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Interim Progress Report
White House Commission on Complementary

and Alternative Medicine Policy
September 18, 2001

I. Introduction

The White House Commission on Complementary and Alternative Medicine Policy
(WHCCAMP) was established by Executive Order 13147 on March 7, 2000, to develop
legislative and administrative policy recommendations that will maximize the benefits of
complementary and alternative medicine (CAM) practices and products for the general public.

The President and Congress created the Commission in response to the public’s interest in and use
of CAM modalities and approaches and in a variety of self-care practices. The Commmission is
charged with submitting a final report to the President and Congress by March 7, 2002.

This Interim Progress Report provides a brief overview of CAM as well as the Commission and
its activities. It also discusses the Commission’s progress to date on developing recommendations
around the four major topic areas outlined in the President’s Executive Order. Individuals and
organizations are encouraged to provide written coraments on this Interim Progress Report for
consideration by the Commissjon through its website or by letter to the Commission staff.

The Commission’s Charge

The President’s Executive Order (see Appendix 1) charged the Commission to consider four
broad topics related to CAM:

* Coordinated research to increase knowledge about CAM practices and products;

* The provision to health care professionals of reliable and useful information about CAM that
can be made readily accessible and understandable to the general public;

» Guidance for appropriate access to and delivery of CAM; and

¢ The education and training of health care practitioners in CAM.

The Commission’s role is to recommend policies that ensure the public’s health and safety when
accessing CAM practices and products and the practitioners who offer them. The Commission

will also recommend strategies to increase the availability of authoritative information about the
safety and efficacy of CAM practices, techniques, practitioners, and products.
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A. Overview of CAM

Deftinitions of complementary and alternative medicine (CAM) continue to evolve, CAM
generally refers to modalities, practices, techniques, and systems of healing that are used together
with (“complementary to”) or instead of (“altcrnative to”) conventional medicine. Among the
modalities that arc associated most often with the term CAM are chiropractic, acupuncture,
massage therapy, mind-body techniques (c. g, biofeedback, guided imagery, yoga, and
meditation), some forms of nutritional therapy, dietary supplements (including herbs), as well as
homeopathy, naturopathic medicine, various forms of energy healing, and the indigenous healing
systems of the many ethnic groups in the United States.

Over the past decade, several nationwide surveys have documented a substantial and growing
usage of CAM practices and products by the American public. These surveys have found that
most CAM users seek out conventional medical treatment first, and then tumn to CAM
practitioners. Most people appear to use CAM in conjunction with, not as a replacement for,
conventional medical therapy, and many seek out care that integrates the best of a variety of
approaches.' The use of CAM modalities, practices, and products b{ the general population varies
in the published literature, ranging from 6.5 percent® to 42 percent” depending on the population
studied and the criteria used to define CAM. Other studies have documented even higher use of
CAM therapies among people with chronic and life-threatening conditions.>”’ For example, a
recent study at a major cancer center indicated that 69 percent of patients included CAM
approaches as part of their cancer care.’

B. An Overview Of The Commission: Its Mecmbership and Activities To Date

Commission Membership

The Comumission includes twenty members representing a diverse range of expertise in
biomedical research, medical and CAM ficlds. The Commissioners include the Chair, James S.
Gordon, M.D.; George M. Bemier, Jr., M.D.; David E. Bresler, Ph.D.; Thomas M. Chappell;
Effie Poy Yew Chow, Ph.D.; George T. DeVries, 111; William R. Fair, M.D.; Joseph J. Fins,
M.D.; Veronica Gutierrez, D.C.; Wayne B. Jonas, M.D.; Charlotte R. Kerr, R SM., R.N.,, M.P.H.,
M. Ac.; Linnea S. Larson, LCSW; Tieraona Low Dog, M.D., A.H.G.; Dean Omish, M.D.;
Conchita M. Paz, M.D.; Joseph E. Pizzomo, I1., N.D.; Buford L. Rolin; Julia Scott; Xiaoming
Tian, M.D.; and Donald W. Warren, D.D.S. (Appendix 2)

Activities To Date

The Commission has held seven formal meetings in Washington D.C,, all of which have included
sessions for open public comment, and four Town Hall meetings, where hundreds of people gave
testimony. In total, the Commission has heard from more than 1,000 speakers and received
nearly 2,000 individual comments and recommendations from the public. In the coming months,
the Commission plans to review reports from previous commissions and authoritative bodies on
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the topics identified in its charge and to solicil additional written comments and suggestions from
the general public by e-mail, fax, and mail.

