
addressed:

it should be noted that types of diagnosis may vary with differ-
ent systems of health care; the type of diagnosis is naturally
founded on the basic principles of each particular system. For
that reason diagnosis by a medical doctor or an osteopath or a
chiropractor may differ in some respects; but of the necessity
for some type of diagnosis, or, as the chiropractors prefer to call
it, analysis, | do not think there is any doubt.... [T]he only ques-
tion to be considered in the instant case is whether or not the
diagnosis or analysis carried out by the defendant in regard to
the plaintiff was sufficient by chiropractic standards.... What is
important ... is whether or not the diagnostician succeeds in
ascertaining the source and nature of the illness or injury from
which the patient suffers. In doing so a practitioner naturally
and properly follows the methods characteristic of the school of

314 Sypra, note 306 at 925, 929 (Alta SC App health care of which he is a member; therefore, it is by the meth-

Div). ods and practices which characterize his school that he must be
315 Supra, note 296 at paras 5, 8. judged in determining whether or not he was negligent in his
316 Penner v Theobald, supra, note 308 at 706, 708. dlag nosis’1é
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The reasoning iPennerv Theobalds certainly more respectful of differing
schools of thought; it recognizes that systems of health-care practice do not
differ merely at the stage téatmentbut in some cases operate within entire-

ly different paradigms and understandings of illness and disease, with
unavoidable implications fadiagnosisof ill-health as well. This approach
demonstrates a much less pronounced bias in favour of the dominant bio-
medical model than is reflected in tB&bonsandBarbercases.

Given this conflict in Canadian case law, it may still be possible that the
“overlap” exception adopted in US law could be incorporated into Canadian
law as a more rational and principled approach. This approach would allow
for overlapping standards in both diagnosis and treatment in those cases
where a complementary/alternative system of practice shares a basic degree
of common understanding about the mechanisms of human iliness and injury,
or techniques in assessing patient condition, with conventional biomedicine.
For example, chiropractors and osteopaths share with conventional medical
doctors the same basic concepts of anatomy in their understanding of disease,
and sometimes use similar diagnostic techniques (eg, x-rays). But the
approach would also recognize that, where the explanatory framework or
diagnostic and treatment techniques of a traditional practice are fundamental-
ly alternative to biomedicine’s concepts of disease or injury — such as an
imbalance ofji — it would be nonsensical to expect the practitioner of tradi-
tional Chinese medicine to be held to the same diagnostic standards as the
conventional medical doctor. Such an “overlap” approach would thus better
reflect medical pluralism and the autonomy of patients to determine which
systems of health-care practice they choose to use, in the knowledge that dif-
ferent systems will approach diagnosis and treatment differently.

No coherent standard of caréds Cohen points out, “it is often difficult to
determine exactly what protocols or procedures are within the standard of
care for complementary and alternative medicine. Outside of biomedicine,
standards of care are more fluid, because treatments involve widely varying
schools of thought and techniques, and highly individualized or nonstandard-
ized methods. Many treatments, such as massage therapy, draw on the
provider’s intuitive or subjective faculties as much as on uniform, profession-
ally prescribed practices.... [But] despite the less formalized agreement
around standards of care, some professions have established guidelines for
practice which could serve as the basis for standards of care in malpractice
actions %1’

However, practitioners of some complementary/alternative therapies may not
be recognized as belonging to a “profession” — in part because such standards
of care have not been identified. Reviewing US and Canadian law, Feashby
suggests that

there are three indicia of a health profession: (1) statutory recog-

nition; (2) specialized education; and (3) substantially different

treatment. Statutory recognition is in some respects an anomalous

indicator as it can be considered to be a legislative recognition that

(2) and (3) have been satisfied. If the first marker (statutory recog-

nition) is present, in most cases a court would hold that a school

of medicine was, indeed, a profession without further inquiry. If

there was no statutory recognition, however, | suggest that it

would still be open for a court to find that an alternative school of

medicine was in fact a profession, based on the fact that it was ' Cohen supra note 198 at 45.
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318 Feasby, supra, note 19 at para 26. For exam-
ple, in Penner v Theobald, supra, note 308, the
court stated that chiropractic was a recognized
system or school of health care in Manitoba, as a
result of the provincial Chiropractic Act.

319 Canadian Overview, supra, note |0 for a review
of policies on complementary/alternative thera-
pies adopted by bodies such as colleges of physi-
cians and surgeons.

320 Studdert, supra, note 285.
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characterized by both specialized education and substantially
different treatment!8

In cases where there is no recognizable profession, it will not be possible to
identify a professional standard of care. In such cases, courts faced with
malpractice suits against a practitioner who provides unconventional treat-
ment will be left to apply basic principles of negligence law — the same stan-
dards that would be applied to any person. There is no professional standard
to which the practitioner can be held, but at the same time there will be no
special deference accorded to practitioners’ “professional”’ explanations of
their conduct as situated within, and informed by, their school of thought
regarding diagnosing and treating ill-health.

Standard of care for conventional practitioners
using complementary/alternative medicine

The preceding discussion identified that complementary/alternative practi-
tioners are, generally speaking, to be held to a standard of care appropriate
to their profession, school, or discipline. But the legal situation of conven-
tional practitioners (eg, physicians) who utilize complementary/alternative
medicine is likely somewhat different. After all, as noted above, they are
already licensed within a biomedical regulatory framework, bound by poli-
cies and guidelines issued by their professional regulatory bodies, and are
expected to approach the practice of health care within the biomedical
model of diagnosing and treating iliness and dis&dse.

Where they exist, such guidelines, policies, and practice directives from
professional associations and professional regulatory bodies are key in
determining the common law standard of care to which courts will hold
practitioners. But there is still the legal issue of the appropriate standard to
be applied. There are three possible standards of care to which the “dual
practitioner” may be helgf°

Alternative medicine standard

One option is to hold the physician to the standards set by complementa-
ry/alternative practitioners who regularly deliver the therapy in question.
This makes sense if the issue is the care taken in the actual use or imple-
mentation of the therapy, because other regular practitioners of that school
are best suited to judge whether the practitioner has acted with the requisite
degree of skill and care for that practice. However, as Studdert notes:

The logical appeal of this approach does not extend to all situ-
ations. A relatively common allegation in claims against alter-
native medicine practitioners is failure to refer patients in need
of medical treatment to an appropriate form of conventional
medical treatment; other suits allege the use of alternative ther-
apies that eliminate or reduce a patient’s chance at better recov-
ery by conventional treatments. When these types of claims are
brought against dual practitioners, application of alternative
medicine standards is problematic. Courts are unlikely to con-
sider that dual practitioners are somehow “blinded” to the med-
ical knowledge they possess or are reasonably expected to pos-
sess. Thus, while arguments for application of alternative med-
icine standards may have some force in cases where physicians
are alleged to have been negligent in administering techniques
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that are foreign to medicine, a medical standard of care probably
better reflects the dual practitioner’s duty in clinical situations that
implicate knowledge of both alternative and conventional medi-
cine3?t

Although it involved a professional disciplinary hearing and not a malpractice
suit brought by a patient, the high-profleop case in Ontario seemed, on the
surface at least, to adopt the approach of holding a conventional doctor prac-
tising “environmental medicine” to the standard of the reasonably competent
practitioner in that field. The College of Physicians and Surgeons of Ontario
was at considerable pains to clarify that Krop was not found guilty of practisin judging malpractice claims,
ing “environmental” or complementary medicine, and that neither of these isourts are unlikely to consider
prohibited by Ontario law or College regulaticfs. that dual practitioners are
Instead, it found Krop guilty of professional misconduct for failing to s ”
L . S . X somehow “blinded” to the
maintain a professional standard of practice in the care of six patients (none
of whom had complained to the College), because his methods differed sifitedical knowledge they possess
nificantly from the majority of practitioners whom he called in his defence a®r ought to possess.
experts in this field. The College discipline committee issued a reprimand and
imposed a number of conditions on Krop’s registration as a physician, includ-
ing adherence to the recommendations in the Report of the College’s Ad Hoc
Committee on Complementary Medicine; providing a patient with sufficient
information to make informed choices, including not misrepresenting infor-
mation or opinion before carrying out certain diagnostic or therapeutic proce-
dures; and advising the patient of the usual and conventional treatment
options (and their risks, benefits, and efficacy as reflected by current knowl-
edge)??3 (Krop sought judicial review of the College’s decision on technical
grounds relating to the composition of the discipline panel, but was unsuc-
cessful?4)

Mixed practice standard

A second option is that, in the spirit of the “same school” rule, courts faced
with malpractice allegations against dual practitioners that relate to the use of
complementary/alternative therapies will, in trying to determine the appropri-
ate professional standard, seek the expert opinions of other dual practitioners
— that is, other conventional practitioners who incorporate unconventional
therapies into their practice of medicine. However, this may prove difficult in
practice, given (a) the limited (albeit growing) number of conventional prac-
titioners who practise “integrative” medicine, and (b) “the court may still have
trouble discerning a coherent standard of care — one that is somehow distinct
from either conventional or alternative medicine — against which to judge the
defendant’s conduc®?®

Conventional medical standard

Finally, the most likely outcome is that a court will hold a dual practitioner to

a professional standard of care strictly articulated by conventional physicians.

This poses a particular problem for the integration of complementary/alterna-

tive therapies into conventional medical practice: unless there is express leg-vid at 175.

islation to the contrary (as exists in Ontario, British Columbia and Alberta, for? cPso news release, supra, note 262.
example), the practitioner might be considered negligent simply on the basiscrso. Discipline Committee Decisions —
of using an unconventional therapy, since to do so would, by definition, ngt’s; o= 2o K0P | ey 2000
meet the standard of care generally accepted by conventional practitionefsy,,, , cujege of physicians and surgeons of
This was highlighted in the recent decision of a New York trial court in thedntario, [1997] O No 1950 (Div Ct) (QL).
case ofCharellv Gonzales % Ibid.
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hold a dual practitioner to a
professional standard of care
established by conventional
practitioners.

326 Charell v Gonzalez, supra, note 197.

327 Schneider v Revici, supra, note 195; Boyle v
Revici, supra, note 196.

328 O, Reg 52/95, made under the Medicine Act,
1991.

329 College of Physicians and Surgeons of
Ontario. Discipline Committee Decisions: Dr Felix
Ravikovich (undated) (www.cpso.on.ca/
drravikovich.ntm). Reported in: CPSO. Member's
Dialogue, January 1996: Case #4.

330 Ravikovich v College of Physicians and Surgeons
of Ontario, application for leave to appeal dis-
missed [1997] Of No 1625 (CA) (QL).
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The standard for proving negligence in a malpractice case is
whether the treatment deviates from accepted medical stan-
dards.... [I]t would seem that no practitioner of alternative med-
icine could prevail on such a question[,] as the ... term “non-
conventional” may well necessitate a finding that the doctor
who practices such medicine deviates from “accepted” medical
standards. This indeed creates a problem for such physicians
which perhaps can only be solved by having the patient execute
a comprehensive consent containing appropriate information as
to the risks involved?®

In suggesting that comprehensive consent forms may be a sufficient
defence for the practitioner, the courtGharell found support in the two
Revicidecisions already mentioned, in which a US appellate court affirmed
the right of patients to choose which treatments to follow — provided that
they are fully informed of the risks involved with a particular unconven-
tional treatment, including the risk associated with forgoing conventional
treatment?’

Another disciplinary (not malpractice) case from Ontario demonstrates
how a conventional physician using unconventional therapies might be held
to the standard of professional care expected of the conventional physician,
without going so far as to make the use of an unconventional treatment neg-
ligent in itself. InRavikovichthe defendant physician faced charges of pro-
fessional misconduct for failing to maintain the standard of practice of the
profession by employing diagnostic and therapeutic practices with no sci-
entific or medical validity. He was also charged with incompetence for dis-
playing a lack of knowledge, skill or judgment, or disregard for his patients’
welfare, because of his use of histamine injections for the purposes of diag-
nosis and treatment. Finally, he was charged with professional misconduct
for making misrepresentations regarding a remedy or treatment — specifi-
cally that histamine injections could be used for diagnosis and for thera-
peutic purposes for a variety of conditions when the efficacy of this treat-
ment is unproven.

The College’s Discipline Committee reaffirmed the principle (recog-
nized in Ontario law) that using or recommending a non-traditional treat-
ment is not in itself proof of deficient clinical abil#§2But it also ruled that

there are certain obligations which a physician must accept if he
or she employs a drug for a new or non-traditional treatment.
The drug must be proven safe. The physician must record in
considerable detail the clinical state of the patient and the
changes in this state, both good and bad, that are produced by
the medication. The physician should be aware of all of the per-
tinent publications that bear on the clinical problem as well as
on the proposed treatment.

The College’s Discipline Committee found Ravikovich guilty of profes-
sional misconduct; it reprimanded him, placed restrictions on his practice,
and suspended his licence for three months. Ravikovich’s appeal to the
courts was dismissed?

The importance of informed consent

The law on the issue of malpractice and professional standards for treatment
remains uncertain — particularly with respect to conventional medical prac-
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titioners who incorporate the use of complementary/alternative therapies into
their practice. But while the law struggles to achieve the right balance
between protecting patients and ensuring freedom of choice, there is at least
one ethical imperative that must bind practitioners of all schools and fields,
and provides at least some guidance for sound (and legal) practice. The prin-
ciple of respect for personal autonomy certainly requires of all practitioners,
as both a moral and a legal duty, that they ensure “their patients are fully
informed about any therapies they elect to receive, as well as any treatment
they may forgo as a result of their decisions. In addition, dual practitioners
should keep up to date with available evidence on the safety and efficacy of
various alternative therapie@.ﬁ 31 Studdert, supra, note 285 at |76.
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Conclusion

We should not tolerate adding to the misery of patients by placing
them in conflict between alternative medicines. Good medicine is
indivisible.... The resolution we should seek is to combine all that
is beneficial.... We need new knowledge, but we also need to uti-
lize effectively existing knowledg&?

As reflected in the above passage, what underlies the practice of good medi-
cine is the pursuit of patient well-being. This paper has explored the implica-
tions of the imperative of practising good medicine, by identifying and apply-
ing key principles that are often used in bioethics, and by analyzing three key
aspects of the legal framework governing complementary/alternative medi-
cine in Canada. Three themes have repeatedly emerged from this discussion.
First is the critical need for additional and better research on complemen-
tary/alternative therapies. This need has been identified over and over as fun-
damental to ensuring informed access to a range of safe and effective treat-
ment options — from the perspective of the consumer/patient who needs infor-
mation to make health-care decisions; from the perspective of both conven-
tional and complementary/alternative practitioners who need it to improve the
quality of practice and advice to patients; and from the perspective of regula-
tors who need this information to shape a regulatory environment that bal-
ances the interest of consumer/patient protection with the interest of con-
sumer/patient freedom in health-care choices.
Building on the need for research, the second theme is the need for
improved education and training of health-care practitioners as a key prere3Ez—l’ﬁ‘exif&'jkt:’fizf;‘ﬁg;g=chta;‘dpfvms‘zak R
uisite for developing models and approaches to health care that recognize @ ement :

iation of Complementary Physicians of

benefits and disadvantages of both conventional biomedicine and a rangelgf" Solmbe Consensus aper on

mplementary Medicine — November 1999

complementary/alternative therapies. Informed decision-making by patientsww.ccmadoctors ca/acp_consensus htrm).
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CONCLUSION

rests not only on the data available, but also on the advice of trained, knowl-
edgeable, and ethical practitioners whose overriding duty is to maximize
patient well-being and minimize patient harm, unhindered by prejudices or
ideology, with a critical but open mindset.

Finally, and facilitating achievement of the first two, the third theme is
the need for regulation that strikes the right balance between the ethical
imperatives of maximizing patient well-being, respecting patients’ autono-
my in making health-care decisions, protecting patients against harm, being
equitable in the allocation of resources, and ensuring the accountability of
health-care providers.

While this paper cannot cover the whole gamut of legal and ethical issues
related to complementary/alternative health care and HIV/AIDS in Canada,
the hope is that it will assist us in moving forward on these themes of
research, education, and appropriate regulation to ensure that providers of
both products and practices deliver safe and effective therapies to informed
patients.
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Summary of
Recommendations

Recommendation |: Defining and Understanding the
Field of Complementary/Alternative Health Care

The Canadian Institutes for Health Research (CIHR), the Office of
Natural Health Products (ONHP), and other research funding agencies
should fund further research into clarifying appropriate definitions and
key characteristics of “complementary/alternative health care,” as well
as developing an appropriate conceptual framework for organizing the
wide range of therapies and practices that fit within this category in
order to guide consumers, providers, and regulators.

Recommendation 2: Key Areas for
Research regarding CAM and HIV/AIDS

Research funding bodies (both health-care research funding bodies
and bodies funding research in other disciplines), as well as Health
Canada under the Canadian Strategy on HIV/AIDS, should fund

research that provides up-to-date information about:

(1) Use of complementary/alternative therapies by people with
HIV/AIDS

(i) the patterns and prevalence of complementary/alternative
medicine use among people with HIV/AIDS;

(i) which therapies are used most commonly by people with
HIV/AIDS, how they are used and for what purposes or con-
ditions, and the users’ reasons for choosing certain therapies,
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including the range of beliefs held by people with
HIV/AIDS regarding both the merits and demerits of con-
ventional and complementary/alternative therapies;

(iii) which complementary/alternative therapies are commonly
used in conjunction with conventional medicine, and the
reasons for combining treatment approaches;

(iv) the effectiveness (real and perceived) of various comple-
mentary/alternative therapies, and users’ satisfaction with
them;

(v) profiles of people with HIV/AIDS who use complementa-
ry/alternative therapies, including variations across region-
al, age, gender, socioeconomic, racial/ethnic, and disease/
disability/health-condition categories;

(vi) whether special features, patterns, or needs exist among spe-
cific subpopulations that use complementary/alternative
therapies as part of HIV/AIDS care, such as: Aboriginal
people (including those who use both conventional Western
medicine and traditional healing practices); women; gay
men; drug users; various ethnocultural communities; low-
income people; and prisoners (whose access to various
kinds of therapies is often limited).

(2) Consumer information and knowledge

() the sources of information about complementary/alternative
products and therapies accessed by people with HIV/AIDS,
and consumer satisfaction;

(i) the accuracy, completeness, and ease of access of sources of
treatment information regarding complementary/
alternative therapies for people with HIV/AIDS, including
such sources as HIV/AIDS-treatment information organiza-
tions, buyers’ clubs, websites, information pamphlets, and
brochures available at community organizations, practition-
ers’ offices, or vendors of natural health products;

(iif) how people with HIV/AIDS would prefer to get informa-
tion about complementary/alternative therapies, barriers to
getting the information they want, the need to make
informed treatment choices, and feasible mechanisms for
making reliable information accessible;

(iv) what kind of information people with HIV/AIDS use and
want to make decisions about their health care, and their
level of trust in various sources (such as recommendations
from conventional or complementary/alternative practition-
ers, family, friends or acquaintances; product labels and
monographs; promotional material produced by manufac-
turers or practitioners; professional associations; communi-
ty organizations; websites; and medical or other literature).

(3) Access to complementary/alternative therapies

108 COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



SUMMARY OF RECOMMENDATIONS

(i) where, how, and from which sources people with HIV/AIDS
access complementary therapies and what barriers to access
exist;

(i) the interface between the use of complementary/alternative
therapies and the conventional health-care system, including
the degree to which patients are referred to complementary/
alternative practitioners by conventional practitioners and
vice versa, and the attitudes of conventional practitioners
toward complementary/alternative practitioners and vice
versa,;

(iii) what people with HIV/AIDS spend on complementary/
alternative therapies, and on which sorts of therapies;

(iv) the views of people with HIV/AIDS who use complementa-
ry/alternative therapies, practitioners (complementary and
conventional), government, and private insurers regarding
coverage of different kinds of complementary/alternative
therapies under private and public health insurance plans.

Recommendation 3: Principles and Protocols for
Research with and within Aboriginal Communities

Research with and within Aboriginal communities should respect prin-
ciples of ownership, control, and access over research methods and
results. Adequate, enforceable legal protections for the intellectual
property of Aboriginal communities (which property includes knowl-
edge of traditional healing practices) need to be guaranteed in the
design of such research. Health Canada, the Canadian Institutes for
Health Research, and representatives of Aboriginal communities
should ensure that protocols are developed to govern the conduct of
health research with and within Aboriginal communities that are
approved by the communities in question before any such research is
undertaken.

Recommendation 4: Conventional Practitioners
Should Ask about Patients’ CAM Use

Professional practice policies or guidelines on complementary/
alternative therapies developed by regulatory bodies for health profes-
sionals (eg, Colleges of Physicians and Surgeons) should instruct
members to inquire into their patients’ use of complementary/alterna-
tive medicine. Individual practitioners should consciously make an
effort to inquire into their patients’ use of complementary/alternative
therapies.

Recommendation 5: CAM Practitioners Should Ask
about Patients’ Use of Other CAM or Conventional
Treatments

Practitioner associations in the field of complementary/alternative
health care should encourage their members to inquire into their
patients’ use of other complementary/alternative therapies as well as
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conventional medical treatments. Individual practitioners should
make an effort to inquire into such use.

Recommendation 6: A Research
Agenda for CAM and HIV

The Canadian Institutes for Health Research, the Office of Natural
Health Products, other health-care research funding agencies, and
Health Canada, should participate (or continue participating) in
developing, implementing, and funding an agenda for research into
the safety and efficacy of complementary/alternative medicine as
part of HIV/AIDS health care (both natural health products and
other therapies). The process of developing and implementing this
research agenda should involve people with HIV/AIDS as
patients/consumers, those providing services to people with
HIV/AIDS (including conventional and complementary/alternative
health practitioners, community-based organizations), and relevant
and appropriate government regulators (eg, ONHP in the case of
research into natural health products).

Recommendation 7: Support a Centre
of Excellence in CAM research

Health Canada, provincial health ministries, the Canadian Institutes
for Health Research, the Office of Natural Health Products, and
health-care research funding agencies should further investigate the
possibility of developing and supporting a “virtual” institute or cen-
tre of excellence in complementary/alternative health-care research
(to research both natural health products and other complementa-
ry/alternative therapies).

Recommendation 8: Priorities for
Research in CAM and HIV/AIDS

In funding research in the areas of complementary/alternative med-
icine, health-care research funding agencies should give priority to

research into the safety and effectiveness of those complementary/
alternative therapies for which there is:

(&) encouraging, reliable preliminary effectiveness data,

(b) consistent anecdotal evidence of effectiveness,

(c) evidence of common use among people with HIV/AIDS, and/or

(d) evidence of known or potential significant adverse effects,
including where used in conjunction with conventional HIV/
AIDS treatments.

Recommendation 9: Roster of CAM Experts
for Reviewing Research Proposals

Health-care research funding agencies should build up a roster of
properly trained individual experts in various fields of complemen-
tary/alternative therapy practice who can contribute their expertise to
panels or committees reviewing proposals for research funding.
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Recommendation 10: Developing Research
Skills among CAM Practitioners

Health Canada, provincial health ministries, and health-care research
funding agencies need to make funds available for — and schools and
training programs in complementary/alternative medicine need to
include in their curriculum — the development of research skills among
practitioners of complementary/alternative therapies, so as to generate
more and better-quality research into the safety and efficacy of com-
plementary/alternative therapies.

Recommendation | I: Community-Based
Research into CAM

Health Canada and health-care research funding agencies should
ensure that at least some of their funds used for researching comple-
mentary/alternative therapies in HIV/AIDS care is allocated to com-
munity-based research projects. Because a significant number of peo-
ple with HIV/AIDS likely access commonly used complementary/
alternative therapies or information about such therapies through com-
munity-based organizations, this approach to research could be partic-
ularly well-suited to investigating at least some of the key research
areas identified above. Furthermore, it offers a way to circumvent
resistance to research into complementary/alternative medicine that
persists in more institutional research settings, and is consistent with a
philosophy of active patient/user involvement in care and treatment
decisions common to many people with HIV/AIDS and users of com-
plementary/alternative medicine generally.

Recommendation 12: Encourage Interest
in CAM Research among HIV Researchers

The Canadian Association for HIV Research (CAHR) and similar
bodies organized at regional or provincial levels should encourage
interest among their members in research into complementary/
alternative therapies as a component of health care for people with
HIV/AIDS.

Recommendation 13: Funding curriculum
development for training of conventional and
CAM practitioners

Health Canada, provincial ministries of health, and health-
care research funding bodies should fund the development of
(&) curricular materials on complementary/alternative therapies that
can be incorporated into the core curriculum of conventional health-
care practitioners, and (b) curricular materials in basic areas of con-
ventional biomedical practice that should be incorporated into the core
training of complementary/alternative practitioners. Developing such
curricular materials should involve existing schools and training pro-
grams (conventional and complementary/alternative) that have devel-
oped educational/training standards in their respective fields, those act-
ing in the field, and should also take into account the input of con-
sumers.
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Recommendation 14: Include HIV/AIDS-specific
information in curriculum

Curricular material developed for both conventional and comple-
mentary/alternative health-care practitioners needs to include basic
education about HIV/AIDS, HIV/AIDS-specific considerations in
the delivery of complementary/alternative therapies, and possibly
clinically important interactions between conventional treatments
and complementary/alternative therapies in people with HIV/AIDS.

Recommendation 15: Include CAM basics in
training for conventional health care practitioners

Educational institutions training conventional health-care profes-
sionals should encourage the development and introduction into
their core curriculum of basic training in fields of complementary/
alternative medicine that is sufficient to equip all conventional
health-care professionals with the basic understanding necessary to
recognize the potential benefits and disadvantages of complementa-
ry/alternative medicine and to adequately care for patients who may
be using, or who may benefit from, complementary/alternative ther-
apies or practitioners.

Recommendation 16: Include basics of conventional
medicine in training for CAM practitioners

Educational institutions or programs providing training to comple-
mentary/alternative health-care practitioners should encourage the
development and introduction into their core curriculum of basic
training in biomedical health sciences that is sufficient to equip com-
plementary/alternative practitioners with the basic understanding
necessary to recognize the potential benefits and disadvantages of
conventional biomedicine and to adequately care for patients who
may be using, or who may benefit from, conventional biomedical
care.

Recommendation 17: Stringency of pre-marketing
approval of natural health products

The strictness of regulatory review for pre-marketing approval of
natural health products for sale in Canada should correlate with (a)
the known or reasonably foreseeable risk of harm from the product,
and (b) the strength of the health claim made for the product.

Recommendation 18: Labelling requirements for
natural health products

The federal government should require the following in the labeling
of natural health products as a condition of licensing for sale in
Canada:

e Labels should conform to a standardized format that is accessi-
ble to a wide audience (plain language, multiple languages,
large print, inclusion of key information on the package itself,
and inclusion of other information in large print on package
inserts).
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e Labels should indicate the quantities of all contents, and there
should be minimum specified quantities of a vitamin, mineral, or
other substance in the product in order for it to be labeled for sale
as such.

e Labels should indicate whether the product is synthetic or natural,
including whether it uses animal sources, and whether it incorpo-
rates genetically modified organisms.

e Labels should include directions for use, warnings, recommended
dosage, and possible interactions with drugs or other natural
health products, where known.

e Labels should advise consumers to inform their health-care
provider of their use of the product, even if it may not seem rele-
vant at the time.

e Labels should indicate a toll-free phone number and website for
information on how consumers can report an adverse reaction (if
and when such a mechanism for post-marketing monitoring is cre-
ated).

» Inthose cases where the physical packaging of a product does not
allow for the inclusion of the above information on or in the pack-
age itself, vendors of natural health products should be required to
have product monographs including this information available for
consumers at the point of sale.

Recommendation 19: Establish a post-approval
surveillance system for natural health products

In consultation with consumer groups, manufacturers, health-care
practitioners, and manufacturers, the Office of Natural Health Products
should establish a post-approval surveillance system to collect the fol-
lowing information about natural health products approved for sale in
Canada: adverse events of varying degree; short-term side effects and
long-term cumulative effects; and independent data regarding con-
sumer use (eg, prevalence and frequency of use, conditions for which
product used, etc).

Recommendation 20: Requirements for product
licence holders to report adverse reactions

Product licence holders should be required by law to repgtiseri-

ous adverse event” relating to the use of their licensed product,
whether inside or outside Canada, and whether anticipated or “unex-
pected,” to the Office of Natural Health Products within a set, short

number of days after receiving information about such an event.

Recommendation 21: Requirements for health care
practitioners to report adverse reactions

Health-care practitioners should be required by law to report to the

Office of Natural Health Products any serious adverse event relating to
the use of a natural health product (whether or not licensed for sale in
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Canada) occurring in Canada or in a patient under their care and of
which they have personal knowledge, within a set, short number of
days after learning this information.

Recommendation 22: Collaboration with pharma-
cists to prevent and track product interactions

The Office of Natural Health Products, Colleges of Pharmacists,
pharmacists’ professional associations, and manufacturers of natural
health products should, with the input of consumer groups, collabo-
rate to develop a protocol for pharmacists to encourage patients pur-
chasing prescription drugs to voluntarily disclose which natural
health products and non-prescription medications they are using.
That information must be kept confidential, and should be tracked
by pharmacies so that possible interactions between natural health
products and pharmaceutical drugs, or between different natural
health products, can be identified to inform consumers about possi-
ble safety concerns with the use of a product, or the interaction of
products, and to draw these concerns to the attention of Health
Canada for further investigation.

Recommendation 23: Enforcement of adequate
penalties for breaching regulatory requirements

To protect consumers, the federal government should ensure that
penalties established for breach of regulatory requirements regard-
ing the manufacture, licensing, labeling, and distribution and sale of
natural health products should be sufficiently strong, and their
enforcement sufficiently vigorous, to ensure compliance with those
regulatory requirements.

Recommendation 24: Independence of government
regulator from industry

The Office of Natural Health Products must ensure that, in design-

ing the regulatory system applicable to natural health products, the

public interest remains paramount and must always supersede the
interests of industry, where these are in conflict. Safeguards have to
be put in place to ensure that the Office remains fully independent

from the industry it purports to regulate.

Recommendation 25: Initiatives toward voluntary
self-regulation by unregulated CAM practitioners

Recognizing that different fields of complementary/alternative prac-
tice are at different stages of professional organization, practitioners
should: organize themselves into practitioner associations; via such
associations, consider the costs and benefits of establishing profes-
sional standards of qualification, ongoing competence, and accept-
able practice as conditions of membership; and establish a mecha-
nism for ensuring accountability of members for caring for patients
in accordance with those standards.
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Recommendation 26: Developing a resource guide
for CAM practitioners to voluntarily self-regulate

Health Canada should facilitate the creation of a working group,
including representatives of newly or recently regulated complemen-
tary/alternative medicine practitioner groups, to produce and dissemi-
nate a resource tool (a “how to” guide) on developing mechanisms for
voluntary self-regulation as a profession.

Recommendation 27: Funding research into models
and legal parameters of regulating CAM practitioners

Research funding agencies (both health-care research funding agen-
cies and agencies funding research in other disciplines), as well as
Health Canada under the Canadian Strategy on HIV/AIDS, should
fund research that provides up-to-date information about:

» the views of people with HIV/AIDS who use complementary/
alternative therapies, practitioners (complementary and conven-
tional), manufacturers of natural health products, government, and
private insurers, regarding the necessity for regulation in the fields
of complementary/alternative health care, the role of government
in regulation, and different models for regulating products and
practitioners;

e areview of legal cases that (i) assesses the treatment of comple-
mentary/alternative medicine and practitioners using complemen-
tary/alternative medicine by professional regulatory bodies and
before the courts; and (i) explores the ethical and legal obligations
of both conventional and complementary/alternative practitioners
in the use of complementary/alternative medicine, as well as pro-
viding guidance for community-based organizations serving peo-
ple with HIV/AIDS about the legal and ethical obligations gov-
erning the provision of complementary/alternative services and
information; and

» the financial and other costs and benefits of different models of
regulating practitioners in the health-care field, to inform deci-
sions about which regulatory models are best suited for the regu-
lation of practitioners in different fields of complementary/
alternative medicine (if any regulation is found to be necessary).

Recommendation 28: Review of policies by
conventional health professionals' regulatory bodies

Colleges of Physicians and Surgeons, and other health professional
regulatory bodies, should solicit the views of their members, of com-
plementary/alternative practitioners, and especially of patients as to
how restrictive current professional guidelines, codes, or policies are
regarding physicians’ involvement in providing complementary/
alternative therapies or referring patients to providers of such thera-
pies. The results of such consultation should inform a possible review
of existing policies, if and where indicated.
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Recommendation 29: Requiring conventional
health professionals to seek appropriate training
before practising CAM

As a matter of policy, regulatory bodies for conventional health-care
professionals should include a requirement that those members who
wish to practise unconventional therapies should, where possible,
take training in the relevant field in a form that has been approved by
a regulatory body or professional association of practitioners spe-
cializing in that field.

Recommendation 30: Legislative review to
facilitate safe integration of CAM and conventional
treatments by patients

Provincial health ministries should, in collaboration with profes-
sional associations of both conventional and complementary/alter-
native practitioners and health professional regulatory bodies, iden-
tify those legislative or regulatory changes necessary to enable mul-
tidisciplinary practices that could facilitate the integration of care
between conventional and complementary/alternative practitioners
for patients who seek such care.

Recommendation 31: Funding Aboriginal research
into traditional healing practices and practitioner

Health Canada, provincial ministries of health, and health-research
funding agencies should support research by Aboriginal people into
the issues related to ensuring proper qualifications and practices by
traditional healers.
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Appendix A: Use of
Complementary/Alternative
Medicine

For data about the use of complementary/alternative medicine in Canada, see
pages 11 to 26 above. This appendix contains data from selected other coun-
tries.

United States

Results similar to the prevalence of complementary/ alternative medicine use
in Canada have been reported in two widely cited United States studies by
Eisenberg et al. In the first study (1993) they found:

* If prayer and exercise were excluded (since one cannot visit a practition-
er for these practices), 34 percent of respondents had used at least one
complementary and/or alternative medicine during the previous 12
months.

« Among those who reported using complementary and/or alternative med-
icine, 64 percent did so without visiting a complementary and/or alterna-
tive medicine practitioner. In addition to this, 89 percent of respondents
used complementary and/or alternative medicines without the recommen-
dation of their conventional medical doctor, while 72 percent of comple-
mentary and/or alternative medicine users did not tell their conventional
medical practitioners that they had used complementary and/or alternative
medicine.
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» And, perhaps surprisingly, the estimated number of visits to comple-
mentary and/or alternative medicine providers (425 million) far exceed-
ed the estimated number of visits to conventional medical practitioners
(388 million) during the study ye&t?

The follow-up study by Eisenberg et al (1998) showed a significant increase
in the use of complementary/ alternative medicine (again excluding prayer
and exercise):

» Most notable in this study was that 42 percent of respondents reported
using complementary and/or alternative medicine during the study year
(up from 34 percent in the previous study), while the total number of
visits to complementary and/or alternative medicine providers increased
by 47 percent, thus attesting to the ever-increasing popularity of com-
plementary and/or alternative medicine in the general popufifion.

» Similar to the situation in Canada: relaxation techniques (16.3 percent),
herbal medicines (12.1), massage (11.1), and chiropractic (11.0) were

among the most common complementary and/or alternative therapies
used3®

The most recent data from a large-scale research effort in the United States
were published in May 2000 b@onsumer Reportshich reported the
results of a survey to which 46,000 of its readers responded. Respondents
provided information regarding their CAM use in the preceding two
years336

» Almost 35 percent of respondents had used megavitamins and other
nutritional supplements; deep-tissue massage; chiropractic manipula-
tion and acupressure; and mind-body treatments such as meditation and
relaxation therapy. Some got these treatments through their regular doc-
tors or an alternative practitioner. Nearly half tried new remedies on
their own — most often herbals.

» Overall, 58 percent of conditions were treated with conventional — not
complementary — treatments. However, readers report that 25 percent of
conditions were treated with both conventional and complementary
therapies. Just nine percent used alternatives only. The remaining con-
ditions were treated primarily with over-the-counter drugs or lifestyle
changes (exercise and diet).

» The 35 percent of readers who did turn to alternatives were looking
mainly for relief from troublesome symptoms that had not yielded to
conventional treatments. Those who said they were in severe pain or
stress were more likely to try alternatives.

» For most medical conditions, the majority who tried alternatives found
them very or somewhat helpful. But some highly touted alternatives —
melatonin for insomnia, saw palmetto for prostate problems, magnets
for pain — scored poorly. For nearly all medical conditions, readers said
they got the best results from prescription drugs, and from surgery when
it was recommended. Even among people who tried herbal therapies,
prescription drugs won higher marks for all medical conditions.

* When readers felt comfortable enough to tell their doctors about their
alternative choices — and 60 percent did — most doctors expressed
approval (55 percent) or at least neutrality (40 percent), according to
patients’ assessment of doctors’ responses. Only five percent said their
doctor disapproved.
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» Nearly one in four readers who tried an alternative did so on the recom-
mendation of a doctor or nurse. More than half such recommendations
were for herbals and other supplements, most typically for arthritis and
prostate problems.

Some recent studies in the United States have questioned the popular belief
that there is limited use of complementary/alternative medicine within poor
and underserved populations. In 2000, Wolsko et al reported the results of a
survey administered to 93 percent of patients (536 people) seen consecutive-
ly over a five-day period in December 1998 at three general medical clinics in
Denver, Colorado, each serving distinctly different socioeconomic segments
of the area’s population. Respondents were asked to complete a brief, self-
administered questionnaire involving five of the modalities reported in previ-
ous research as more commonly visited: acupuncture, chiropractic, herbal
medicine/dietary or vitamin supplements, meditation/relaxation, and mas-
sage. Researchers reported two major findings:

First, use of and interest in future use of practitioners of alterna-
tive medicine did not differ substantially when three diverse
patient populations were compared. These clinic populations
comprised markedly divergent socioeconomic groups as assessed
by race, insurance status, and self-reported annual income. We
found no relationship between annual income and complementa-
ry medicine usage on multi-variable analysis. Other recent studies
support our observations [references omitted].... Taken together,
our and other observations clearly emphasize that alternative/
complementary medicine usage is not confined to any well-cir-
cumscribed socioeconomic grotis.