Each of the Commission meetings have focused on one or more of the four major topics in the
Presidential Executive Order, as follows:

o July 13-14, 2000: Planning Meeting

® October 5-6, 2000: Coordination of CAM Research

December 4-5, 2000: Access and Delivery of CAM Services and Products
February 22-23, 2001: Education, Training and Credentialing for CAM Practices

March 26-27, 2001: Wellness, Self-Care, and Prevention and the Development and
Dissemination of CAM Information to the Publjc

e May 14-16, 2001: Coverage and Reimbursement of CAM Services and Coordination of
CAM Research

e July 2-3, 2001: Discussion of the [nterim Progress Report and Draft Recommendations

At the four Town Hall meetings held in San Francisco, Seattle, New York City and Minneapolis,
testimony was presented on subjects related to all four topics. Appendix 3 contains a detailed
description of the subjects discussed during the Commission and Town Hall meetings. The
transcripts, agenda, and other information pertaining to all Commission Meetings and Town Hall
Meetings are available on the Commission’s website, http://whccamp.hhs.gov. Additional
nformation, such as Comumissioner biographies and a schedule of future meetings, also is readily
available at the website which is periodically updated to reflect ongoing activities. Comments,
recommendations, and suggestions can be sent though the website, or to whccamp@mail.nih.pov.

II. The Commission’s Progress To Date

The Commission supports the promotion of rigorous science and the appropniate use of the
scientific method in research studies. The Commission recognizes the major ongoing
contnbutions in this area by the National Center for Complementary and Alternative Medicine
(NCCAM,) at the National Institutes of Health. The Commission also supports making the current
evidence for CAM practices and products more widely and easily available to the public and
health care providers. The Commission recogpizes that recommendations in the Final Report

about the appropriate use of safe and effective CAM practices and products must be grounded in
sound scientific and ethical principles.

Other principles that will guide the Commission in its deliberations include: an emphasis on
health promotion and wellness in addition to discasc prevention and the treatment of illness; a
recognition that the body has a remarkable capacity for healing that can be facilitated by
addressing the underlying causes of illness and suffering; an attention to all aspects of life that can
impact health—physical, mental, emotional, environmental, and spiritual; an understanding that
each person has unique needs that must be attended to in every therapeutic setting and encounter;
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and a belief that self-care is integral to our nation’s healthcare and should be taught to health
professionals and the public.

The Commission also is focused on maximizing the potential benefits of CAM by considering
recommendations that promote collaborations between conventional and CAM health care
professionals and researchers, and by encouraging the integrated delivery of CAM along with
conventional medicine, where appropriate. Furthermore, the Comunission recognizes that
consumers have a basic right to choose freely among qualified CAM practitioners and safe
products they believe are beneficial (o their health, and must be included as partners in any policy
or regulatory decisions about CAM access, delivery, and research.

The Commission’s recommendations wil) be formed by the evidence presented and gathered
dunng its deliberations. The diverse perspectives reflected in the testimony heard from advocates,
critics and other expert witnesses will be considered in the context of these principles and the
potential benefits and risks of CAM use in this country. This interim report provides an overview
of the issues presented to the Commission, includin g the need for Federal efforts to ensure access

by the public to safe and efficacious CAM services and products, and for reliable and timely
information.

A number of speakers noted that many CAM systems of practice place an emphasis on promoting
wellness in addition to treating illness and dysfunction. There was considerable public support
for the Federal government to help shape health promotion initiatives and disseminate
information to the public on CAM as well as conventional approaches to wellness and disease
prevention.

A. Coordination Of Complementary And Alternative Medicine Research

Americans are secking out and using CAM practices and products. In many cases, people are
using these practices and products without the scientifically-based information necessary to make
informed choices about their safety and efficacy. Individuals who testified, from both the CAM
and conventional medical communitics, agreed that the public’s health and safety calls for more
rigorous scientific research and more readily available information on the results of CAM
research that already exist. Underlying all research is the paramount goal of producing
dependable and relevant information for practitioners and the public.

Testimony to the Commission described a growin g interest in and support for CAM research, not
only on the part of the CAM community and the public, but also at the Federal level, in academic
health centers, in community hospitals, and in mainstream private practices. This interest has
further stimulated CAM professional schools and manufacturers of CAM products to enhance
their own research capacity. The N1H rescarch Institutes and Centers, including the NCCAM,
plans to fund over $220 million for CAM research and research training in Fiscal Year 2002. The
importance of public input into the research agenda was discussed often during testimony.
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Speakers identified several types of evidence-based medical research they believe are needed,
such as studies on the basic mechanisms of action; clinical safety and efficacy; treatment
outcores; and health services, including cost-effectiveness and health care delivery. Speakers
and Commissioners agreed that to be methodologically sound, CAM-related studies must have a
clear question (hypothesis); a sound study desi gn; a qualified research team; objective, verifiable
data; and balanced conclusions that meet acceptable standards of evidence. There was general
agreement that the research should meet high standards of design and execution consistent with
the type of information being sought; that strategies be applied that appropriately incorporate
step-wise approaches to research sequence and design, as is done in many areas of conventional
medical research; and that clinical research comply with human subject protections and
appropriate institutional review board guidelines.

Many of those who testified agreed that CAM research might be best served by collaborations
between conventional and CAM researchers and clinicians. Ope goal of these collaborations is to
produce research results that meet the rigorous publication requirements of published and on-line
peer-reviewed journals that already set standards for the conventional medical community.
Testimony also emphasized the need for continued support for training conventional and CAM
researchers to study CAM therapies; increased support for developing research infrastructures at
accredited CAM and conventional institutions; and for developing funding initiatives to study
promising nonpatentable products. '

Support and coordination of CAM activities by agencies of the Federal government were seen as
essential to ensure the types and quality of studics nceded as key elements 1n achieving research
progress in these areas. Numerous speakers identified strong and continued support for agencies
involved in CAM research and related activities and support for all other Federal agencies with
research or related responsibilities. (See Appendix 4) In addition, there was considerable public
support for encouraging the private sector--foundations, product manufacturers, and
pharmaceutical companies--to support CAM research and collaborate with the Federal sector in
strengthening research efforts.

Regulatory Activities

Effective regulations serve and protect the public by ensuring compliance with standards that are
shaped by good research, and removing harmful products from the marketplace. Public testimony
supported the importance of the Federal govemment’s role in ensuring that CAM products are
safe. Testimony also expressed concern that the content and purity of some CAM products, such
as dietary supplements, are inconsistent and could potentially have negative health consequences.
Testimony indicated that the Food and Drug Administration (FDA) has authority, through the
Dietary Supplement Health and Education Act (DSHEA), to ensure product safety but FDA’s
resources have not been commensurate with these responsibilities. In the testimony, there was
strong support to fully implement DSHEA, provide adequate funding for its full implementation,
and ensure that the FDA has adequate professional staff with expertise in dietary supplements,
particularly botanical products.

do1o
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A number of speakers, including many from thc dietary supplement industry, asked that the FDA
establish regulations on Good Manufacturing Practices (GMPs) for quality control and guidelines
on processing and production as approaches to ensuring the safety and integrity of all products
dunng manufacture. They also called upon Federal agencies and the private sector to coordinate
efforts to establish and implement guidelines standardizing the composition and purity of
products, and to address possible contaminants and adulterants. Researchers asked for standards
that will result in a readily availablc supply of products with consistent composition to assure
reliable research results. There was also support for the establishment of a dedicated CAM-
related office and/or CAM-related corc review teams to facilitate the regulatory review of CAM
products.

Although the number of adverse cvents reporied from the use of dietary supplements is relatively
small, any adverse event can become a public health issue. Several speakers asked for a
strengthening and expansjon of the FDA’s advcrse event reporting (AER) system and for this
information to be made widely available. This is consistent with a recent report from the Office
of the Inspector General of the Department of Heath and Human Services that describes the

current himitations of the AER system for all products and provides recommendations to improve
<9
1t.

Testimony focused on the need for manufacturers to make information on the benefits and risks of
herbs and dietary supplements readily available to consumers and health care professionals
through methods such as improved labeling, package inserts, and information at points-of-sale.
This information should include any limitations; known interactions with drugs, foods, and other
health products; and possible risks to vulnerablc populations, including children, the elderly,
pregnant la})nd nursing women, and those with certain health condijtions or compromised immune
systems.

B. Providing Reljable, Useful Information on CAM to Healthcare Professionals and the
Public

The Commission heard testimony that the quality, accuracy, accessibility, and timeliness of
information on CAM practices and products vary greatly, and there is a significant need for
accurate, authoritative, and up-to-date information about CAM. People want to know which
CAM approaches might work for them, where they can find professionals qualified to provide
these services, and how CAM therapies might interact with their conventional treatments.
Clinicians, likewise, need information on the sufety and efficacy of varions CAM approaches so
that they can converse with their patients about CAM and make appropriate and authoritative
recommendations and referrals.