A second noteworthy finding of our study is that low self-per-
ceived health status is a major, independent significant predictor
of the use of an alternative medicine provider. We found that users
of alternative/complementary medicine were more than twice as
likely to have low self-perceived health status than nonusers....
Together our results and those of others support that poor health
status is another significant, independent determinant of alterna-
tive medicine usagé®

Wolsko’s questioning of assumptions about the economic status of those who
use complementary/alternative medicine may be bolstered by a study pub-
lished in 1998 that looked at the use of CAM by over 96 percent of homeless
youth receiving care at a street-clinic youth program in Seattle, Washington.
In that study, Breuner et al found that:

» CAM was used by over 70 percent of the youth.
» Referrals to CAM came most often from friends (52.7 percent).
* The most common reason given for using CAM was because it was “nat-
ural” (43.9 percent).
* Most of those who used CAM (87.3 percent) believed they had been
helped *some” or "a lot” et s ol e
» Given their choice of providers to visit when ill, 51.7 percent would seelournal of Aternative and Complementary Mediine
care from a physician, 36.9 percent from a CAM provider, and 11.4 per="% ¢ 321326 at 324325,

38 |bid at 325.
cent would self-treat® e
339 Breuner CC, Barry P), Kemper K]. Alternative

Breuner et al concluded that care with complementary/alternative medicine Ji§ < us¢ by homeless youth, Archies of
i Pediatrics & Adolescent Medicine 1998; 152: 1071-
frequently used and accepted by homeless youth (at least this populatiare.
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accessing a health clinic), and suggested that integrating CAM into allo-
pathic health centres may serve as an incentive to entice youth into main-
stream health care.

Australia

In 1996, Australian researchers reported the results of research into the use
of alternative medicine and alternative practitioners among 3000 respon-
dents (age 15 or older) living in South Australia in 1993. They found:

» Among respondents, 48.5 percent had used at least one altettmative
apyin the previous year, with women using significantly more therapies
than men. Use of therapies was highest among those aged 15 to 34,
those with higher socioeconomic status, higher levels of education, and
higher household incomes.

» Furthermore, 20 percent had visited at least one alternative health-care
provider during the previous year. There was no significant difference
between men and women regarding the use of such providers, but use
was greatest among younger age groups, those born in Australia, those
who were employed, and those with higher incoffis.

In 1994, a smaller survey among 325 patients attending an urban teaching
hospital's emergency department yielded “remarkably similar results in a
predominantly white middle-class populatiéf"The researchers noted
that “the high usage in generally ‘healthy’ populations could not be attrib-
uted to desperation about an incurable disease or to reliance on traditional
remedies by certain ethnic group&They reported that only 35 percent of
users had informed their medical practitioner about any use of complemen-
tary/ alternative medicine, and noted the main reasons given were patients’
perception that doctors would reject these therapies, and a belief that the
patient was “in charge” of their health. Research released in 1998 showed
that Australians consume as much in the way of “non-traditional” medicine,
and in vitamin and mineral supplements, as they do prescription3fugs.
Furthermore, research into the attitudes of Australian general practitioners
toward the use of complementary therapies found that over 80 percent have
referred patients to CAM practitioners, and nearly half have considered
using them; furthermore, 93 percent of respondents who are general practi-
tioners agreed that core medical undergraduate curricula should include
some education on complementary therapies, and there was strong support
for public insurance coverage of specific therapies (acupuncture, hypnosis,
meditation, and chiropractié}* In 1999, researchers concluded that
acupuncture has become a well-established complementary practice chosen
by Australians, with women more likely than men to submit claims for
acupuncture to the public health insurance schéme.

United Kingdom

The UK House of Lords’ Science and Technology Committee recently pub-
lished an extensive report @omplementary and Alternative Medigine
which includes an up-to-date review of the “rather limited data” available
on the use of CAM in the UK, and concludes that CAM use is high and
increasing*® A 1999 study of professional CAM bodies in the UK sug-
gested that up to five million patients have consulted a CAM practitioner in
the last yeaf*’ In 1999, a telephone survey of 1204 randomly selected
adults conducted by the BBC found that 20 percent of respondents had used
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an alternative or complementary medicine or therapy within the previous
year. Of these, 34 percent had used herbal medicine, 21 percent had used
aromatherapy, 17 percent had used homeopathy, and 14 percent had used
acupuncture or acupressure. Extrapolation from the results suggests that
people in the UK spend around £1.6 billion annually on complementary/
alternative mediciné?®

Other European countries

In 1994, Fisher and Ward prepared an overview of research from a variety of

European countries regarding the use of complementary/alternative medi-

cine3*9They reported that in the countries for which statistics were available,

between 20 and 50 percent of the population had used complementary/ alter-

native medicine, and that popularity was growing rapidly. They noted that

approximately 60 percent of the public in the Netherlands and Belgium were

willing to pay additional health insurance premiums for complementary med-

icine, and 74 percent of the British public favoured it being paid for by the” Ermst £ White A The BSC survey of comple-
National Health Service. In 1999, Italian researchers noted that nationgﬂazzsnfnwcegimfezgoo;Z; 3zl3§mpememary
trends showed that an increasing number of patients employ remedies outsidesher ward, supra, note 30.

the mainstream of conventional Western medigife. 350 Menniti-Ippolito De Mel, supra, note 86.
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Appendix B:
Complementary/ Alternative
Medicine Use by People with
HIV/AIDS — Summary of

Canadian and Other Studies

TABLE |
Overview of Canadian Studies of Complementary/Alternative Medicine Use among People with HIV/AIDS
Author (Year) Sample Overall Prevalence | Most Popular CAM | Comments
of CAM Use
Ontario Ministry | n/a n/a n/a Community AIDS workers and
of Health HIV physicians reported an
(1995)%! increase in complementary

therapy use among clients.

Increase appeared most
pronounced among those living
in large urban areas.

35! Ontario Ministry of Health. Complementary therapies in HIV. HIV Update 1995; 2(3): 9-10.
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TABLE | (continued...)

Author (Year) Sample Overall Prevalence | Most Popular CAM | Comments

of CAM Use
Community 200 (185 men, I5 78.5% Nutritional and On average, respondents more
Research women in Toronto) other supplements | satisfied with every category of
Initiative of (85%) CAM therapy than with drugs.
Toronto & : : : : :

X Physical therapies | Physical therapies had highest
Cielen AIDS352 (5‘;%) P oeraII satisfacgion rating %f any
Society (1995) Plant-based category (4.27 out of 5). Over

medicines (55%) 90% of participants rated their
experience with Swedish
Mind-body massage, chiropractic, active
therapies (46%) exercise, Shiatsu massage, and
diet/nutrition as positive or
very positive.
Participants gave medicines
from plants an overall average
satisfaction rating of 3.75 out
of 5. Fewer than 10% reported
any negative experiences with
plant-based medicines.
Overall, no single therapy
associated with identifiable
effect on quality-of-life
measures or severity of
symptoms.
Meneilly et al 62 women 42% Herbal remedies “In comparison to previous
(1996)%3 attending HIV clinic (38%) studies in homosexual men
(98% Caucasian, Vitamins & minerals | With similar demographics,
mean age over 35) (29%) women with HIV are more
) likely to use a wide variety of
Relaxation herbal remedies and less likely
techniques & to use acupuncture.... HIV
massage (9%) positive women appear to have
Acupuncture (2%) | 2 different pattern on
alternative therapy use
compared to men.’
Ostrow et al 657 PHAs accessing | 39% Dietary Complementary therapy use
(1997)3 British Columbia supplements (30%) | was associated with younger
provincial HIV drug Herbal & other age,income > US $7300, having
plan medicinal therapies grgater.physical pain, and
(22%) university education.
Tactile therapies
(22%)
Mental relaxation
techniques (20%)
McMurchy et al | 387 PHAs recruited | 77% Nutritional On average, respondents used
(1998)35 through HIV supplements 4 CAM therapies.

Ontario Observa-
tional Database

Average reported monthly
expenditure was $53 per PHA,
for an estimated annual
expenditure of $639 per PHA.

32 CRIT/CAS, supra, note 56.

353 Meneilly et al, supra, note 54.

3% Ostrow et al, supra, note 54.

35 McMurchy D, Leeb K , Millson RThe Utilization and Cost of Complementary Therapies in the Province of Ontario. HIV Ontario Observational Database, 1998. It should
be noted that these figures, and those reported in the next two rows (Leeb et al 1998, Millson 1999), are all derived from the same study, although seemingly at different
stages in the research process. The information noted under Millson 1999 represents the final figures for the study.
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TABLE | (continued...)

Author (Year)

Sample

Overall Prevalence
of CAM Use

Most Popular CAM

Comments

Total annual expenditure on
CAM therapies by PHAs
seeking care in Ontario is
estimated to be approximately
$5.1 million.

Expenditure appears to increase
with age, education level, and
income; only income was an
independent predictor of
expenditure.

Leeb et al
(1998)3¢

PHAs with data
recorded in
provincial HIV
observational
database (HOOD)

81% (at some
point)

73.6% currently
using CAM

Dietary
supplements
(61.7%)

Physical therapies
(33.5%)

Medicinal plants
(21.6%)

Mind/body
therapies (17.9%)

Half of those using CAM used
two or more therapies, and a
quarter used more than six
therapies.

Waring et al
(1998)%7

96 clinic patients at
Toronto Hospital
(88% gay men)

88% currently using
CAM

63% had used CAM
in past

Multivitamins
Marijuana
Chiropractic

86% take | or more vitamin
products.

60% take | or more herbal
products.

35% consult a complementary
therapies practitioner.

General health and well-being
most common reason for
current CAM use (37%),
whereas in past CAM most
often used to increase immunity
and prevent HIV progression
(32%).

43% rate their CAM as “very
effective.”

60% spend less than
$100/month on CAM, while
I5% spend more than this.

Millson et al
(1999)%#

386 PHAs recruited
through HIV
Ontario Observa-
tional Database

approx 75%

Half of PHAs using CAM used
2 or more therapies,and a
quarter used more than 6
therapies.

Those who use CAM report
spending average of *85 month
(1016 annually).

Overall estimate that PHAs in
Ontario spend *5.5 million
annually on CAM.

3¢ | eeb et al, supra, note 57.

357 \Waring et al, supra, note 88.

358 Millson et al, supra, note 72.
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TABLE | (continued...)

Author (Year) Sample Overall Prevalence | Most Popular CAM | Comments
of CAM Use
Heath et al PHAs accessing BC | n/a n/a Annual questionnaire showed
(1999)3%° provincial HIV drug increase over 4 years in the use
plan of each category of CAM: 50%
increase for dietary
supplements; 32% increase for
herbal and medicinal therapies;
27% increase for tactile
therapies; 23% increase for
relaxation therapies.
The use of complementary
therapies among PHAs in
British Columbia has doubled
between 1995 and 1998.
Kendall et al 979 PHAs receiving | n/a I1.6% used
(2000)3¢0 anti-HIV ARVs meditation
through BC
provincial drug plan
Braitstein 977 PHAs receiving | n/a 14.7% reported
(2000)3¢! ARVs through BC medical use of
provincial drug plan marijuana
Braitstein 1008 PHASs 42.1% n/a
(2000)3¢2 receiving ARVs
through BC
provincial drug plan
Furler (2000)%¢* | 48 PHAs recruited | 96% of women Women “Use of CAM in patients with
through Ontario Mind-body HIV is relatively common, with
HIV Observational | 67% of men therapies (86%) a higher proportion of female
Database (HOOD) Herbal therapies patients seeking alternative
(56%) therapies, independent of
Supplements (43%) prescription medication use,
Massage (43%) income, education, or
Chiropractic (39%) | employment status.”
Aromatherapy
(39%)
Men
Mind—body
therapies (88%)
Herbal therapies
(25%)
Massage (25%)

3% Heath et al, supra, note 55.

360 Kendall TR et al. Mind and body: Sociodemographic and clinical characteristics of HIV+ individuals using meditation as a complementary therapy while on antiretrovirals
in British Columbia, Canada. Poster; 9" CAHR, 27-30 April 2000, Montreal: Abstract 233P

361 Braitstein P Mary-Jane and her patients: Socio-demographic and clinical characteristics of HIV+ individuals using medicinal marijuana and antiretrovirals in British

Columbia, Canada. Oral presentation, 9" CAHR, 27-30 April 2000, Montreal: Abstract 315.

362 Brajtstein P et al. Information seeking and health care utilization patterns among people living with HIV/AIDS who currently use both antiretrovirals and complementary
therapies in British Columbia, Canada. Poster presentation, 9th CAHR, 27-30 April 2000, Montreal: Abstract 338P.

363 Furler et al, supra, note 56; reported in the Canadian Journal of Infectious Diseases 2000; | | (Suppl B): 65B. Note that this report is based on interim data from the same
study by Furler et al referred to infra as Furler (2000b) and Furler (2001).
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TABLE | (continued...)

Author (Year) Sample Overall Prevalence | Most Popular CAM | Comments
of CAM Use

Jalbert (2000)3* | 330 n/a Vitamins (34%)

Supplements (16%)

Homeopathic

products (3%)

Comments

Furler (2000b)3¢5 | 70 (40 men, 30 > 90% (women) In every category of CAM included, women used

women) recruited
through 9 HIV
outpatient clinics in
7 Ontario cities

80% (men)

such therapy more than men,and a greater proportion
of HIV-positive women than HIV-positive men use
complementary and alternative medicine.

Furler (2001)3¢¢

70 (40 men, 30
women) recruited
through 9 HIV
outpatient clinics in
7 Ontario cities

93% of women
70% of men

Researchers noted a trend to an increased number
of therapies reported by women.

In patients using CAM, the HIV physician was aware
of only 37% of CAM agents used; this value did not
differ significantly between men and women.

In 55% of cases where the physician was unaware of
CAM use, 96% of the time the physician had not
inquired about its use.

Kendall (2001)%

49 HIV-positive
people participating
in focus groups

100% (study
specifically selected
PHAs who
confirmed using
CAM)

Roughly half the respondents were taking ARVs at
time of study, and half were not.

Half the participants had used CAM before being
diagnosed with HIV. Median number of CAM therapies
currently being used was 6; median number ever used
was 0.

67% were men, 33% were women; 92% had secondary
or post-secondary education; 71% were Caucasion,
17% were Aboriginal; 3% were Hispanic; 3% reported
some other ethnicity.

Reasons for using CAM (from highest to lowest): to
improve energy level (93%); to have greater control
over health (86%);l feel good about using CAM”
(86%); to enhance immune response (79%); to
prevent infections (74%); to supplement dietary intake
(74%); to manage side effects (60%); to lower viral
load (58%); “CAM won’t do any harm” (49%).

Kamyab et al
(2001)3¢8

68 consecutive
HIV+ attendees of
immunodeficiency
clinic in Saskatoon
in 1996 and 58 (out
of intended 100) in
2001

In 1996:78%
In 2001:32.75%

Between 1996 and 2001: percentage of Aboriginal

patients increased (15% to 24%) and percentage of
female patients increased (23.5% to 34.5%); income
and average years of education decreased. Data show,
from 1996 to 2001: decreased use of CAT (62.5% to
44%), and increased use of antiretrovirals (72% to

78%). Average confidence in conventional/alternative
therapy for slowing HIV progression decreased, while
confidence in conventional medical therapy increased.

364 Jalbert et al, supra, note 52.

3 Furler S et al. Gender Differences in the Drug Utilization Patterns of HIV Infected Outpatients: An Interim Analysis. See Oral Presentation and Summary of
Proceedings: Towards Equity in HIV Health Care for Vulnerable Populations. Ontario HIV Treatment Network Research Day, 27 November 2000, Toronto, Ontario (avail-
able online via www.ohtn.on.ca).

3% Furler et al, supra, note 56.

37 Kendall et al, supra, note 61.

38 Kamyab et al, supra, note 55.
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TABLE | (continued...)

Author (Year) Sample Overall Prevalence Comments
of CAM Use
Kendall (2001)3¢° | survey of 1009 43.3% Having hepatitis B was associated with CAM use.

individuals enrolled
in BC provincial
drug treatment
program, plus
qualitative
interviews with 36
HIV-positive people
using CAM from 3
urban clinics and 5
rural family
practices

CAM use associated with higher income, self-
identifying route of HIV infection as male—male sex,
and not currently using injection drugs.

Neither HIV/hepatitis coinfection nor use of CAM
was associated with discontinuing antiretrovirals.

Reasons for using CAM: enhance immune function
(HIV-positive only: 76.3%; coinfected: 66.8%); reduce
viral load (HIV-positive only: 28/7%; coinfected: 24.6%);
manage side effects of conventional therapies (HIV-
positive only: 45.6%; coinfected: 42.3%); supplement
dietary intake (HIV-positive only: 72.6%; coinfected:
70.1%); greater control over health (HIV-positive only:
57.9%; coinfected: 55.6%); prevent infections (HIV-
positive only 33.8%, coinfected:35.3%); increase energy
(HIV-positive only: 72.6%; coinfected: 69.5%).

369 Kendall et al, supra, note 55.
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TABLE 2
Overview of Canadian Studies of Complementary/Alternative Medicine Use among People with HIVIAIDS
Author (Year) Sample Size Most Popular CAM | Overall Prevalence | Comments
of CAM Use
Barton (1989) 190 Massage (20%) 38% Benefit was attributed to 81% of
treatments used.
Hand (1989) 50 Acupuncture (30%) | 36% All users of CAM thought it was of
value.

Cohen (1990) 172 Acupuncture 73% n/a

(40%)
Greenblatt 197 n/a 29% n/a
(1991)
Rowlands (1991) | 79 Vitamins (46%) 56% 72% felt improvement.

Herbal Remedies

(16%)
Kassler (1991) 114 n/a 22% (herbals only) | n/a
Stine (1993) n/a 30-60% n/a n/a
Anderson (1993, | 184 people Immunostimulants | 40% On a | (best) to 5 (worst) scale,
uS) recruited (83%) complementary and/or alternative

through 3 HIV | Diet (42%) medicine received an overall rating of
clinics in Vitamins (30%) effectiveness of 1.67. Of respondents,

Philadelphia, US
area

Healing (39%)
Imagery (41%)
Bodywork (41%)

10% expected unconventional
treatment to be a cure for HIV
infection; 36% expected it to delay
onset of symptoms.