Internet, Radio, Television, and Print Media

The Internet has emerged as a major source of health care information, including information
related to CAM, for both consumers and health care providers. The Federal Trade Commission
(FTC) predicts that 30 million Americans will seek health information online in 200] and that this

6
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number is increasing dramatically.' There are numerous CAM-specific websites as well as a
variety of general health information sitcs that include some CAM information. According to
public testimony, some of these sites provide accurate and current information, while many others
contain inaccurate, misleading, self-serving, or outdated information.

The Commission heard that for people without access to the Internet or the skills to use the
Internet, the National Library of Medicine and the public libraries, through the American Library
Association, are training librarians to help people gain access to health information on the
Internet. It was suggested that these efforts also could be used to help people gain access to
information on CAM practices and products.

Similarly, the Commission heard testimony that television, radio, and print media coverage of
CAM benefits and safety issues is often uncven, incomplete, or biased. Media representatives,
health professionals, and the general public said that several Federal agencies provide important
and useful resources for information on the benefits and safety of CAM. However, they said they
are still hampered in their efforts to obtain objcctive, comprehensive information about CAM by
the lack of a central, authoritative resource within the Federal govermnment that can quickly and
reliably answer questions on a variety of CAM issues.

Many people from the conventional and CAM professional communities, the public, and the
media asked the Federal government to assume u greater leadership role in providing and
coordinating authoritative information about CAM practices and products in an easily accessible
form that ensures consistent, quality information.

Public testimony described indigenous systems of healing and the use of culturally based CAM
therapies among people of different racial and ethnic groups. Community leaders called for the
development and promotion of information on the appropriate use of CAM therapies that would
be targeted to diverse population groups in the United States,

Public testimony suggested that the Federal government establish a public education campaign
that teaches consumers how to evaluate and assess information on treatments that have not been
evaluated by the FDA. It also was suggested that a public-private partnership be created to
establish a voluntary code of standards for information available on the Internet and through other
media, including standards for ethics and disclosure of conflicts of interest.

Advertising, Marketing, and Labeling Regulatory Activities

Advertjsing, marketing, and labeling are important mechanisms for disseminating information to
the public about products. The Commission heard testimony that there is a significant amount of
false and misleading advertising, marketing, and labeling of CAM products and practices,
especially herbal and dietary supplements. Of particular concem is the marketing of products or
services that may be unnecessary, harmful, or otherwise detrimental to the general public,
cluding low-income populations, the elderly, and non-English speaking people. False and
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musleading advertising may lead people to seek treatments that are not only costly, but also may
delay or interfere with more appropriate or effective treatments.

The Comumission heard about the role of the FTC in identi fying false and deceptive CAM-related
health claims, and their efforts to minimize the occurrence of these claims. There was public
support for sufficient resources for Federal agencies such as the FTC and the Consumer Product
Safety Commission to improve oversight of CAM products and services. Testimony also
underscored the need for increased consumer cducation in identifying deceptive and
unsubstantiated claims in all forms of marketing and advertising, and the importance of involving
trusted community leaders in developing successful strategies to prevent consumer exploitation.

C. Access to and Delivery of Complementary and Alternative Medicine

Access to and delivery of health care serviccs aflcet health care utilization and health outcomes,
Many factors influence access to and dclivery and utilization of health care services. These factors
may include quality of care; distribution and availability of local providers; licensing,
certification, and credentialing of providers: coverage and reimbursement; characteristics of the
health care delivery system; and consumer outreach, education, and satisfaction. The Commission
heard testimony that, as with conventional care, (hese factors often are more problematic for rural,
uninsured, underinsured, and diverse populations.

Consumers, health care professionals, and representatives of professional organizations and
educational institutions told the Commission that Americans want to be able to choose from
conventional and CAM practices and products, and they want assurances. that practitioners are

quahified and products are safe. According to tcstimony, many Americans have neither this
choice nor these assurances.

Testimony described how States regulate health care practitioners by helping to assure quality and
accountability of professions and providing a process for professional conduct review and
disciplinary action. Information provided to the Commission illustrates Statc-by-Statc variability
in regulatory approaches to licensure and scope of practice. This information shows that
chiropractors are licensed in all States, while acupuncturists, massage therapists, and naturopathic
physicians are licensed in 40, 30, and 11 states, respectively. These variations impact access to

and delivery of CAM by limiting practitioners" ability to practice lawfully and obtain malpractice
insurance.

While some CAM professions endorse licensure and certification to participate more fully in the
health care delivery system, several witnesses testificd that licensure or certification is not feasible
for some catcgorics of CAM practitioners such as Native American and other traditional healers.
Some CAM practitioners consider their disciplines to be educational (Alexander Technique) or
spiritual (Reiki) and have expressed concemns about licensing as health professionals. The
Commission also heard from several conventional practitioners who incorporate CAM modalitics
in their practices and are concerned that their integrative approach does not lend itself to the
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licensure process. Some, but not all, of the conventional practitioners who testified recommended
that scope of practice laws be broadened to allow latitude for CAM modalities to be used.

The Commission heard about several models of delivery of CAM services. These included solo
CAM practitioners, freestanding CAM facilitics offening multiple CAM approaches; collaborative
models that support referrals, consultation, and co-management; and a variety of integrative
models in which CAM practitioners work with conventional practitioners. There has been little
evaluation of the effect on access, clinical outcomes, or cost-effectiveness of these models.

While many of those testifying supported integrative models of delivery, a perspective of some
CAM practitioners was that the integrity, philosophy, and standards of CAM disciplines may be
compromised, and the effectiveness of CAM practices may be diminished or lost, as various
integrative approaches are explored. Other CAM practitionets suggested that if integration
occurs, 1t should include entire systems of care and healing rather than only selective
incorporation of CAM modalities that fit into the biomedical model. The importance of educating
conventional practitioners in the philosophical and historica) roots of CAM disciplines was cited
as an important step in preserving the integrity of these other systems of care and healing.

Testimony indicated variation in use of CAM among people of different racial, ethnic, and
cultural backgrounds, as well as geographic, economic, and condition-specific variations.
However, testimony provided little information regarding factors that determine consumer choice
of CAM practices and products. Obtaining this information is important in the appropriate
design, development, and implementation of policies and programs.

Coverage And Reimbursement Of CAM Practices And Products

The Commission heard from a spectrum of experts on health care financing, the insurance and
managed care industries, and other issues regarding coverage and reimbursement of CAM
practices and products. Employers and other hcalth plan sponsors are the major purchasers of
health coverage and, in conjunction with insurance companies and managed care organizations,
they determine which health benefits are covered and how the services are reimbursed for most
Americans.

Testimony indicated increasing interest in and coverage of CAM services by employer-sponsored
health plans in direct response to employce requests. They also are increasingly adding CAM
benefits to attract and retain employees, improve health, and comply with State mandates.
Various employer-sponsored health plans were described, including: limited coverage for certain
CAM services (e.g. chiropractic care) as part of a basic benefit package; information-only
programs (e.g. Internet-based programs related to CAM modalities); on-site services (e.g. yoga
classes); a CAM benefit account (e.g. a $500 annual maximum benefit, with employee co-
payments), discount programs (employees may receive CAM services and pay a discounted fee
by using a pre-screened panel of CAM providers), or benefit riders (employees may opt to
participate in a CAM managed care plan that offers certain services through a credentialed
network of CAM providers and with utilization controls).

9

do14



VI a0/ U4 'Kl 1/.909 I'AA 015

Federal and State governments are also major purchascrs of health care. The Federal government,
often through Congressional legislation, makes dccisions regarding the health benefits for
Medicare, Medicaid, the military, veterans, Federal employees, and others, including funding for
the State Children’s Health Insurance Program. Somec F ederally-sponsored sites, such as military
and veterans’ treatment facilities, are beginning to makc some CAM benefits available. States
establish health plans for their employees and share responsibility with the Federal government
for the Medicaid program and the State Children’s Health Insurance Program. States usually
enhance the Federally mandated bencfits available under Medicaid and extend Medicaid coverage
to the medically indigent.

Despite such programs, an overwhelming majority of Americans do not have coverage or
reimbursement for CAM services or products. They must pay out-of-pocket for CAM treatment
of diseases and for prevention and wellness services. Thus, access to CAM products and practices
appears to be limited largely by the ability to pay. Other witnesses noted that limited access to
CAM practices and products is part of the larger problem of limited access to all health care.

Representatives of the insurance and managed care industries told thc Commission that they are
Interested in adding covered benefits provided that the services and products are safe, of
consistently high quality, are no longer investigational, and that criteria exist for determining
medical necessity. They also want standards of practice to guide utilization, assure quality care,
and manage financial risk (in view of the potential for malpractice/medical liability suits).
Another requirement they specified is that practitioners are adequately educated, trained, and
qualified by licensure and/or certification.

Those health care purchasers who are interested in offering CAM services often must base their
decistons on incomplete information on safety, efficacy, and cost-effectiveness. They also
expressed a strong interest in research on determining whether CAM services and products would
be replacements for or additions to conventional services and products. Purchasers testifying
before the Commission identified a need for the development of appropriate coding for CAM
services, improvement of the collection of claims data, and the development of databases for
managing information and conducting research on the cost-effectiveness and utilization of CAM.
It was suggested that public agencies and private organizations co-sponsor conferences on the
development of data on CAM services and products to address issues of coding and building
claims databases, and to identify what decision-makers need regarding utilization and cost
information.