Wolffers (1994, | 206 Vitamins (51%) 30.6% used 37% felt better for using complement-
Netherlands) Psychotherapies alternative ary and/or alternative medicine; 34%
(46%)* treatments. 24% | felt they were increasing their
Homeopathy had used CAM resistance. Half the patients used CAM
(40%)* before HIV with support of family physician.
diagnosis; 27%
started after
diagnosis; 13%
started when
CD4+ T cells
began to decrease.
Langewitz (1994, | 100 Homeopathy (22%) | 56% used Alleviation of symptoms was slightly
Switzerland) Vitamins (13%) alternative therapy | better than with conventional
and/or medicine.
psychotherapy.
Barton (1994) 159 Massage (42%) 44% Majority of treatments were described
Dietary Treatments as beneficial.
(39%)
Nokes (1995, 145 Vitamins 100% n/a
USA) Relaxation
Singh (1996, 56 PHAs at n/a 30% No beneficial effect of non-traditional
USA) HIV-clinic in therapy use on CD4+ cell count,

Pittsburgh, PA

disease progression, or mortality
compared to patients receiving only
conventional medical therapy.
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TABLE 2 (continued...)

Author (Year) Sample Size Most Popular CAM | Overall Prevalence | Comments
of CAM Use
Brauchli (1996) 129 PHAs Following were > 80% 47% of respondents were also taking
accessed used by > 25% of antiretroviral medication, prophylaxis
through Swiss | respondents: against opportunistic infections, or
hospital and vitamins, special both.
community diets, food

AIDS organiza-
tions

supplements,
physical exercise,

meditation,
phytotherapy,
homeopathy,
psychotherapy.
Suarez (1996, 76 Hispanic 2/3 engaged in Main desired outcomes included
USA) PHAs at New “folk healing” physical relief, spiritual relief, and
Jersey inner-city (spiritualism protection from evil. Nine respondents
HIV clinic (58 and/or Santeria) | hoped to effect a cure for HIV
men, 18 infection.
women)
Fairfield (1998) 180 HIV- n/a 68% n/a
positive
patients
Smith (1999, Analysis of data| n/a n/a African-Americans less likely to use
USA) from 7887 nonprescription drugs, vitamins, and
interviews with herbs than non-Hispanic whites. People
PHAs as part of with college education more likely to
larger study on use vitamins and herbs.
costs and use
of AIDS
services
Greene (1999, Review of data| Aerobic exercise n/a n/a
USA) in peer- (64%)
reviewed Prayer (56%)
journals re Massage (54%)
1016 PHAs in | Acupuncture (48%)
AMCOA study. | Meditation (46%)
Knippels (2000, | 70 HIV- positive | n/a 71% Typical user was symptomatic,
Netherlands) gay men reported little or no pain, and actively
tried to cope with disease-specific
problems.
Sparber (2000, 99 PHAs Imagery 91% had used at | 84% had used at least one CAM
USA) involved in High-dose least one CAM following HIV diagnosis (with average
clinical research | vitamins therapy at some | of just fewer than 5), which was a
protocols at Weight gain time. significant increase from 64% pre-
NIH Massage diagnosis.
E'elaxatlon High level of agreement that CAM
erbal el e el i
Spiritual carried following benefits: feeling better
Acupuncture (98.1%), increased coping (100%),

feeling in control (88.5%), and
enhanced treatment outcome (94.2%).

61% stated CAM was as, or more,
effective than conventional treatment.

53% were asked by physicians whether
adjunct therapies were used.
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TABLE 2 (continued...)

Herbal medications
Megavitamins
Prayer therapy

Author (Year) Sample Size Most Popular CAM | Overall Prevalence | Comments

of CAM Use

deVisser (2000, | 925 HIV- n/a 56% Choice of allopathic and/or alternative

Australia) positive men therapies was related to disease
and women in progression, and to attitudes toward
Australia these therapies. Many users of CAM

believe they can alleviate side effects
of antiretroviral drugs.

Southwell (2001) | 324 Dietary 82% 59% of CAM users told physicians,

supplements but this info was charted by physicians
only 3% of the time.

Duggan (2001) 191 HIV- Exercise 67% at some point | 74% also taking a protease inhibitor.
positive “Lifestyle changes” G o T st
outpatients Dietary 40'6 currently IS/? on a protease inhibitor—sparing

using CAM regimen.
supplements
Counseling I'1% did not use any antiretroviral

drugs.

< 50% said their physician knew of
their CAM use.

29% reported receiving CAM info
from doctor or other health-care
professional.

70% of those using CAM felt it
improved quality of life.

Chakraborty et
al (2000)

191 HIV-
positive
patients in the
US (88% men;
65% Caucasian;
70% gay men;
80% diagnosed
with HIV
before 1996)

40% currently using
CAM

exercise (43%),
lifestyle changes
(38%), dietary
supplements
(37%), counseling
(27%), herbal
medicine (26%),
megavitamins
(24%), massage
(24%), prayer
(23%), yoga (19%),
acupuncture (18%)

* 63% used CAM to control HIV, and
47% felt CAM improved their quality
of life.

Trend toward CAM use by patients
with income > US $15,000 or by those
who had previously discontinued
medications, but CAM use not related
to age, sex, education or CD4 count.

56% had discontinued some form of
conventional medication. Reasons for
discontinuation: medication failure
(55%), difficulty adhering to schedule
(8%).

63% said their physician was aware of
their CAM use; 25% said physician not
aware; only 3 had been told by a
physician to discontinue CAM.

* Percent figures refer to percentages of complementary and/or alternative medicine users using this treatment; all
other figures refer to total study population; n/a = not applicable, in some cases simply because there are no data.
See bibliography for full citation information for studies summarized in this table.

370 Adapted (and updated) from: Ernst E. Complementary AIDS therapies: the good, the bad and the ugly. International Journal of STD & AIDS 1997; 8: 281-285.
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Appendix C:

Canadian Prosecutions for
Unauthorized Health-Care
Practice — A Chronological
Overview

In the 1943 case tfesage’’ta Québec chiropractor was charged with unlaw-
fully practising medicine. The court ruled that adjustments and manipulations
of the spine performed by a chiropractor for the purpose of restoring a
patient’s health constituted the treatment of disease within the meaning of the
Medical Act(as it then read). It cited an earlier case (coincidentally of the
same name) that had found the accused chiropractor guilty of “an invasion of
the rights and privileges alone accorded to the medical profed&i@aving

no doubt as to the expansive scope of physicians’ monopoly on medical prac-
tice. In addition, another case had also clearly established that the practice of
chiropractic is the practice of medicine:

No person other than a doctor, that is to say, a doctor of
medicine, may practise medicine. The practice of medicine

371 College of Physicians and Surgeons v Lesage

constitutes the profession of caring for the sick by any (1943),80 CCC 139, [1943] RL 363 (QL) (Que
treatment whatever. Consultations, advice, administration of Ct of Sessions).

i i i 372 College of Physicians and Surgeons v Hebert
remedies, the use of physical or mech_anlcal or other (1936), €6 Cam £ 85 ot 286, 11938) 2 DLR
processes constitutes the treatment of disease.... But the 729,74 Que SC 1.
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373 College of Physicians and Surgeons v Lesage
(1933), 71 Que SC 338, aff'd [1936] 3 DLR 71,
65 Can CC 392,60 Que KB .

374 Lesage, supra, note 371, at 149 CCC.

375 Collége des médecins et chirurgiens de la
Province de Québec v Hurtubise, [1948] CS 886,
[1948] RL 26 (Que Ct of Sessions).

376 R v Gaulin (1982), 35 OR (2d) 195 (Co C¥).
377 Pauzé v Gauvin, [1954] SCR 15.This decision
has been subsequently reaffirmed by the Supreme

Court in Laporte v College of Pharmacists of
Quebec (1974),[1976] | SCR 101.
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defendant pleads that the chiropractor does not mean to
practise medicine, that he does not do so at all, because
his treatments are not accepted by doctors of medicine.
The argument does not seem well roundsd fo me.

The law prohibits everyone who is not a doctor of medi-
cine from attending the sick — the excellence of the reme-
dies, the value of the processes, the extent of his science
matter little — and the chiropractor violates the law if he
attends the sick®

The court reasoned that to accept the argument that the defendant does not
practise medicine because physicians do not recognize the treatment as
legitimate would mean “that even the most injurious treatment of sick per-
sons would not be prohibited because that treatment would be foreign to
medical science; this would be ignoring the purpose oMédical Act
which was enacted to protect the public hedlth.”

A few years later, another Québec court took the same approach. In
Hurtubise3”® the accused chiropractor charged with illegally practising
medicine argued that giving massage treatments was not practising medi-
cine. The court held that, under tiiedical Act massage treatments given
after consultations and diagnosis are “medical treatments”; the practice of
medicine is not confined to customary methods of treatment (eg, drugs or
surgery) but, insofar as the Act is concerned, the prohibitions on practice
extend to any form of treatment, including manipulations of the spine, and
any form of medical treatment is forbidden unless done by or under the
direction of a licensed physician.

A rather different approach was taken in Ontario thirty years later. In
Gaulin®"®an acupuncturist was charged under Ontario law with “engaging
in the practice of medicine” without a licence and with unlawfully using the
title of doctor. He was acquitted, and the acquittal was upheld on appeal.
Citing a Supreme Court of Canada decision that statutes creating profes-
sional monopolies should be strictly interpret€dhe appellate court ruled
that:

While medicine considered in its widest sense as a sci-
ence concerned with human health would include
acupuncture, if medicine is defined as the treatment of ill-
ness by means of medication then acupuncture is a total-
ly different discipline. Where a statute creates a profes-
sional monopoly its terms must be strictly construed so as
to permit every act which is not clearly forbidden. The
acupuncturist's methods of diagnosis and treatment differ
radically from those of the licensed physician, and thus do
not come within the restricted meaning given to “medi-
cine” by the jurisprudence. In addition, the acupunctur-
ist's advice to his patients to eat and drink in moderation,
to rest properly and to exercise, could not in itself be
called medical advice.... [And] as to the charge of [ille-
gally using the title “doctor”] the defendant represented
only that he was a practitioner of Chinese medicine. He
did not claim to be a licensed physician or a graduate of a
recognized medical school, and expressly denied such
status to his patients. [The Act] forbids usage of the title
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“Doctor” only where it leads the public to believe that the
user is licensed under [the Agt}.

In Sandhap” the accused was charged with unlawfully practising medicine
for operating an Edmonton homeopathy clinic. Although he was acquitted at
trial, the acquittal was overturned on appeal. The first appellate court found it
unnecessary to decide whether or not homeopathy is the practice of medicine.
Instead it noted that the statute sets out acts that may only be done by a
licensed medical practitioners, and that Sandhar had engaged in “diagnosis”
and had “prescribed” treatment in contravention of the Act. On a further
appeal, the Alberta Court of Appeal noted that, even on a strict interpretation
required by the Supreme Court of a statute creating a professional monop-
oly,%8 it was clear that Sandhar’s acts were ones that were reserved for
licensed medical practitioners.

In Cheung?®! the College of Physicians and Surgeons sought an order
directing Cheung to refrain from using the title of doctor. Cheung argued that
he held himself out to be a doctor of traditional Chinese medicine and a spe-
cialist in acupuncture, not a medical doctor. UnderHkalth Disciplines
Act®then in force in Ontario, it was an offence for any person not licensed
as such to use any title or description that implies that they are licensed med-
ical practitioners. The court granted the College’s request, ordering Cheung to
cease calling himself a doctor.

In Kish333 a couple practising what they claimed to be “phytotherapy,”
which in this case purportedly combined spiritualism and certain nutritional
requirements with a program of vitamins, minerals, and the use of hydrogen
peroxide for a patient diagnosed with terminal lung cancer. The court found
that this constituted “treating” the patient, which could only be done by a
properly licensed medical practitioner underMedical Profession AcfThe
court rejected the argument that, because licensed physicians would not
undertake this kind of treatment, it did not constitute the practice of medicine,
and so was not reserved to licensed physicians. The Act then in force provid-
ed that a person “practises” medicine if he or she “prescribes or administers
any treatment for the prevention, alleviation or cure of any human disease, ik, «,ora note 376 at headnote frransia
ment, deformity' defect or injury" (S 77) tion]: “First, the acupunturist treats patients in a

In Lamontagng® a Montréal homeopath was convicted of illegally prac- (% dferent manner than do licensed phys-

o o o ” . . cians, and almost all licensed physicians know
tising medicine. She challenged the provision in the Quiteetical Act®® nothing about acupuncture. Second, acupuncture

. .. . . . . is not taught in faculties of medicine, the only
that prohibits anyone other than physicians from engaging in diagnosis and,... being given by the Acupuncture
treatment, arguing that this monopoly deprived patients of access to homegdation of Canada. Third, a medical diagnosis

. . . . in no way resembles that of an acupuncturist....
pathic treatment, particularly because the professional code applicable tQ-cover an acupunciurists advice to et and
licensed physicians prevents them practising in a way that contradicts “cut in moderation, fo relax and to exercise,

A B " ) cannot in itself be considered as medical advice....
rent medical science” (Code of Ethics, Art 2.03.17). She argued that the effeGhiy, the health insurance plan of Ontario does
of the law was to violate rights guaranteed byGhaadian Charter of Rights gfjprj‘nr;fﬁs? any expenses incurred for
and _Freedoms specifically, 'Fhe right to freedom of conscience (s 2(a)) f_:mc_im (1988), 86 AR 241, [1987] Al No 149 (OB)
the right to liberty and security of the person (s 7). She also argued that it Vi@, afirmed [1988] A] No 20 (CA) (QL).
lated the QuébeCharter of Human Rights and Freedomspecifically, the — ** Pauzé, supra, note, 377; Laporte, supra, note
right to freedom of conscience (s 1), the right to life, liberty and security Of:& - e -

. . ollege o ysicians an urgeons o ntario v

the person (s 3)_, an_d the right to privacy (5 5). . Cheung, [1992] O] No 2421 (Gen Div) (QL).

The court of first instance was eloquent in declaring that both the Canadianrso (9g0, ¢ 196,5 67(2).
and Québec Charters afforded constitutional protection to the right to maker ., kisn (1993), 12 Atta LR (3d) 185 (Prov
choices about medical care, without state interference. Yet the court diSb: 143 AR 65.[1993]A) No 559 (QL).

i i ’ i i \\ Corporation professionelle des médecins du
mlssgd, on purely technical grou'nd_s, Lamontagne’s claim that the right @uébecv B A e 99 (CA)
security of the person had been infringed, on the ground that, as there wete,

200 physicians in Québec practising homeopathy, there was no factual basisso, c c2e.
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for her claim that the law restricted a patient’s access to this form of treat-
ment. It also rejected, without analysis, the argument that the right to liber-
ty had been infringed; the court merely stated that restricting the practice of
homeopathy to licensed physicians was reasonable in light of the goal of

protecting the public. Two appeals failed to yield any more substantial
386 11998] SCCA No 217 (QL). One commenta-

tor has argued that such arguments should be analysis of these points; ultimately, the Québec Court of Appeal simply reit-
bolstered by an appeal to the multicufturalism erated the earlier conclusions. Unfortunately, the Supreme Court of Canada
clause (s 27) of the Charter: Blanc, supra, note . .

235, also refused to hear the constitutional argunméfits.
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Appendix D:
Workshop Participants and
Other Commentators

Numerous people provided comments on various drafts of this paper, and sev-
eral of them patrticipated in a workshop to discuss these issues. Their affilia-
tions are included below for information only. The views presented in the

paper are not necessarily those of the workshop participants and other com-

mentators.
Rona Achilles
Reeta Bhatia

Heather Boon
Evan Collins

Robert Crouch
Elizabeth Czyziw
Jessica Daniels
Richard Elliott
Michael Hendricks

David Hoe

Sean Hosein

Independent health policy consultant
Health Canada

University of Toronto, Faculty of Medicine
(Department of Health Administration)

Ministerial Council on HIV/AIDS; AIDS
Committee of Toronto; Toronto Western Hospital

University of Virginia, Department of Philosophy
Consultant

Canadian AIDS Society
Canadian HIV/AIDS Legal Network

Coalition des organismes communautaires
gquébécois de lutte contre le sida

Health Canada

Canadian AIDS Treatment Information Exchange
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Ralf Jurgens Canadian HIV/AIDS Legal Network
Laurette Lévy Voices of Positive Women
Trudo Lemmens University of Toronto, Faculty of Law and Joint

Centre for Bioethics

Nora Morcos Canadian Complementary Medicine Association,
Association of Complementary Physicians of
British Columbia

Bob Mills Canadian Treatment Advocates Council

Devan Nambiar Canadian AIDS Treatment Information
Exchange; St Michael's

Hospital, Toronto

Denis O’Hara Canadian College of Naturopathic Medicine
Alita Sauvé 2-Spirited People of the 1st Nations, Toronto
Joan Simpson Health Canada

Michael Smith Health Canada

Art Zoccole Canadian Aboriginal AIDS Network

136 COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



Bibliography

Cases
Canada

Arndtv Smith(1995), 6 BCLR (3d) 201 (CA), affirmed by SCC, [1997] 2
SCR 539.

Barberv Wilson [1996] OJ No 2531 (Gen Div) (QL).

College of Physicians and Surgeanklebert(1936), 65 Can CC 285, [1936]
2 DLR 729, 74 Que SC 1.

College of Physicians and Surgeonkesageg(1933), 71 Que SC 338, aff'd
[1936] 3 DLR 71, 65 Can CC 392, 60 Que KB 1.

College of Physicians and Surgeaonkesageg(1943), 80 CCC 139, [1943] RL
363 (Que Ct of Sessions of Peace).

College of Physicians and Surgeons of Ontarfdheung[1992] OJ No 2421
(Gen Div) (QL).

Collége des médecins et chirurgiens de la Province de QueHadubise
[1948] CS 886, [1948] RL 26 (Que Ct of Sessions of Peace).

Corporation professionelle des médecins du Quédemmontagng26
January 1994), Montreal 500-27-016575-914 (CQ), affirmed (sub nom.
Lamontagne Corporation professionelle des médecins du Quétsc
March 1995), Montreal 500-36-000042-948, JE 95-1015 (CS), affirmed
[1998] AQ No 692 (QL), leave to appeal refused, [1998] SCCA 217.

Crits and Critsv Sylvester[1956] OR 132, affirmed [1956] SCR 991.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS

137



138

BIBLIOGRAPHY

Eldridge v British Columbia (Attorney Generalj1997] 3 SCR 624.

Forgie v Mason (1986), 30 DLR (¥) 548 (NBCA), appeal to SCC dis-
missed without reasons.

Gibbonsv Harris, [1924] 1 DLR 923 (Alta SC App Div).
Hicksv Schwalf1993] OJ No 1275 (Gen Div) (QL).
Hoppv Lepp [1980] 2 SCR 192.

Krop v College of Physicians and Surgeons of Ontgri®97] OJ No 1950
(Gen Div) (QL), dismissing appeal froRe Krop [1998] OCPSD No 6
(Ont College Physicians and Surgeons Discipline Committee) (QL).

Lapointev Chevrette[1992] 1 SCR 351, 90 DLR {3 7 (sub nom
Lapointev Hopital Le Gardeuy.

Laportev College of Pharmacists of Queb@®74), [1976] 1 SCR 101, 23
CCC (2d) 44.

LH v Sheppard[2000] OJ No 2188 (SCJ) (QL).

Masonv Forgie (1986), 30 DLR (#) 548, 73 NBR (2d) 193, 38 CCLT 171,
[1986] NBJ No 104 (QL) (CA).

Pauzev Gauvin [1954] SCR 15.
Pennerv Theobald(1962), 35 DLR (2d) 700 (Man CA).
Re Paul[2000] 3 CNLR 262 (Qué SC).

Rv Gaulin (1981), 35 OR (2d) 195 (Co Ct), affirming 18 August 1980
(Prov Ct);

Rv Kish (1993), 12 Alta LR (3d) 185, 143 AR 65, [1993] AJ No 559 (Prov
Ct) (QL).

Rv Sandhay (1988), 86 AR 241, [1987] AJ No 149 (QB) (QL), appeal dis-
missed [1988] AJ No 20 (CA) (QL).

Ravikovichv College of Physicians and Surgeons of Ontdti®97] OJ No
1625 (CA) (QL), dismissing appeal froRe Ravikovich[1995] OCPSD
No 16 (Ont College Physicians & Surgeons Discipline Committee) (QL).

Reiblv Hughes [1980] 2 SCR 880.

Robergev Bolduc(1991), 78 DLR (&) 666 (SCC).

Santosv Traff, 1999 ABQB 630, [1999] AJ No 931 (QL).
Seney Crooks 1998 ABCA 316, [1998] AJ No 1060 (CA) (QL).
Shepherds Knight, [1985] OJ No 508 (HCJ) (QL).

ter Neuzerv Korn, [1995] 3 SCR 674, 127 DLR {3 577.
Thomasv Norris, [1992] 2 CNLR 139 (BCSC).

Other jurisdictions
United Kingdom

Shakoorv Situ, [2000] 4 All ER 181, [2000] INLR No 137 (QB) (QL).
United States

Boylev Revici 961 F.2d 1060 (2 Cir 1992), [1992] CA2-QL-476 (QL).

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



BIBLIOGRAPHY

Charrell v Gonzales660 NYS.2d 665 (1997, Sup Ct), affirmed [1998] NY-
QL 3146 (App Div) (QL).

Rosenbery Cabhill, 492 A 2d 271 (NJ 1985).
Schneidewr Revici 817 F.2d 987 (® Cir 1987), [1987] CA2-QL 414 (QL).
United States Rutherford 442 US 544, 99 SCt 2470, 61 LE#GB (1979)

Reports, articles, studies, and policy documents

Abrams DI. Alternative therapies in HIV infectioAlDS 1990; 4: 1179-1187.

Abrams DI. Dealing with alternative therapies for HIV. In Sande ME,
Volberding PA (eds)The Medical Management of AIDS" edition.
Philadelphia: W.B. Saunders Company, 1997, at 143-158.

Abrams D et al. Short-term Safety of Cannabinoids in HIV Patieffts. 8
Conference on Retroviruses and Opportunistic Infections, 4-8 February
2001, Chicago: Abstract 744.

Abrams DI, Steinberg C. Complementary Therapies in HIV Disease. In:
International AIDS Societymproving the Management of HIV Disease
September 1996; 4(3). Available online via JAMA HIV/AIDS Information
Center at www.ama-assn.org.

Achilles R.Complementary Medicine: A Bibliographyational Network on
Environments and Women’s Health Working Paper Series #1, August 1997.
Available online at www.yorku.ca/nnewh/english/pubs/workpapl.pdf.

Achilles R. Defining Complementary and Alternative Health Care. Paper pre-
pared for Health Canada, 10 April 2000.

Advisory Group on Complementary and Alternative Health Care, Health
Canada. Towards an Integrative Health System. July 2000.

Advisory Panel on Natural Health Produd¥mal Report of the Advisory
Panel on Natural Health Products: Regulatory Framework for Natural
Health ProductsOttawa, May 1998.

American Medical AssociatiorCultural Competence Compendiy8ection
V: Complementary and Spiritual Practices). AMA, 1999. Available online
via www.ama-assn.org.

American Preventive Medical Association. National Plan to Advance
Integrated Health Care (Discussion Draft). March 1999 (available online at
www.apma.net/federalaffairs-natplan-text.htm).

Anastasi JK. Complementary medicine and HIV: the research dile@RiA
[Community Research Initiative on AIDS] Upda@99; 8(3). Available
online via www.thebody.com.

Anderson W, O’'Connor BB, MacGregor RR, Schwartz JS. Patient use and
assessment of conventional and alternative therapies for HIV infection and
AIDS. AIDS1993; 7: 561-566.

Angell M, Kassirer JP. Alternative medicine — the risks of untested and unreg-
ulated remediedNew England Journal of Medicirk998; 339: 839-841.

Ang-Lee MK et al. «<Herbal medicines and perioperative cai@wnal of the
American Medical Associatia2001; 286: 208-216.

Angus Reid. Canadians and Alternative Medicines & Pracfides Angus
Reid ReportSeptember/October 1997: 27-37.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS

139



140

BIBLIOGRAPHY

Annas GJ. Faith (healing), hope and charity at the FDA: the politics of
AIDS drug trials.Villanova Law Review989; 34: 771-797.

Association of Complementary Physicians of British Columbia. Consensus
Paper on Complementary Medicine. November 1999 (www.ccmadoc-
tors.ca/acp_consensus.htm.)

Association of Complementary Physicians of British Columbia. Submission
to the Health Professions Council of BC. 27 May 1999.

Astin JA, Marie A, Pelletier KR. A review of the incorporation of comple-
mentary and alternative medicine by mainstream physicéankives of
Internal Medicinel998; 158: 2303-2310.

Astin JA. Why patients use alternative medicine: results of a national study.
Journal of the American Medical Associatib®98; 279: 1548-1553.

Australian Bureau of StatisticAustralian Social Trends 1998anberra, ABS,
1998 (Catalogue No. 4102.0).

Avants SK et al. A randomized controlled trial of auricular acupuncture for
cocaine dependencarchives of Internal Medicin000; 160(15): 2305-2312.

Barnes J, Abbot NC, Harkness EF, Ernst E. Articles on complementary
medicine in the mainstream medical literature: an investigation of MED-
LINE, 1966 through 1996Archives of Internal Medicin&999; 159(15):
1721-1725.

Bartlett JG, Finkbeiner AK. Medical Treatments: The Range of Available
Therapies. InThe Guide to Living with HIV Infectipd™ ed. Baltimore:
Johns Hopkins University Press, 1998.

Barton SE et al. Alternative treatments for HIV infectiBnitish Medical
Journal 1989; 298: 1519-1520.

Barton SE et al. Complementary therapies used by people with HIV infec-
tion. AIDS1994; 8: 561.

Bates BR, Kissinger P, Bessinger RE. Complementary therapy use among
HIV-infected patientsAIDS Patient Care and ST996; 10: 32-36.

Bates DW. Drugs and adverse drug reactions — how worried should?we be
Journal of the American Medical Associatib®98; 279: 1216-1217.

Beauchamp TL, Childress JFrinciples of Biomedical Ethicg™ ed. New
York: Oxford University Press, 1994.

Benson K, Hartz A. A comparison of observational studies and randomized,
controlled clinical trialsNew England Journal of Medicirg900; 342:
1878-1886.

Berman BM. Complementary medicine and medical educdsiotish
Medical Journal2001; 322: 121-122.

Best A, Balon J. Design for a Canadian Office for Complementary and
Alternative Health Care: A White Paper for the Interim Governing
Committee of the Canadian Institutes for Health Research. 20 December
1999.

Beyerstein B. Alternative medicine: where’s the evidence? [editorial]
Canadian Journal of Public Health997; 88(3); 149-150.

Biermann JS et al. Evaluation of cancer information on the Inte€Caecer
1999; 86: 381-390.

Blais R, Maiga A, Aboubacar A. How different are users and non-users of
alternative medicine€anadian Journal of Public Health997; 88: 159-
162.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



BIBLIOGRAPHY

Blanc MT. Health and multiculturalism: an inquiry into the juridical limits of
medical pluralism in Quebe@ttawa Law Review997-98; 29: 335-367.

Bodeker G. Lessons on integration from the developing world’s experience.
British Medical Journalk000; 322: 164-167.

Boozang KM. Western medicine opens the door to alternative medicine.
American Journal of Law & Medicink998; 24: 185-212.

Bourgeault L. Physicians’ attitudes towards patients’ use of alternative cancer
therapiesCanadian Medical Association JournB#995; 153: 29-35.

Brahams D. Standard of care for alternative meditiaacet2000; 356:
1422.

Braitstein P et al. Information seeking and health care utilization patterns
among people living with HIV/AIDS who currently use both antiretrovirals
and complementary therapies in British Columbia, Canada. Poster presenta-
tion, 9" Annual Canadian Conference on HIV/AIDS Research, 27-30 April
2000, Montréal: Abstract 338P.

Braitstein P. Mary-Jane and her patients: Socio-demographic and clinical
characteristics of HIV+ individuals using medicinal marijuana and antiretro-
virals in British Columbia, Canada. Oral presentati¢hCAHR, 27-30
April 2000, Montreal: Abstract 315.

Brascoupé S, Endemann K (authors), Cassidy M, Langford J (eds).
Intellectual Property and Aboriginal People: A Working Padedustry
Canada, Fall 1999. Available online via www.inac.gc.ca.

Brauchli P et al. Use of complementary medical therapies in HIV/AIDS in
Switzerland . Schweiz Med Wochensct®96; 126(3): 1297-1305. [German].

Breuner CC, Barry PJ, Kemper KJ. Alternative medicine use by homeless
youth. Archives of Pediatrics & Adolescent Medicit@98; 152: 1071-1075.

British Columbia Health Professions Coun8éafe Choices: A New Model for
Regulating Health Professions in British Columbi#arch 2001. Available
online via www.hlth.gov.bc.ca.

British Medical AssociationComplementary Medicine: New Approaches to
Good Practice Oxford University Press, 1993.

Bruhn JG. Therapeutic value of ho@muthern Medical Journdl984; 77:
215-219.

Budzinski JW et al. Effect of commercial herbal extracts and tinctures on
cytochrome P450 3A4 drug metabolisrif.Annual Canadian Conference
on HIV/AIDS Research, Montreal, 27-30 April 2000 [poster]: Abstract
145P, reported inCanadian Journal of Infectious Diseas#300; 11(Supp
B): 23B.

Buiatti E et al. Results from a historical survey of the survival of cancer
patients given Di Bella MultitherapZancer1999; 86: 2143-2149.

Buckman R, Lewith G. What does homoeopathy do — and Boiti8h
Medical Journall994; 309: 103-106.

Budd S, Mills S.Professional Organisation of Complementary and
Alternative Medicine in the United Kingdom 2000: A Second Report to the
Department of HealthUniversity of Exeter, 2000.

Burack JH, Cohen MR, Hahn JA, Abrams DI. Pilot randomized controlled
trial of Chinese herbal treatment for HIV-associated symptdmsnal of
Acquired Immune Deficiency Syndromes and Human RetrovirhRfy,

12: 386-393.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS

141



142

BIBLIOGRAPHY

Burstein HJ et al. Use of alternative medicine by women with early-stage
breast canceNew England Journal of Mediciri999; 340: 1733-1739.

Buske L. Higher earners seek more alternative €anadian Medical
Association Journal997; 157: 996.

Buske L. Looking for an alternativ€anadian Medical Association Journal
1999; 161(4): 363.

Cain R, Pawluch D, Gillett J. Practitioner Perspectives on Complementary
Therapy Use Among People Living with HIV. Health Canada, March
1999.

Calabresi P. Medical alternatives to alternative medicag.cer1999;86:
1887-1889.

Campion EW. Why unconventional medicingé@w England Journal of
Medicine1993; 328: 282-283.

Canadian AIDS Society. Complementary Therapies: Revisioning the
Regulatory Framework: A brief submitted to the Standing Committee on
Health. March 1998.

Canadian AIDS Society. Complementary Therapy Program Delivery
Models. May 1999.

Canadian AIDS Society, Canadian HIV/AIDS Legal Network, Canadian
Treatment Advocates Council, Canadian AIDS Treatment Information
Exchange & British Columbia Persons with AIDS Society. Submission to
Office of Natural Health Products regarding proposed regulatory frame-
work. 30 September 2000.

Canadian AIDS Treatment Information Exchange (CATIE). Series of
Factsheets on Complementary and Alternative Therapies. Available online
via www.catie.ca.

CATIE. A Practical Guide to Complementary Therapies for People Living
with HIV. Toronto: CATIE, 2000.

CATIE. A Practical Guide to Herbal Therapies for People Living with HIV.
Toronto: CATIE, 2000.

Canadian Complementary Medical Association. More and more Canadians
opt for alternative medicine [media release]. 29 November 1999
(www.ccmadoctors.ca/media_release.htm).

Canadian Medical Association. CMA Policy: Natural health products
(update 2000). Available online via www.cma.ca.

Canadian Naturopathic Association. Guide to the Ethical Conduct of
Naturopathic Doctors. May 1994. Available online via
www.haturopathicassoc.ca.

Canadian Naturopathic Association. Standards of Practice. 1999. Available
online via www.naturopathicassoc.ca.

Canadian Public Health Associatidixploring Occupational Standards for
Aboriginal Health Workers: Final ReporOttawa: Canadian Public
Health Association, March 1997.

Canadian Treatment Advocates Council. A Pilot Test to Determine the Most
Effective Methods of Collecting Information in a Post-Approval
Surveillance System of Anti-HIV Treatments, December 1999.

Capen K. Courts, licensing bodies turning their attention to alternative ther-
apies.Canadian Medical Association Journb97; 156(9): 1307-1308.

Carpenter CCJ et al. Antiretroviral therapy in adults — updated recommen-

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



BIBLIOGRAPHY

dations of the International AIDS Society—USA Padelurnal of the
American Medical Associatia2000; 283: 381-390.

Carwein VL, Sabo CE. The use of alternative therapies for HIV infection:
implications for patient cardIDS Patient Care and STO997; 11: 79-85.

Casey J, Picherack Fhe Regulation of Complementary and Alternative
Health Care Practitioners: Policy ConsideratiarRrepared for Health
Canada, forthcoming 2001.

Casey JT. Status Report and Analysis of Health Professional Regulations in
Canada. Prepared for the Federal/Provincial/Territorial Advisory Committee
on Health Human Resources. March 1999.

Cassileth BR et al. Contemporary unorthodox treatments in cancer medicine.
Annals of Internal Medicin&984; 101: 105-112.

Cassileth BR. The social implications of questionable cancer therapies.
Cancer1989; 63: 1247-1250.

Cassileth BR. Alternative and complementary medicine — separating the
wheat from the chaflCancer1999; 86: 1900-1902.

Caulfield TA. Wishful thinking: defining “medically necessary” in Canada.
Health Law Journall996; 4: 63-85.

Chakraborty J et al. Use of complementary and alternative medicine (CAM)
in an HIV-positive population. 13th International Conference on AIDS, 9-14
July 2000, Durban, South Africa: Abstract ThPeB5063.

Christie G. Aboriginal rights, Aboriginal culture, and protecti@sgoode
Hall Law Journal1998; 36: 447-484 (QL).

Chrubasik S. et al. Zum Wirkstoffgehalt in Arzneimitteln aus Hapargophytum
procumbenskForsch Komplementarmelb96; 3:57-63.

Clark PA. The ethics of alternative medicine theraplearnal of Public
Health Policy2000; 21(4): 447-470.

Cohen CJ et al. Prevalence of non-conventional medical treatments in HIV-
infected patients: implications for primary ca@inical Researci990; 38:
692A.

Cohen MH. A Fixed Star in Health Care Reform: The Emerging Paradigm of
Holistic Healing.Arizona State Law Journdl995; 27: 79. Available online
at cpmcnet.columbia.edu/dept/rosenthal/legal/cohen.fixedstar.text1.html.

Cohen MH. Holistic health care: including alternative and complementary
medicine in insurance and regulatory schermAegona Law Revieww996;
38: 83.

Cohen MH.Complementary and Alternative Medicine: Legal Boundaries and
Regulatory PerspectiveBaltimore: Johns Hopkins University Press, 1998.

College of Physicians & Surgeons of British Columbia. Acupuncture. Policy
Manual, Chapter A-2, February 1997. Available online via www.cpsbc.bc.ca.

College of Physicians & Surgeons of British Columbia. Complementary and
Alternative Therapies. Policy Manual C-12, June 1999. Available online via
www.cpshbc.bc.ca.

College of Physicians & Surgeons of British Columbia. Unproven and
Unconventional Treatment. Policy Manual, Chapter U-2, June 1995.
Available online via www.cpsbc.bc.ca.

College of Physicians & Surgeons of Manitoba. Scientific Acceptability —
Procedure Approval. Statement No. 153 (revised 1998). Available online via
www.umanitoba.ca.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS

143



144

BIBLIOGRAPHY

College of Physicians & Surgeons of Manitoba. Unproven Therapies.
Statement No. 149 (revised 1999). Available online via
www.umanitoba.ca.

College of Physicians & Surgeons of Ontario. News release: CPSO
Committee Says “There is No Alternative to Good Medicine.” Toronto,
22 September 1997. Available online via www.cpso.on.ca.

College of Physicians & Surgeons of Ontario. New release re Dr Jozef
Krop, 20 January 1999. Available online via www.cpso.on.ca.

College of Physicians & Surgeons of Ontario. Discipline Committee
Decisions — Case Summaries: Dr. Jozef Krop. 1 January 2000. Available
online via www.cpso.on.ca.

College of Physicians & Surgeons of Ontario. Policy Statement:
Complementary Medicine: Policy No. 1-00, approved by Council
February 2000. Available online via www.cpso.on.ca.

Community Research Initiative of Toronto & Canadian AIDS Society. The
Complementary Therapies Project: HIV Treatment Survey Project Report.
CRIT/CAS, 1995.

Complementary medicine: time for critical engagement [editotialhcet
2000; 356: 2023.

Concato J et al. Randomized, controlled trials, observational studies, and
the hierarchy of research desigNew England Journal of Medicine
2000; 342: 1887-1892.

Curt GA, Katterhagen G, Mahaney FX, Jr. Inmunoaugmentative therapy: a
primer on the perils of unproved treatmedsurnal of the American
Medical Associatior1986; 255: 505-507.

Danielson KJ, Stewart DE, Lippert GP. Unconventional cancer remedies.
Canadian Medical Association Journi988; 138: 1005-1011.

de Bruyn T. Taking Stock: Policy Issues Associated with Complementary
and Alternative Health Care. Report prepared for Health Canada, 31
March 2000.

Delbanco TL. Enriching the doctor—patient relationship by inviting the
patient’s perspectivédnnals of Internal Mediciné992; 116: 414-418.

Delbanco TL. Bitter herbs: mainstream, magic, and menaaeals of
Internal Medicinel994; 121: 803-804.

de Maat MMR et al. Drug interaction between St John’s wort and nevirap-
ine. AIDS2001; 15(3): 420-421.

de Moore GM, Hennessy NP. Do patients regard alternative medicine in
HIV as curativeMedical Journal of Australid998; 168: 93.

De Smet PAGM. Health risks of herbal remedi@sig Safety1995; 13: 81-
93.