Public testimony recommended that health services research and demonstration projects be
funded by public, private and joint public-private sources to provide information on the efficacy,
cost-effectiveness, and cost-benefits of CAM practices and products. It was also requested that
the Federal govemnment establish and adequatcly fund efforts to make CAM research results more
available and accessible to the public and to industry, particularly employers, insurers, and
policymakers at the Federal and State levels.

10
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D. The Education and Training of Health Care Practitioners in CAM

Testimony underscored the importance of increasing the knowledge and understanding of CAM
among conventional health care practitioners to enhance and protect the public’s health. It was
suggested that a basic or core CAM curriculum for conventional health care professionals be
developed at the professional schools, in postgraduate training programs, and at continuing
education programs. It also was suggested that these curricula in CAM fundamentals and
principles should be developed in conjunction with CAM experts. The curricula should establish,
to the extent possible, an evidence-based foundation for conventional health professionals to
discuss CAM use with their patients, to make referrals to appropriately trained CAM
professionals, and to develop an understanding of the interactions, either therapeutic or harmful,
between conventional and CAM treatments to improve and safeguard their patients’ health.

Consumer testimony revealed that many pcoplc are reluctant to disclose their CAM use to their
conventional health care providers whom they bclieve are not knowledgeable about CAM or
terested in CAM approaches to healing. This represents a potential health hazard because
conventional practitioners often do not know that their patients may be taking dietary supplements
or using CAM practices and products which may interact with medical treatments, > or
perioperative care associated with anesthesia or surgical procedures.!>''?

Another issue that emerged during testimony was the need to educate CAM practitioners in the
basics of conventional health care so that they can recognize the limits of their clinical expertise
and potential complications of their interventions, and make appropriate referrals to conventional
health care providers. It was suggested that a basic curriculum for CAM students and practitioners
should include information about evidence-based conventional medicine, conventional health
care, and other CAM modalities and systems of heath care. The Commission learned about
innovative models of cooperative and collaborative CAM training programs, which expose
conventional medical and CAM stdents to each other’s philosophies and practices. Continuing
education programs exist for audiences composed of both conventional and CAM practitioners.

A number of CAM representatives reported that there is a need for access to funding and other
resources for faculty, curricula, and program development as well as for student access to loan
and scholarship opportunities. Testimony also suggested that training of CAM professionals
should include high quality postgraduate and continuing education programs that resemble those
currently available to conventional health care providers.

E. Coordinating And Centralizing Federal CAM Efforts

The Commission heard testimony recommending a centralized process at the Federal level to
coordinate CAM activities to ensurc optimal access to safe and effective CAM products, services
and modalities. The Commission wil} continue to consider a range of administrative options to
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promote this level of coordination, including the creation of a centralized Federal office. The
Office on Women'’s Health, or the Office on Minonty Health, both established within the Office
of the Secretary for Health and Human Services, may provide uscful models from which the
Commussion can develop an operational proposal. These Offices primarily serve to coordinate,
support, and enhance ongoing and new Federal cfforts relevant to their missions at all levels of
the Federal sector. Thus, a centralized coordinating entity for CAM would neither preempt nor
supplant those Federal efforts already in place, particularly the research activities or agenda of the
NIH’s National Center for Complementary and Alternative Medicine. Nor would it supplant the

responsibilities of regulatory agencies, such as the Food and Drug Administration and the Federal
Trade Commission.

F. CAM In Wellness, Self-Care, Health Promotion And Disease Prevention

The role of CAM in wellness, self-care, hcalth promotion and disease prevention was a frequently
emphasized topic throughout the testimony provided to the Commission, including areas where
CAM may assist in achieving the Nation’s health promotion and disease prevention goals. Since
the publication of Healthy People: The Surgeon General's Report on Health Promotion and
Disease in 1979, goals and objectives for the Nation’s health have been defined and monitored.
The most recent report, Healthy People 2010, includes the involvement of all of the agencies
within the Public Health Service, as well as State and local health departments and a wide range
of private sector health organizations. Witnesses {estified that the integration of CAM in health
promotion and disease prevention could have profound positive consequences for the wellness

and quality of life of individuals, and may impact on the health care delivery system of the United
States.

Many CAM disciplines are derived from cultural traditions and practices that are rooted in
connections between the body, mind, and spirit and between individual health and the
community’s well being. Public testimony rccommended that CAM principles and practices of
health promotion be taught at all levels of the educational system, and that methods be explored
to integrate CAM principles (e.g. connection of body, mind and spirit) and practices (e.g. siress
reduction techniques and nutrition) into a national health and wellness imitiative.

In the testimony presented to the Conunission, the current health care system was described as
primarily disease-focused, with most of rescarch, education, traiming, reimbursement, and
information development and dissemination directed toward identifying and treating diseases and
conditions. Some who testified believe that the incorporation of CAM principles and practices
into the current health care system would improve the emphasis on wellness, self-care, health
promotion and disease prevention. Many feel that one of the most important and enduring

contributions of CAM will be its emphasis on maintaining wellness and the important role of self-
care.

Witnesses described programs in schools, the workplace, geriatric centers, and other institutions
that are integrating CAM approaches to wellncss, self-care, and prevention into their activities,
and recommended that these programs be studicd and expanded. It was also emphasized that

12
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conventional health professionals need to have some trairung in the role of CAM in wellness, seli-
care, and prevention, and that a multi-disciplinary team approach, with CAM and conventional

providers working together, may be a very effective way to promote health and enhance self-care
and wellness.

II1. Conclusion

The Commission continues to deliberate on all of the issues discussed in the Interim Progress
Report and others to fully comply with the Exccutive Order. The Commission continues to study
working models from many sources, including those from other countries. The Final Report will
provide detailed recommendations regarding the four topics 1dentified in the Executive Order:
coordinating research on CAM; providing access to and delivery of CAM practices and products;
developing and providing reliable information on CAM; and educating all health care
practitioners in CAM. The recommendations will reflect principles that guide good health care;
promote sound scientific inquiry related to CAM; maximize access and delivery of safe and
efficacious health care; and promote health and prevent illness by encouraging the well-being of
the whole person. As the Commission develops final recommendations and proposals for

legislative and administrative actions, it will continue to solicit and consider the advice of the
public.

13
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Appendix 1
THE WHITE HOUSE

EXECUTIVE ORDER 13147

WHITE HOUSE COMMISSION ON COMPLEMENTARY
AND ALTERNATIVE MEDICINE POLICY

By the authority vested in me as President by the Constitution and the laws of the United
States of America, including the Federal Advisory Committee Act, as amended (5 U.S.C. App.),
and in order to establish the White House Commission on Complementary and Alternative
Medicine Policy, it is hereby ordered as follows:

Section 1. Establishment. There is established in the Department of Health and Human
Services (Department) the White House Commission on Complementary and Alternative
Medicine Policy (Commission). The Commission shall be composed of not more than 15
members appointed by the President from knowledgcable representatives in health care practice
and complementary and alternative medicine. The President shall designate a Chair from among
the members of the Commission. The Secretary of Health and Human Services (Secretary) shall
appoint an Executive Director for the Commission.

Sec. 2. Functions. The Commission shall provide a report, through the Secretary, to the
President on legislative and administrative rccommendations for assuring that public policy
maximizes the benefits to Americans of complementary and altemative medicine. The
recommendations shall address the following:

(a) the education and training of health care practitioners in complementary and
alternative medicine;

(b) coordinated research to increase knowledge about complementary and alternative
medicine practices and products; :

(c) the provision to health care professionals of reliable and useful information about
complementary and alternative medicine that can be made readily accessible and
understandable to the general public; and

(d) guidance for appropriate access to and delivery of complementary and alternative
medicine.

Sec. 3. Administration. (a) To the extent permitted by law, the heads of executive

departments and agencies shall provide the Commission, upon request, with such information and
assistance as it may require for the purpose of camrying out its functions.
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(b) Each member of the Cornmission shall receive compensation at a rate equal to the
daily equivalent of the annual rate specified for Level 1V of the Executive Schedule (5
U.S.C. 5315) for each day during which the member is engaged in the performance of the
duties of the Comumission. While away from their homes or regular places of business in
the performance of the duties of the Commission, members shall be allowed travel
expenses, including per diem in lieu of subsistence, as authorized by law for persons
serving intermittently in Government service (5 U.S.C. 5701-5707).

(¢) The Department sball provide the Commission with funding and with administrative
services, facilities, staff, and other support services necessary for the performance of the
Commission's functions.

(d) Tn accordance with guidelines issued by the Administrator of General Services, the
Secretary shall perform the functions of the President under the Federal Advisory
Committee Act, as amended (5 U.S.C. App.), with respect to the Commission, except that
of reporting to the Congress.