[US] Department of Health and Human Services. Guidelines for the Use of
Antiretroviral Agents in HIV-Infected Adults and Adolescents, 5 February
2001. Available online via www.hivatis.org.

de Visser R, Ezzy D, Bartos M. Alternative or complementary?
Nonallopathic therapies for HIV/AIDSAlternative Therapies in Health
and Medicine2000; 6(5): 44-52.

DiPaola RS et al. Clinical and biological activity of an estrogenic herbal
combination (PC-SPES) in prostate canbiaw England Journal of
Medicine1998; 339: 785-791.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



BIBLIOGRAPHY

Dixon J.Catastrophic Rights: Experimental Drugs & AlD&ncouver: New
Star Books, 1990.

Drew AK, Myers SP. Safety issues in herbal medicine: implications for the
health professiondedical Journal of Australid997; 166: 538-541.

Druss BG, Rosenheck RA. Association between use of unconventional thera-
pies and conventional medical servicgsurnal of the American Medical
Associationl999; 282(7): 651-656.

Druss BG, Rosenheck RA. Use of practitioner-based complementary thera-
pies by persons reporting mental conditions in the United Statgsves
of General Psychiatr000; 57: 708-714.

Duggan K, Verhoef MJ, Hilsden RJ. First-year medical students and comple-
mentary and alternative medicine: attitudes, knowledge and experiences.
Annals of the Royal College of Physicians & Surgeons of Cat@@@; 32:
157-160.

Duggan J et al. Use of complementary and alternative therapies in HIV-infect-
ed patientsAIDS Patient Care and ST2901; 15: 159-167.

Easthope G et al. Acupuncture in Australian general practice: patient charac-
teristics.Medical Journal of Australid999; 170: 259-262.

Edgar H, Rothman DJ. New rules for new drugs: the challenge of AIDS to the
regulatory proces3.he Milbank Quarterlyi990; 68(Suppl 1): 111-142.

Eisenberg DM et al. Unconventional medicine in the United States: preva-
lence, costs, and patterns of usSew England Journal of Mediciri993;
328: 246-252.

Eisenberg DM. Advising patients who seek alternative medical therapies.
Annals of Internal Medicin@997; 127: 61-69.

Eisenberg DM et al. Trends in alternative medicine use in the United States,
1990-1997: results of a follow-up national survégurnal of the American
Medical Associatiori998; 280: 1569-1575.

Elash A. Move into hospital sector another sign of complementary medicine’s
growing popularityCanadian Medical Association Journg997; 157:
1589.

Elliott C. Bioethics, Culture and Identity: A Philosophical DiseaNew
York: Routledge, 1999.

Elliott R. HIV testing & treatment of childreil©anadian HIV/AIDS Policy &
Law Newslette999; 5(1): 1, 3-8.

Epstein Slmpure Science: AIDS, Activism, and the Politics of Knowledge
Berkeley: University of California Press, 1996.

Ernst E. Complementary medicine: scrutinising the alternatiaeet1993;
341: 1626.

Ernst E. The ethics of complementary medicimrnal of Medical Ethics
1996; 22: 197-198.

Ernst E. Complementary AIDS therapies: the good, the bad and the ugly.
International Journal of STD & AID$997; 8: 281-285.

Ernst E. Complementary therapies for depression: an over&iehives of
General Psychiatry1998; 55(11): 1026-1032.

Ernst E. Harmless herbs? A review of the recent literafimerican Journal
of Medicine1998; 104: 170-178.

Ernst E. Complementary medicine — is it effective and dafeg
Information Journall999; 33: 291-295.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS

145



146

BIBLIOGRAPHY

Ernst E. Adverse effects of herbal drugs in dermatolBgtish Journal of
Dermatology2000; 143(5): 923-929.

Ernst E. Herbal medicines: where is the eviderBdttsh Medical Journal
2000; 321: 395-396.

Ernst E. Prevalence of use of complementary/alternative medicine: a sys-
tematic reviewBulletin of the World Health Organisatid2000; 78(2):
252-257.

Ernst E. The role of complementary and alternative mediBintsh
Medical Journal2000; 321: 1133-1135.

Ernst E, Abbot NC. Research priorities in complementary medicine [letter].
British Medical Journall996; 312: 1481-1482.

Ernst E, Armstrong NC, White AR, Pittler MH. Research is needed to
determine how to integrate complementary medicine into the NHS [let-
ter]. British Medical Journall998; 317: 1654.

Ernst E, Cassileth BR. The prevalence of complementary/alternative medi-
cine in cancer: a systematic revie®dancer1998; 83: 777-782.

Ernst E, Fugh-Berman A. Complementary and alternative medicine needs
an evidence base before regulatidfestern Journal of MedicinkE999;
171: 149-150.

Ernst E, Resch KL, White AR. Complementary medicine—what physicians
think of it: a meta-analysig\rchives of Internal Medicin&995; 155:
2405-2408.

Ernst E, White AR. Acupuncture may be associated with serious adverse
events [letter]British Medical Journak000; 320: 513.

Ernst E, White A. The BBC survey of complementary medicine use in the
UK. Complementary Therapies in Medicip@00; 8: 32-36.

Eskinazi D. Homeopathy re-revisited — is homeopathy compatible with bio-
medical observations®rchives of Internal Medicin&999; 159: 1981-
1987.

Evans D. Ives health president arrested on HIV fraud chaB{msmberg
5 April 2001.

Ezzy D. lliness narratives: time, hope and Hbdcial Sciences & Medicine
2000; 50: 605-617.

Fairfield KM et al. Patterns of use, expenditures, and perceived efficacy of
complementary and alternative therapies in HIV-infected patients.
Archives of Internal Medicin&998; 158: 2257-2264.

Fawzi WW, Hunter DJ. Vitamins in HIV disease progression and vertical
transmissionEpidemiology1998; 9: 457.

Feasby C. Determining standard of care in alternative contésédth Law
Journal1997; 5: 45-65.

Fisher P, Ward A. Complementary medicine in Eurdéish Medical
Journal1994; 309: 107-111.

Flood CM. The Structure and Dynamics of Canada’s Health Care System.
Chapter 1 in Downie J, Caulfield T (ed§anadian Health Law and
Policy. Toronto: Butterworths, 1999, at 5-50.

Flood C, Archibald T. Legal Constraints on Privately-Financed Health Care
in Canada: A Review of the Ten Provinces. April 2000 [on file].

Fogelman | et al for the AIDS Clinical Trial Group (ACTG). Prevalence and
patterns of use of concomitant medications among participants in three

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



BIBLIOGRAPHY

multicenter human immunodeficiency virus type | clinical tridtsurnal of
Acquired Immune Deficiency Syndromi@94; 7: 1057-1063.

Fontanarosa PB, Lundberg GD. Alternative medicine meets scigmamal
of the American Medical Associatid998; 280: 1618-1619.

[US] Food and Drug Administration/State AIDS Health Fraud Task Forces —
Evaluating Medical Therapies. News update: Ozone Generator Sentencing.
Office of Special Health Issues, April 1999 (available at
www.fda/gov/oashi/aids/eval.html, accessed 5 April 2001).

[US] Food and Drug Administration. DA takes action against firm marketing
unapproved drugs: Talk paper, 10 December 1999 (available via
www.fda.gov).

[US] Food and Drug Administration (Center for Drug Evaluation and
Research). FDA Public Health Advisory: Risk of Drug Interactions with St
John’s Wort and Indinavir and Other Drugs. 10 February 2000. Available at
www.fda.gov/cder/drug/advisory/stjwort.htm.

[US] Food and Drug Administration (Center for Food Safety and Applied
Nutrition, Office of Special Nutritionals). The Special Nutritionals Adverse
Event Monitoring System. Available online via www.fda.gov/medwatch.

Foster BC et al. Effects of Chinese Herbal Products on Cytochrome P-450
Drug Metabolism. 9 Annual Canadian Conference on HIV/AIDS
Research, Montréal, 27-30 April 2000 [poster]: Abstract 144P, reported in:
Canadian Journal of Infectious Diseas#3¥00; 11(Suppl B): 23B.

Foundation for Integrated Medicintegrated Healthcare. A Way Forward
for the Next Five Yeard?ondon: FIM, 2000 (available online via
www.fimed.org). See also Discussion Document, October, 1997.

Foundation for Integrated Medicine. Meeting the Challenge - Life After the
Lords’ report: Summary report of conference held 29 January 2001 (avail-
able online via www.fimed.org).

Foundation for Integrated MedicinBowards a National Strategy for
Research and Development in Complementary and Alternative Medicine
London: FIM, 2001 (available online via www.fimed.org).

Freedman B. Equipoise and the ethics of clinical reseli®h.England
Journal of Medicinel987; 317: 141-145.

Freedman B and the McGill/Boston Research Group. Nonvalidated therapies
and HIV diseaseiastings Center Repoit989; 19: 14-20.

Freedman B. Compassionate access to experimental drugs and catastrophic
rights. Canadian HIV/AIDS Policy & Law Newslett&996; 3(1): 44-46.

Fugh-Berman A. Herb—drug interactiohsncet2000: 355: 134-138.

Fulder SJ, Munro RE. Complementary medicine in the United Kingdom:
patients, practitioners, and consultatiobancet1985; ii: 542-545.

Fuller RC.Alternative Medicine and American Religious Liew York:
Oxford University Press, 1989.

Furin JJ. “You have to be your own doctor”: sociocultural influences on alter-
native therapy use among gay men with AIDS in West Hollywbtetlical
Anthropology Quarterly1997; 11: 498-504.

Furler M et al. Patient reported complementary and alternative medicine
(CAM) use — An interim assessment of drug utilization patterns for patients
attending Ontario HIV outpatient clinics. Poster presentati8iréual
Canadian Conference on HIV/AIDS Research, 27-30 April 2000, Montreal:
Abstract 340P.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS

147



BIBLIOGRAPHY

Furler M et al. Physician awareness of complementary and alternative med-
icine use. 10 Annual Canadian Conference on HIV Research, Toronto,
Ontario, June 2001: Abstract 363P, reporte@amadian Journal of
Infectious Disease®001; 12(Suppl B): 72B.

Furler S et al. Gender Differences in the Drug Utilization Patterns of HIV
Infected Outpatients: An Interim Analysis. Oral presentation and
Summary of Proceedings: Towards Equity in HIV Health Care for
Vulnerable Populations. Ontario HIV Treatment Network Research Day,
27 November 2000, Toronto, Ontario (proceedings available online via
www.ohtn.on.ca).

Gevitz N. Three Perspectives on Unorthodox Medicine. In: Gevitz N (ed).
Other Healers: Unorthodox Medicine in Amerid@altimore: The Johns
Hopkins University Press, 1988, at 1-28.

Gilmour J. Minors. In: Downie J, Caulfield T (ed§anadian Health Law
and Policy Toronto: Butterworths, 1999, at 179-215.

Glymour C, Stalker D. Engineers, cranks, physicians, magiches.
England Journal of Medicin&983; 308: 960-964.

Gold JL, Laxer DA, Rochon PA. Herbal remedies: a critical perspective.
Annals of the Royal College of Physicians and Surgeons of C20ada
33(8), available online via http://rcpsc.medical.org.

Goldstein MS et al. Holistic physicians and family practitioners: similari-
ties, differences and implications for health polf8gcial Sciences and
Medicine1988; 26: 853-861.

Goldszmidt M, Levitt C, Duarte-Franco E, Kaczorowski J. Complementary
health care services: a survey of general practitioners’ viearsadian
Medical Association Journdl995; 153: 29-35.

Goodwin JS, Tangum MR. Battling quackery: attitudes about micronutrient
supplements in American academic medichehives of Internal
Medicine1998; 158: 2187-2191.

Gort EH, Coburn D. Naturopathy in Canada: changing relationships to
medicine, chiropractic and the staBmcial Sciences and Medicih888;
26: 1061.

Gray C. Growing popularity of complementary medicine leads to national
organization for MDsCanadian Medical Association Journg®97; 157:
186-188.

Gray C. Huge court fight may be in offing as Ontario college considers
penalty for maverick MDCanadian Medical Association Journk999;
160: 877-879.

Gray C. Ontario’s kinder, gentler college tries to leave old-boys’image
behind.Canadian Medical Association Journe998; 159(7): 834-836.

Greenblatt RM et al. Polypharmacy among patients attending an AIDS clin-
ic: utilization of prescribed, unorthodox, and investigational treatments
Journal of Acquired Immune Deficiency Syndroit@31; 4: 136-143.

Greiner KA. The ethics of using alternative therapies in HIV/AIBIRS
Patient Carel995; 9: 175-181.

Gulick RM et al for the AIDS Clinical Trial Group 150 and 258 Protocol
Teams. Phase | studies of hypericin, the active compound in St. John’s
wort, as an antiretroviral agent in HIV-infected adultenals of Internal
Medicine1999; 130: 510-514.

Haigh R. Reconstructuring Paradise: Canada’s health care system, alternative
medicine and the Charter of Righitéealth Law Journall999; 7: 141-191.

148 COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



BIBLIOGRAPHY

Hammerschlag R. Methodological and ethical issues in clinical trials of
acupunctureJournal of Alternative and Complementary Medicl®98;
4(2): 159-171.

Hand R. Alternative therapies used by patients with AIN&~v England
Journal of Medicinel989; 320: 672-673.

Health Canada (Drugs Directorate, Therapeutic Products Programme). Drug
Directorate Policy on Herbals used as Non-medicinal Ingredients in
Nonprescription Drugs in Human Use. 22 September 1995. Available online
via www.hc-sc.gc.ca.

Health Canada (Drugs Directorate, Therapeutic Products Programme). Drugs
Directorate Guideline — Traditional Herbal Medicines. 16 November 1995.
Available online via www.hc-sc.gc.ca.

Health Canada (Health Protection Branch). Final Report of the Advisory
Panel on Natural Health Products: Regulatory Framework for Natural
Health Products. 13 May 1998. Available online at www.hc-
sc.gc.ca/main/drugs/zfiles/english/herbals/finalrpt-e.html.

Health Canada. Highlights from July 21, 1998 Health Canada Internal
Consultation on Complementary and Alternative Therapies — Health System
Issues (22 pages). On file.

Health Canada (Health Protection Branch — Therapeutic Products Programme
and the Food Directorate). Policy Paper: Nutraceuticals/Functional Foods
and Health Claims on Foods. 2 November 1998. Available online via
www.hc-sc.gc.ca.

Health Canada (Health Protection Branch, Health Systems Division).
Workshop Report. Advisory Group on Complementary and Alternative
Practices and Therapies. Exploratory Workshop, 25-26 January 1999.

Health Canada. Government Response to the Report of the Standing
Committee on Health. March 1999. Available online via www.hc-sc.gc.ca.

Health CanadadlV and AIDS in Canada: Surveillance Report to December
31, 1998 Ottawa: Minister of Public Works and Government Services,
April 1999.

Health Canada. Advisory: Potentially harmful drug interaction with St. John’s
wort and prescription drugs, 7 April 2000. Available online via www.hc-
sc.gc.ca.

Health Canada. Warning not to consume traditional Chinese medicines con-
taining tricosanthes and indicated for use in children. 28 February 2001
(available via www.hc-sc.gc.ca).

Health Canada (Therapeutic Products Programme). Drugs Directorate Policy
— Medicinal Herbs in Traditional Herbal Medicine. Available online via
www.hc-sc.gc.ca.

Health Canada (Medical Devices Bureau). Guidance for the Labelling of
Medical Devices, Sections 21 to 23 of tledical Devices Regulations
(draft), available at www.hc-sc.gc.ca/hpb-dgps/therapeut/htmleng/guidmd.
html.

Health Canada (Office of Natural Health Products). Summary report: Natural
Health Products Research Priority-Setting Conference (Halifax, 6-8
November 1999). Available online via www.hc-sc.gc.ca/hpb/onhp.

Health Canada (Office of Natural Health Products, Transition TearRjesh
Start Final Report of the ONHP Transition Team. May 2000. Available via
www.hc-sc.gc.ca/hpb/onhp.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS

149



150

BIBLIOGRAPHY

Health Canada (Office of Natural Health Products). Seeking Your Input on
A Proposed Regulatory Framework. Health Canada, 2000. Available
online via www.hc-sc.gc.ca/hpb/onhp.

Health Canada (Office of Natural Health Produd®&gquests for Proposals
and Opportunity Highlights, 200@vailable online via www.cihr.ca.

Health Canada (Office of Natural Health Products). Building Together:
Phase 2 in Developing a Proposed Regulatory Framework for Natural
Health Products — NHPD Public Consultation, March 2001. Available
online via www.hc-sc.gc.ca/hpb/onhp.

Health Canada (Office of Natural Health Products). Proposed Regulatory
Framework for Natural Health Products (plain-text overview). March
2001. Available via www.hc-sc.gc.ca/nhp/onhp.

Heath KV, Gatarick N, Yip B et al. Complementary therapy use in a
province-wide HIV/AIDS drug treatment programmé.Annual
Conference on HIV/AIDS Research, Victoria, British Columbia, May
1999: Abstract C335.

Helwig D. US pharmacy chain tracks customer’s use of hef@alzadian
Medical Association Journ&000; 162: 852.

Hirschtick RE, Dyrda SE, Peterson LC. Death from an unconventional ther-
apy for AIDS.Annals of Internal Medicin&994; 120: 694.

Hoey J. The arrogance of science and the pitfalls of hope [editorial].
Canadian Medical Association JournB998; 159: 803-804.

[United Kingdom] House of Lord€Complementary and Alternative
Medicine Sixth Report of the House of Lords Select Committee on
Science and Technology (HL 123): 21 November 2000. Available online
via www.parliament.the-stationery-office.co.uk.

Huxtable RJ. The myth of beneficent nature: the risks of herbal prepara-
tions.Annals of Internal Medicin&992; 117: 165-166.

Jacobson JS et al. Research on complementary therapies for cancer: issues
and methodological consideratiodsurnal of the American Medical
Women’s Associatioh999; 54(4): 177-181.

JalbertY et al. Adherence to HIV antiretroviral therapy among people liv-
ing with AIDS in Québec. Montreal, COCQ-sida, August 2001.

Jalbert et coll. PVVIH: Utilisation des traitements alternatifs et complé-
mentaires (TAC) au Québec. Montréal, COCQ-sida 2001.

Jonas WB. Alternative medicine — learning from the past, examining the
present, advancing to the futudeurnal of the American Medical
Association1998; 280: 1616-1618.

Josefek KJ. Alternative medicine’s roadmap to mainstréamnerican
Journal of Law & Medicin000; 26(2/3): 295-310.

Kaegi E, Canadian Cancer Society. A patient’s guide to choosing unconven-
tional therapiesCanadian Medical Association Journb998; 158: 1161-
1165.

Kahn JP, Mastroianni AC, Sugarman J (e@&yond Consent: Seeking
Justice in ResearciNew York: Oxford University Press, 1998.

Kamyab M et al. Changes in use of complementary and alternative (CAT)
among HIV+ patients in Saskatchewan®2thnual Canadian Conference
on HIV Research, Toronto, Ontario, June 2001: Abstract 292P, reported in
Canadian Journal of Infectious Diseas#301; 12 (Supp B): 51B-52B.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



BIBLIOGRAPHY

Kao LS. Complementary and alternative medicine (CAM) and managed
health-care: setting and agendanerican Journal of Chinese Medicine
1998; 26: 231-249.

Kaptchuk TJ, Eisenberg DM. Chiropractic: origins, controversies, and contri-
butions.Archives of Internal Medicin#998; 158: 2215-2224.

Kaptchuk TJ, Eisenberg DM. The persuasive appeal of alternative medicine.
Annals of Internal Medicin@998; 129: 1061-1065.

Kass NE et al and the Multicenter AIDS Cohort Study. Changes in employ-
ment, insurance, and income in relation to HIV status and disease progres-
sion.Journal of Acquired Immune Deficiency Syndrot@84; 7: 86-91.

Kassler WJ, Blanc P, Greenblatt R. The use of medicinal herbs by human
immunodeficiency virus-infected patientschives of Internal Medicine
1991; 151: 2281-2288.

Katz DL. Conventional medical care and unconventional therapies [Letter to
the editor].Journal of the American Medical Associati®D00; 283(1): 56.

Kelner M. Presentation to the Advisory Group on Complementary and
Alternative Practices and Therapies, Health Canada (Health Systems
Division, HPPB): Report on Regulation and Coverage, based on: Discussion
Document on Integrated Health Care (1997, UK), 7 June 1999. On file.

Kelner M, Wellman B (eds)Complementary and Alternative Medicine:
Challenge and Changélarwood Academic Publishers, 2000.

Kendall TR et al. Mind and body: sociodemographic and clinical characteris-
tics of HIV+ individuals using meditation as a complementary therapy
while on antiretrovirals in British Columbia, Canada. Post@iCAHR, 27-

30 April 2000, Montreal: Abstract 233P.

Kendall TR. Optimal Environments for Integrated Care: Complementary and
Alternative Medicine in HIV Management in British Columbia. British
Columbia Persons with AIDS Society, March 2001.

Kendall TR et al. HIV/Hepatitis co-infection and the use of complementary
and alternative medicine in British Columbia™©®AHR, 31 May-3 June
2001, Toronto: Abstract 364P, reported in @enadian Journal of
Infectious Disease®001; 12(Suppl B): 72B-73B.

Kendall TR, Braitstein B. Physician-patient communication about comple-
mentary and alternative medicine in HIV/AIDS management in British
Columbia. 10th CAHR, 31 May-3 June 2001, Toronto: Abstract 464P,
reported inCanadian Journal of Infectious Diseas#301; 12(Supp! B):
97B.

Ketting L. Indigenous Traditional Medicine and HIV/AIDS: A Literature
Review. Prepared for Medical Services Branch, Health Canada, August
1996.

Kleijnen J, Knipschild P, ter Riet G. Clinical trials of homoeopaBritish
Medical Journall991; 302: 316-323.

Knippels HM, Weiss JJ. Use of alternative medicine in a sample of HIV-posi-
tive gay men: an exploratory study of prevalence and user characteristics.
AIDS Care2000; 12(4): 435-446.

Ko R. Adverse reactions to watch for in patients using herbal remedies.
Western Journal of Medicink999; 171: 181-186.

Kohn L, Corrigan J, Donaldson M (eds). Committee on Quality of Health
Care in America, Institute of Medicin&o Err is Human: Building a Safer
Health SystemMashington, DC: National Academy Press, 1999.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS

151



152

BIBLIOGRAPHY

Kosel B et al. The Pharmacokinetic (PK) Effects of Marijuana (THC) on
Nelfinavir (NFV) and Indinavir (IDV). 8 Conference on Retroviruses
and Opportunistic Infections, 4-8 February 2001, Chicago: Abstract 745.

Kristoffersen SS, Atkin PA, Shenfield GM. Uptake of alternative medicine
[letter]. Lancet1996; 347: 972.

LaBillois V, Horn M. Development of Occupational Standards for Health
Workers Panelln Touch Magaziné997; 8(1): no page.

Langewitz W et al. The integration of alternative treatment modalities in
HIV infection — the patient’s perspectiv@urnal of Psychosomatic
Research994; 38: 687-693.

Larrey D et al. Hepatitis after germand@&eicrium chamaedrysadminis-
tration: another instance of herbal medicine hepatotoxigityals of
Internal Medicinel992; 117: 129-132.

Lavalley JW, Verhoef MJ. Integrating complementary medicine and health
care services into practicBanadian Medical Association Journb995;
153: 45-49.

Lazarou J, Pomeranz BH, Corey PN. Incidence of adverse drug reactions in
hospitalized patientsournal of the American Medical Associatib®98;
279: 1200-1205.

Leeb K et al. An HIV/AIDS Population-based Report on Complementary
Therapy Use. Unpublished manuscript HOOD Project, Toronto, Ontario.

Lemmens T. Compassionate access to experimental drugs: balancing inter-
ests and harm€anadian HIV/AIDS Policy & Law Newslett&996; 3(1):
43-44,

Lemmens T. A response to the Parliamentary Sub-Committee’s Report and
Recommendation€anadian HIV/AIDS Policy & Law Newslett&p97;
3(2/3): 40-43.

Lerner 1J. The whys of cancer quacketyancer1984; 53: 815-819.

Lesho EP. An overview of osteopathic mediciAehives of Family
Medicine1999; 8: 477-484.

Levin JS et al. Quantitative methods in research on complementary and
alternative medicine: a methodological manifededical Care1997;
35: 1079-1095.

Lidot T, HIV Director, San Diego American Indian Health Center.
HIV/AIDS Services Integrated with Native Traditional Medicine for
Urban vs Reservation Native Populations: What's the Difference? Xl
International Conference on AIDS, 7-12 July 1996, Vancouver: Abstract
Th.D.5127.

Linde K. How to evaluate the effectiveness of complementary therapies.
Journal of Alternative and Complementary Medic2®90; 6(3): 253-256.

Linde K et al. Impact of study quality on outcome in placebo-controlled tri-
als of homeopathylournal of Clinical Epidemiolog$999; 52: 631-636.

Maclintyre RC, Holzemer WL, Phillipek M. Complementary and alternative
medicine and HIV/AIDS — Part 1: issues and contéuxiirnal of the
Association of Nurses in AIDS Cat897; 8(2): 23-31.

Maciura JA. Restrictions on use of the title “doct@bllege of Physicians
and Surgeons CheungHealth Law in Canadd993; 14: 46.

MacLennan AH, Wilson DH, Taylor AW. Prevalence and cost of alternative
medicine in AustraliaLancet1996; 347: 569-573.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



BIBLIOGRAPHY

The mainstreaming of alternative medici@@nsumer Reportslay 2000: 17-
25. Available online (for a fee) at www.ConsumerReports.org.

Manfredi R, Chiodo F. The effects of alternative treatments for HIV disease
on recommended pharmacological regimémzrnational Journal of
Antimicrobial Agent2000; 13: 281-285.

Mar C, Bent S. An evidence-based review of the 10 most commonly used
herbs.Western Journal of MedicinE999; 171: 168-171.

Margolin A, Avants SK, Kleber HD. Investigating alternative therapies in ran-
domized controlled trialslournal of the American Medical Association
1998; 280: 1626-1628.

Massagli MP et al. Correlates of employment after AIDS diagnosis in the
Boston Health StudyAmerican Journal of Public Health994; 84: 1976-
1981.

McAmmond D & Associates. Facilitating the Integration of Complementary
Therapies into HIV Care and Treatment: Current Status and Ideas for
Action. Paper prepared for Health Canada, October 2000 [draft].

McCabe E. Ozone therapies for AIDAIDS Patient Card992: 254-255.

McKee J. Holistic health and the critique of Western medi&ueial
Sciences and Medicirk988; 26: 775-784.

McKnight I, Scott M. HIV and complementary mediciméedical Journal of
Australial996; 165: 143-145.

McLeod A, Peterson T. Care and Treatment of Aboriginal People with
HIV/AIDS: Summary Report. Manitoba Aboriginal AIDS Task Force, 1993.

McMurchy D, Leeb K, Millson P. The Utilization and Cost of
Complementary Therapies in the Province of Ontario. HIV Ontario
Observational Database, 1998.

McNamara L, Nelson E. Regulation of Health Care Professionals. Chapter 2
in Downie J, Caulfield T (edsCanadian Health Law and Policyforonto:
Butterworths, 1999, at 51-81.

Meneilly GP, Carr R, Brown L. Alternative Therapy Use in HIV Positive
Women. [poster] XI International Conference on AIDS. Vancouver, Canada,
7-12 July 1996: Abstract M.B.301.

Menniti-Ippolito F, De Mei B. [The characteristics of the use and the levels of
diffusion of nonconventional medicineAhnali dell’lstituto Superiore
Sanital999; 35(4): 489-97. [ltalian]

Milbank Memorial FundEnhancing the Accountability of Alternative
Medicine New York: Milbank Memorial Fund, 1998.

Miller LG. Herbal medicinals: selected clinical considerations focusing on
known or potential drug—herb interactiodschives of Internal Medicine
1998; 158: 2200-2211.

Millar WJ. Use of alternative health care practitioners by Canadians
Canadian Journal of Public Health997; 88(3): 154-158.

Mills S, Peacock WProfessional Organisation of Complementary and
Alternative Medicine in the UK 1997: A Report to the Department of
Health University of Exeter, 1997.

Mills SY. Regulation in complementary and alternative medidmnigish
Medical Journal2001; 322: 158-160.

Millson P, McMurchy D, Leeb K. Complementary Therapies: A HOOD report
on the cost of HIV in OntariddlV Health Evaluation Updatelune 1999; 1.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS

153



154

BIBLIOGRAPHY

[BC] Ministry of Health. News release. Revamp of Health Professions
Regulation Recommended, 26 March 2001. Available via
www.hlth.gov.bc.ca.

[Ontario] Ministry of HealthNew Directions: Aboriginal Health Policy for
Ontario. Toronto, 1994.

[Ontario] Ministry of Health. Complementary Therapies in HNV
Update1995; 2(3): 9-10.

Minnesota Department of Health — Commissioner of Health.
Complementary Medicine: Final Report to the Legislatdsnuary 1998.

Mintzes B. How safe are our medicines? Monitoring the risks of drugs after
they are approved for marketin@ES Action CanadaVarch 1999 (avail-
able at www.web.ca/~desact/anglais/legisl/4safe.html).

Moulds RFW, McNeil JJ. Herbal preparations — to regulate or not to regu-
late. Medical Journal of Australid 988; 149: 572-574.

Murray RH, Rubel AJ. Physician and healers — unwitting partners in health
care.New England Journal of Medicirl©98; 326: 61-64.

Nahin RL, Straus SE. Research into complementary and alternative medi-
cine: problems and potenti@ritish Medical Journak001; 322: 161-
164.

[US] National Center for Complementary and Alternative Medicine.
Expanding Horizons of Healthcare: Five-Year Strategic Plan, 2001-2005
Available online via www.nccam.nih.gov.

National Center for Complementary and Alternative Medicine. Major
Domains of Complementary and Alternative Medicine (factsheet).
Available online via nccam.nih.gov.

National Forum on Health. The Need for an Aboriginal Health Institute. In:
Canada Health Action: Building on the Legacy — Synthesis Reports and
Issues Papers — Final Repdwol I1), February 1997 (available online via
wwwnfh.hc-sc.gc.ca).

National Indian & Inuit Community Health Representatives Organization.
Coping with HIV/AIDS in Aboriginal Communities: A 1998 Resource
Manual NIILCHRO, 1998.

National Institutes of Allergy and Infectious Diseases, National Institutes of
Health.Fact SheetMay 1999.

National Institutes of HealtlAlternative Medicine: Expanding Medical
Horizons Washington, DC: Government Printing Office, 1994.

National Institutes of Health — Office of Alternative Medicine (Practice and
Policy Guidelines Panel). Clinical practice guidelines in complementary
and alternative medicine: an analysis of opportunities and obstacles.
Archives of Family Medicin&997; 6: 149-154.

National Institutes of Health. AcupunctuidlH Consensus Statemetri97;
15: 1-34. Available online via http://odp.od.nih.gov. Also summarized at:
AcupuntureJournal of the American Medical Associatib®98; 280:
1518-1524.

Nijar G. In Defence of Local Community Knowledge and Biodiversity
Third World Network, 1996.

Nokes KM, Kendrew J, Longo M. Alternative/complementary therapies
used by persons with HIV diseadeurnal of the Association of Nurses
in AIDS Carel995; 6(4): 19-24.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



BIBLIOGRAPHY

Nonprescription Drug Manufacturers Association of Canada (NDMAC).
Proposed Regulatory Framework for Natural Health Products. Submission
to the Standing Committee on Health. 18 February 1998. Available online
via www.ndmac.ca.

NDMAC. Seeking Information About Our HealtRharmacy PostAugust
1998, available online via www.ndmac.ca.

NDMAC. Improving label comprehensioRharmacy PostMarch 1999,
available online via www.ndmac.ca.

NDMAC. Technical Research Paper for Improving Label Comprehension,
1999. Available online via www.ndmac.ca.

NDMAC. NDMAC Consumer Profile: The Nonprescription Drug User,
undated. Available online via www.ndmac.ca.

Northcott HC. Alternative Health Care in Canada. In: Singh Bolaria B,
Dickinson HD (eds)Health, lllness and Health Care in Cana(lzd ed).
Toronto: Harcourt Brace & Company, 1994, at 487-503.

Noojimawin Health Authority. Aboriginal Traditional Healing in Ontario:
Issues and Concerns. Draft paper. April 1999.

O’Connor BB.Healing Traditions: Alternative Medicine and the Health
ProfessionsPhiladelphia: University of Pennsylvania Press, 1995.

O’Neill A. Danger and safety in medicine3ocial Sciences and Medicine
1994; 38: 497-507.

Office of Technology Assessmefitnconventional Cancer Treatments
Washington, DC: Government Printing Office, 1990.

Onstott M. Green AlertPOZ[Magazine]; September 2000: 73-75.
Ontario Aboriginal Patient Advocacy Initiativ®@ APAI Manual 1999.

Orser B. Reducing medication erro@anadian Medical Association Journal
2000; 162: 1150-1151.

Ostrow MJ et al. Determinants of complementary therapy use in HIV-infected
individuals receiving antiretroviral or anti-opportunistic agedsirnal of
Acquired Immune Deficiency Syndromes and Human RetrovirhRjy;

15: 115-120.

Oszoy M, Ernst E. How effective are complementary therapies for HIV and
AIDS? — a systematic reviemternational Journal of Sexually Transmitted
Diseases & AID999; 10: 629-635.

Owen DK, Lewith G, Stephens CR. Can doctors respond to patients’ increas-
ing interest in complementary and alternative medicBrig&sh Medical
Journal2001; 322: 154-158.

Papp L. Special Report: Blind Trust: An Investigation Into Alternative
Medicine.Toronto Stay 15 January 2000 (A1, A14-A150); 16 January 2000
(Al etc); 17 January 2000; 22 January 2000 (A1, A14-A15); January 23,
2000. Available (for a fee) via online archives (www.torstar.com).

Papp L. Herbal drink maker faces false advertising chafgesnto Stay 19
January 2000.

Papp L. Drink maker wins case: charges dropped in dispute over label claims.
Toronto Stay 21 January 2000.

Patel MS. Evaluation of holistic medicireocial Sciences and Medicine
1987; 24: 169-175.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS

155



156

BIBLIOGRAPHY

Pawluch D, Cain R, Gillett J. Ideology and alternative therapy use among
people living with HIV/AIDS.Health and Canadian Societp94; 2: 63-
84.

Pawluch D, Cain R, Gillett J. Approaches to Complementary Therapies:
Diverse Perspectives Among People with HIV/AIDS. Health Canada,
March 1998.

Pawluch D, Cain R, Gillett J. Lay constructions of HIV and complementary
therapy useSocial Science and Medici2800; 51(2): 251-264.

Pelletier KR et al. Current trends in the integration and reimbursement of
complementary and alternative medicine by managed care, insurance car-
riers, and hospital providerdmerican Journal of Health Promotion
1997; 12: 112-122.

Perharic L et al. Toxicological problems resulting from exposure to tradi-
tional remedies and food supplememisug Safetyl994; 11: 284-294.

Pert CB et al. Neuropeptides and their receptors: a psychosomatic network.
Journal of Immunology985; 135: 820-826.

Peuker ET et al. Traumatic complications of acupuncture: therapists need to
know human anatomyrchives of Family Medicin&999; 8: 553-558.

Phillips KD, Skelton WD. Effects of individualized acupuncture on sleep
quality in HIV diseaseJournal of the Association of Nurses in AIDS
Care2001; 12(1): 27-39.

Picard El, Robertson GR.egal Liability of Doctors and Hospitals in
Canada Toronto: Carswell, 1996.

Picherack F, Casey JT. The Regulation of Complementary and Alternative
Health Care Practitioners: Policy Considerations. Prepared for Health
Canada (Health Systems Division, Health Policy & Communications
Branch). 12 December 2000.

Pirotta MV et al. Complementary therapies: have they become accepted in
general practiceMedical Journal of Australi2000; 172: 105-109.

Piscitelli SC et al. Garlic Supplements Decrease Saquinavir Plasma
Concentrations.®8Conference on Retroviruses and Opportunistic
Infections, 4-8 February 2001, Chicago: Abstract 743.

Piscitelli SC et al. Indinavir concentrations and St John’s Waricet
2000; 355: 547-548.

Piscitelli SC. Use of complementary medicines by patients with HIV: full
sail into uncharted waterledscape HIV/AIDR000; 6(3), available via
http://hiv.medscape.com.

Powers M. Theories of Justice in the Context of Research. In: Kahn JP,
Mastroianni AC, Sugarman J (edBeyond Consent: Seeking Justice in
ResearchNew York: Oxford University Press, 1998, 147-165.

Priest M. The privatization of regulation: five models of self-regulation.
Ottawa Law Review997-98; 29: 233-302.

Radner D, Radner M. Holistic Methodology and Pseudoscience. In: Stalker
D, Glymour C (eds)Examining Holistic MedicineBuffalo, NY:
Prometheus Books, 1989, at 149-159.

Rampes H, Sharples F, Maragh S, Fisher P. Introducing complementary
medicine into the medical curriculudournal of the Royal Society of
Medicine1997; 90: 19-22.

Ramsay C, Walker M, Alexander J. Alternative Medicine in Canada: Use
and Public Attitudes. Vancouver, BC: The Fraser Institute, 1999; also

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



BIBLIOGRAPHY

reported inPublic Policy Source4999; 21. Available online at
www.fraserinstitute.ca/publications/pps/21.

Reilly D et al. Is evidence for homeopathy reproducilhla®cet1994; 344:
1601-1606.

Report of the Ad Hoc Committee on Complementary Medicine to the Council
of the College of Physicians and Surgeons of Ontario. CPSO: Toronto,
1997.

Rees L, Welil A. Integrated medicine: imbues orthodox medicine with the val-
ues of complementary medicine [editorid@fitish Medical Journak001;
322:119-120.

Resch KL, Ernst E, Garrow J. A randomized controlled study of reviewer bias
against an unconventional therajigurnal of the Royal Society of Medicine
2000; 93: 164-167.

Resch KL, Ernest E. Research Methodologies in Complementary Medicine:
Making Sure it Works. In: Ernst E (edjomplementary Medicine: An
Objective AppraisalButterworth-Heineman, 1998, at 18-30.

Rights & Democracy/Indigenous Women's Continental Network. Protecting
Indigenous Women's Intellectual Property, undated. Available online via
www.ichrdd.ca.

Robinson G, Millson P et al. Utilization of complementary therapies by peo-
ple living with HIV/AIDS (PHAS) in Ontario [Abstract].'7TCanadian
Conference on HIV/AIDS Research, April 30-May 3, 1998.

Rotblatt MD. Herbal medicine: a practical guide to safety and quality assur-
ance Western Journal of Medicink999; 171: 172-175.

Rowlands C, Powderley WB. The use of alternative therapies by HIV positive
patients Missouri Medicinel991; 88: 807-811.

Royal Commission on Aboriginal Peopl&gople to People, Nation to
Nation: Highlights from the Report of the Royal Commission on Aboriginal
Peoples(“Culture and traditional healing.”) Ottawa: Supply and Services
Canada, 1996.

Ruedy J, Kaufman DM, MacLeod H. Alternative and complementary medi-
cine in Canadian medical schools: a suréggnadian Medical Association
Journal1999; 160: 816-817.

Sacks R. Completing the whole: toward an integrated system of healthcare.
Body Positivesseptember 1999; Xl1(9). Available online via www.thebody.
com.

Sacks R. Issues in integrative medicine. Complementary and alternative medi-
cine conference: Part Body PositiveDecember 1999; XII(12). Available
online via www.thebody.com.

Sacks R. Watchword: Advocate! Complementary and alternative medicine
conference: Part IBody Positivelan/Feb 2000; XIl1(1/2). Available online
via www.thebody.com.

Sacks R. Integrative medicine: the nuts and bolts. Complementary and alter-
native medicine conference: Part Body PositiveMarch 2000; XIII (3).
Available online via www.thebody.com.

Saks M. Professionalization, Politics and Alternative Medicine. In: Summary
Report of an International Symposium on “Why People Use
Complementary and Alternative Medicine: Social Science Perspectives,” 16-
18 April 1998, Toronto.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS

157



158

BIBLIOGRAPHY

Sale DM. Overview of Legislative Developments Concerning Alternative
Health Care in the United States. Fetzer Institute. Available online at
www.healthy.net/public/legal-lg/regulations/fetzer.htm.

Savas D, Angus Reid Group. Information on Consumer Utilization: An
Overview. Presentation to the Advisory Group on Complementary and
Alternative Practices and Therapies, Health Systems Division, HPPB,
Health Canada, 5-6 December 1999. On file.

Shenfield GM, Atkin PA, Kristofferson SS. Alternative medicine: an
expanding health industriledical Journal of Australid997; 166: 516.

Shestowsky B. Traditional Medicine and Primary Health Care Among
Canadian Aboriginal People — A Discussion Paper with Annotated
Bibliography. Ottawa: Aboriginal Nurses Association of Canada, 1993.

Shlay JC et al for the Terry Beirn Community Programs for Clinical
Research on AIDS. Acupuncture and amitriptyline for pain due to HIV-
related peripheral neuropattdpurnal of the American Medical
Association1998; 280: 1590-1595.

Sibbald B. New federal office will spend millions to regulate herbal reme-
dies, vitaminsCanadian Medical Association Journg®99; 160: 1355-
1357.

Sibbald B. Regulations for new natural health products in place by year's
end?Canadian Medical Association Journ2001; 164(5): 679.

Singh N et al. Determinants of nontraditional therapy use in patients with
HIV infection. Archives of Internal Medicin&996; 156: 197-201.

Slifman NR et al. Contamination of botanical dietary supplements by
Digitalis lanata New England Journal of Mediciri998; 339: 806-811.

Smith I. Commissioning complementary medicine [editorBiitish
Medical Journal1995; 310: 1151-1152.

Smith SR, Boyd EL, Kirking DM. Nonprescription and alternative medica-
tion use by individuals with HIV diseasgnnals of Pharmacotherapy
1999; 33(3): 204-300.

So J. Utilization of alternative therapies by the Canadian population: A pre-
liminary study. In: Muldoon J (edYaking Charge of Health: Exploring
Alternative Health CareProceedings of a conference sponsored by Trent
University, Sir Sandford Fleming College, and the Haliburton, Kawartha
and Pine Ridge District Health Council.

Some natural scepticism about the Natural Health Products Directorate
[Editorial]. Canadian Medical Association Journ2001; 164(5): 613.

Southwell H et al. Use of Alternative Therapy among HIV-infected Patients
at an Urban Tertiary Centef"&onference on Retroviruses and
Opportunistic Infections, 4-8 February 2001, Chicago: Abstract 497.

Sparber A et al. Use of complementary medicine by adult patients partici-
pating in HIV/AIDS clinical trialsJournal of Alternative and
Complementary Medicin2000; 6(5): 415-422.

Standing Committee on Health (House of Commons, Cansld&)ral
Health Products: A New VisiotNovember 1998. Available online via
www.parl.gc.ca.

Stine G.Acquired Immune Deficiency Syndrome: Biological, Medical,
Social and Legal Issueknglewood Cliffs, New Jersey: Prentice Hall,
1993.

Stone J. Regulating complementary medicine: should aim for standards not
status [editorial]British Medical Journall996; 312: 1492-1493.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



BIBLIOGRAPHY

Stone J, Matthews Complementary Medicine and the Lawxford: Oxford
University Press, 1996.

Studdert DM. Legal issues in the delivery of alternative medidmernal of
the American Medical Women'’s Associati®99; 54(4): 173-176.

Studdert DM et al. Medical malpractice implications of alternative medicine.
Journal of the American Medical Associatib®98; 280: 1610-1615.

Suarez M, Raffaelli M, O’Leary A. Use of folk healing practices by HIV-
infected Hispanics living in the United Staté$DS Carel1996; 8(6): 683-
690.

Sugarman J, Burk L. Physicians’ ethical obligations regarding alternative
medicine.Journal of the American Medical Associatib®98; 280: 1623-
1625.

Summary Report of an International Symposium: Why People Use
Complementary and Alternative Medicine: Social Science Perspectives.
University of Toronto, 16-18 April 1998.

Sutherland LR, Verhoef MJ. Alternative medicine consultations by patients
attending a multidisciplinary HIV clinicAIDS Patient Card 995; 9: 106-
110.

Tannock IF, Warr DG. Unconventional therapies for cancer: a refuge from the
rules of evidence? [letterCanadian Medical Association Journk998:
159: 801-802.

[Australia] Therapeutic Goods Administration, Department of Health and
Aged Care. Guidelines for Levels and Kinds of Evidence to Support Claims
for Therapeutic Goods — Draft for consultation. 14 November 2000.
Available online at www.health.gov.au/tga/docs/pdf/tgaccevi.pdf.

Towards Integrative Care: Report from a National Strategic Planning Meeting
on Complementary Therapies and HIV/AIDS. 12-13 January 2001,
Montréal. Prepared by | Grubb & C McClure (Health Hounds), March
2001.

Traversa G et al for the Italian Study Group for the Di Bella Multitherapy
Trials. The unconventional Di Bella cancer treatment — a reflection on the
Italian experienceCancer1999; 86: 1903-1911.

Truant T, McKenzie M. Discussing complementary therapies: there’s more
than efficacy to conside€anadian Medical Association Journ#999; 160:
351-352.

UNAIDS. Collaboration with traditional healers in HIV/AIDS prevention and
care in sub-Saharan Africa: a literature review. UNAIDS Best Practice
Collection. Geneva, September 2000. Available online via www.unaids.org.

Vanderhoef S with Gray W (ed)lashine Ginwenimawaziwin — Constant
Care Toronto: 2-Spirited People of thé! Nations, 1998.

Verhoef MJ, Russell ML, Love EJ. Alternative medicine use in rural Alberta.
Canadian Journal of Public Health994; 83(3): 308-309.

Verhoef M, LaValley W. Integrating complementary medicine and health care
services into practic€€anadian Medical Association Journk995; 153:
45-49.

Vickers A. Methodological issues in complementary and alternative medicine
research: a personal reflection on 10 years of debate in the United
Kingdom.Journal of Alternative and Complementary Medicli996; 2(4):
515-524.

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS

159



160

BIBLIOGRAPHY

Vickers A. Regulating complementary medicine: researchers into comple-
mentary therapy do not have to “sacrifice their therapeutic integrity” [let-
ter]. British Medical Journatl996; 313: 882.

Vickers A et al. How should we research unconventional therapies? A Panel
Report from the Conference on Complementary and Alternative medicine
Research Methodology, National Institutes of Hedlternational
Journal of Technology Assessment in Health @&@7; 13: 111-121.

Vickers A. Recent advances: complementary medi&@niéish Medical
Journal2000: 321: 683-686.

Waldram JB, Herring DA, Young TKAboriginal Health in Canada:
Historical, Cultural and Epidemiological Perspectiv®ronto: U of T
Press, 1995.

Waring V, Tseng A, Salit IE. Complementary Therapy (CT) Changes in
Patterns of Use among HIV Clinic Patients. XlI International AIDS
Conference, Geneva, 28 June - 3 July 1998, Abstract No 42379.

Weintraub MI. Legal implications of practicing alternative medicine [letter].
Journal of the American Medical Associatib®99; 281(18): 1698-1699.

Wellesley Central Hospital, Toronto, Ontari® Comprehensive Guide for
the Care of Persons with HIV Disead®98.

Wertheimer A Exploitation Princeton: Princeton University Press, 1996.

Wetzel MS, Eisenberg DM, Kaptchuk TJ. Courses involving complementa-
ry and alternative medicine at U.S. medical schamsrnal of the
American Medical Associaticl998; 280: 784-787.

White House Commission on Complementary and Alternative Medicine
Policy. WHCCAMP Newsreferencing Presidential Executive Order
13147, 7 March 2000 (available via www.whccamp.hhs.gov).

Wikler D. Holistic Medicine: Concepts of Personal Responsibility for
Health. In: Stalker D and C Glymour (edExamining Holistic Medicine
Buffalo, NY: Prometheus Books, 1989, at 137-146.

Winslow LC, Kroll DJ. Herbs as medicine&tchives of Internal Medicine
1998; 158: 2192-2199.

Wolffers |, de Moree S. Use of alternative treatments by HIV-positive and
AIDS patients in the Netherlandsed Tijdschr Geneeslk®94; 138(6):
307-310. [Dutch]

Wolsko P, Ware L, Kutner J, Lin C, Albertson G, Cyran L, Schilling L,
Anderson RJ. Alternative/complementary medicine: wider usage than
generally appreciatedournal of Alternative and Complementary
Medicine2000; 6(4): 321-326.

Wong AHC, Smith M, Boon HS. Herbal remedies in psychiatric practice.
Archives of General Psychiaty998; 55(11): 1033-1044.

Woolf GM et al. Acute hepatitis associated with the Chinese herbal product
Jin Bu HuanAnnals of Internal Medicin@994; 121: 729-735.

World Health Organization. Traditional Medicine: Fact Sheet No. 134,
September 1996. Available online in English only at www.who.int/intf-
fs/en/fact134.html.

World Health Organization. General Guidelines for Methodologies on
Research and Evaluation of Traditional Medicine (WHO/EDm/TRM/
2000.1). Geneva, 2000.

Wynia MK, Eisenberg DM, Wilson IB. Physician—patient communication
about complementary and alternative medical therapies: a survey of

COMPLEMENTARY/ALTERNATIVE HEALTH CARE AND HIV/AIDS



BIBLIOGRAPHY

physicians caring for patients with human immunodeficiency virus infec-
tion. Journal of Alternative and Complementary Medicli®99; 5: 447-
456.

York University Centre for Health StudigSomplementary and Alternative
Health Practices and Therapies: A Canadian Overvigugust 1999.

Zink T, Chaffin J. Herbal “health” products: what family physicians need to
know. American Family Physiciath998; 58: 1133-1140.

Zollman C, Vickers A. ABC of complementary medicifigritish Medical
Journal 1999; 319: 693-696.

Net Links

British Columbia Persons with AIDS Society

(Complementary and Alternative Therapies Project, Treatment Information
Program)

www.bcpwa.org

CAMline

http://camline.org

CAMline is a recently launched database on complementary/alternative med-
icine (CAM), designed as an information resource to support health-care pro-
fessionals in their day-to-day practice, aid the drafting of effective health-care
policy, and empower consumers in making informed decisions about their
health. It includes information on various natural health products, CAM ther-
apies, and health conditions; a list of “best practice” protocols or guidelines
from institutions regarding CAM; and offers a facility for submitting reports
of adverse reactions involving CAM and searching the database for case
reports. It is a partnership between the Ontario College of Family Physicians,
the University of Toronto’s Department of Family and Community Medicine,
the Ontario Branch of the Canadian Society of Hospital Pharmacists, the
Michener Institute for Applied Health Sciences, and the Friends of Alternative
and Complementary Therapies Society.

Canadian AIDS Treatment Information Exchange

www.catie.ca

CATIE is a national, non-profit organization committed to improving the
health and quality of life of all Canadians living with HIV/AIDS. It provides
treatment information for persons with HIV/AIDS, their families, care
providers, and service organizations, through a comprehensive website, elec-
tronic mailing lists, several print publications, and a bilingual, toll-free phone
service. Its resources include numerous info sheets on complementary/alter-
native therapies and “practical guides” on complementary therapies and
herbal products.

Canadian College of Naturopathic Medicine

www.ccnm.edu

A non-profit educational institution “committed to being the profession’s
college in Canada, producing excellence in naturopathic medical education,
clinical practice and research.” The College’s Learning Resources Centre has
an online library catalogue.
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Canadian Health Network — Alternative Health Centre
www.canadian_health _network.ca/lalternative health.html

A web-based source of information within the Canadian Health Network,
funded by Health Canada and created in partnership with two affiliates, the
Tzu-Chi Institute for Complementary and Alternative Medicine (Vancouver),
and the Consumer Health Information Service (Toronto Public Library).

Centre for Complementary Health Studies, University of Exeter
www.ex.ac.uk/chs

Has information about courses, research and staff at the Centre, and general
information about complementary and alternative medicine in the UK and
Europe. Publishes the journal FACTFecus on Alternative and Comple-
mentary Therapies: An evidence-based approd@hww.ex.ac.uk/
FACT/index.htm).

Cochrane Collaboration

www.cochrane.dk

An international non-profit organization emphasizing the need to rely on the
systematic review of scientific evidence. Its mission is to prepare, maintain,
and disseminate systematic, up-to-date reviews of randomized controlled
clinical trials across all areas of health care. Field groups work with numer-
ous research groups, arranged by disease specialty, to carry out these sys-
tematic reviews. A complementary medicine field was added in 1996
(www.compmed.ummc.umaryland.edu) and has produced the Cochrane
Registry of Randomized Controlled Trials in Complementary Medicine.

EMBASE (Excerpta Medica database)

Available viawwwa3.healthgate.com

This database, produced by Elsevier Science, indexes over 2500 internation-
al journals, including several in the area of complementary/alternative med-
icine.

Foundation for the Advancement of Innovative Medicine
www.faim.org/states.htm

A non-profit organization founded in 1991 by health-care consumers “to
increase public awareness of safe and effective treatment options.” The site
includes regularly updated information on laws in various US states govern-
ing patient access to complementary/alternative therapies, and news of advo-
cacy initiatives to increase access to “innovative medicine” in the US.

Foundation for Integrated Medicine

www.fimed.org

This UK foundation produces policy documents relating to the integration of
conventional and complementary/alternative medicine, and includes news
updates on its website as well.

National Center for Complementary & Alternative Medicine

formerly the Office of Alternative Medicine, US National Institutes of Health
http://nccam.nih.gov/fcp/clearinghouse/index.html

The Clearinghouse disseminates information to the public and healthcare
providers about the Center's program and research findings through fact
sheets, information packages, publications and a quarterly newsletter distrib-
uted to public subscribers.
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CAM on PubMed

via http://nccam.nih.gov or at

www.nlm.nih.gov/nccam/camonpubmed.html

A partnership between NCCAM and the US National Library of Medicine,
CAM on PubMed allows the user free access to a database of journal citations
on complementary/alternative medicine.

Combined Health Information Database (CHID)

http://chid.nih.gov

A combined effort of several US federal agencies, this database consolidates
information related to health and disease in individual US government data-

bases. It contains a variety of records regarding CAM assembled by the

NCCAM Clearinghouse that are not publicly available elsewhere.

FACT — Friends of Alternative and Complementary Therapies Society
www.thefacts.org

A non-profit community organization that includes over three hundred mem-
bers, representing a broad range of consumers, physicians, nurses, alterna-
tive/complementary practitioners, and academics. The Society believes in the
democratization of health information by promoting credible and practical
information about various types of health practices between cultures. FACT is
particularly interested in how alternative and complementary therapies can be
integrated with mainstream medicine. The Society’s purpose is education for
its members and the public as well as the sharing of information with others.

Direct Access Alternative Information Resources
www.daair.org

Health Canada (Office of Natural Health Products)
www.hc-sc.gc.ca/hpb/onhp

Tzu-Chi Institute for Complementary and Alternative Medicine
www.tzu-chi.bc.ca

Includes links to websites of various health professionals groups in the area of
CAM.

Research Council on Complementary Medicine

WwWw.rccm.org.uk

A charitable organization in the UK “carrying out, promoting and facilitating
rigorous research in complementary medicine to encourage safe and effective
practice and improved patient care.” The website includes information on
recent research, an information database with thousands of references for
published and unpublished research in complementary medicine (searchable
for a fee), and a list of publications on CAM research.

Rosenthal Center for Complementary and Alternative Medicine — Columbia
University

http://cpmcnet.columbia.edu/dept/rosenthal

Includes links to complementary medicine Internet resources, factsheets and
databases, as well as information about the Center for Complementary &
Alternative Medicine Research in Women'’s Health.
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[US] Food and Drug Administration

www.fda.org

This site includes both the FDAs Guide to Choosing Medical Treatments
(www.fda.gov/oashi/aids/fdaguide.htm)l and links to the FDA's
MedWatch program www.fda.gov/medwatch for reporting adverse
events, including the Special Nutritionals Adverse Event Monitoring
System (SN/AEMS) atttp://vm.cfsan.fda.gov.

United Kingdom House of Lords
www.parliament.the-stationery-office.co.uk

The report on Complementary and Alternative Medicine of the House of
Lords Science and Technology Committee, with an overview of the status
of CAM in the UK, including the legal/policy environment, can be found
on this site.

White House Commission on Complementary and Alternative Medicine
Policy

www.whccamp.hhs.gov

The website of the Commission charged by the US President with investi-
gating and reporting back on policy issues relating to CAM will include
information about the work of the Commission over the coming year (it is
to report back by March 2002).
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