(¢) The Commission shall terminate 2 ycars from the date of this order unless extended by
the President prior to such date.

WILLIAM J. CLINTON

THE WHITE HOUSE,
March 7, 2000.
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THE WHITE HOUSE

September 15, 2000

EXECUTIVE ORDER

AMENDMENT TO EXECUTIVE ORDER 13147, INCREASING THE MEMBERSHIP OF
THE WHITE HOUSE COMMISSION ON COMPLEMENTARY AND ALTERNATIVE
MEDICINE POLICY :

By the authority vested in me as President by the Constitution and the laws of the United
States of America, including the Federal Advisory Committee Act, as amended (5 U.S.C. App.),
and in order to increase the membership of the Whitc House Commission on Complementary and
Alternative Medicine Policy from not more than 15 members to up to 20 members, it is hereby
ordered that the second sentence of scction 1 of Executive Order 13147 of May 7, 2000, is
amended by deleting "not more than 15" and inserting "up to 20" in lieu thereof.

WILLIAM J. CLINTON

THE WHITE HOUSE,
September 15, 2000.

18
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Appendix 2
White Honse Commission on Complementary and Alternative
Medicine Policy
COMMISSION ROSTER
CHAIRPERSON
James S. Gordon, M.D. George T. DeVries, 111
Director CEO/President
The Center for Mind-Body Medicine American Specialty Health Plans
2934 Macomb Street, N.W, 777 Front Street

Washington, D.C. 20008

COMMISSIONERS

George M. Bermnier, Jr., M.D.

Vice President for Education, Ementus
University of Texas

2424 Sydnos Lane

Galveston, Texas 77554

David Bresler, Ph.D, LAc, OME,
Dipl.Ac. (NCCAOM)

Founder and Executive Director
The Bresler Center, Inc.

30765 Pacific Coast Hwy #355
Malibu, California 90265

Thomas Chappell
Co-Founder and President
Tom’s of Maine, Inc.
P.O.Box 710

Kennebunk, Maine 04043

Effie Poy Yew Chow, Ph.D.,R.N,,
DiplAc (NCCA), Qigong Grandmaster

President

East West Academy of Healing Arts

530 Bush Street, Suite 104-202

San Francisco, California 94108
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San Diego, California 92101

William R. Fair, M.D.

Attending Surgeon, Emeritus

Memorial Sloan-Kettering Cancer Center
435 L’ Ambiance Drive, #806

Longboat Key, Florida, 34228

Joseph J. Fins, M.D_, F.A.C.P.

Associate Professor of Medicine

Weill Medical College of Comell University
Director of Medical Ethics

New York Presbyterian Hospital-Comell
Campus

525 Bast 68" Street, F-173

New York, New York 10021

Veronica Gutierrez, D.C.

Gutierrez Family Chiropractic
3704 172™ Street, NE-Suite N
Arlington, Washington 98223

Wayne B. Jonas, M.D.

The Samueli Institute
Director

5411 West Cedar Lane
Suite 205A

Bethesda, Maryland 20814

Linnea Signe Larson, LCSW, LMFT
455 Washington Boulevard
Oak Park, Itlinois 60302-4030
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Tieraona Low Dog, M.D., A.H.G.

President, Chief Medical Officer

Integrative Medicine Education
Associates, LI.C

353 Loma Larga NW

Corrales, New Mexico 87048

Charlotie R. Kerr, R.S.M.

Traditional Acupuncture Institute, Inc.
American City Building

10227 Wincopin Circle, Suite 100
Columbia, Maryland 21044

Dean Omish, M.D.

President and Director

Preventive Medicine Research Institute
Clinical Professor of Medicine
University of California, San Francisco
900 Bridgeway, Suite 2

Saunsalito, California 94965

Conchita M. Paz, M.D.
1510 Altura Avenue
Las Cruces, New Mexico 88001

Joseph E. Pizzomo, Jr., N.D.
President Emeritus, Bastyr University
4220 NE 135th St

Seattle, WA 98125

Buford L. Rolin

Poarch Band of Creek Indians
308 Forest Avenue

P.O.Box 19

Atmore, Alabama 36504

Julia R. Scott
1306 Palmyra Lane
Bowie, Maryland 20716

20

@o2s

Xiaoming Tian, M.D., L.Ac

~ Director, Wildwood Acupuncture Center

Director, Academy of Acupuncture &
Chinese Medicine

Wildwood Medical Center

10401 Old Georgetown Road

Suites 102/104

Bethesda, Maryland 20814

Donald W. Warren, D.D.S.
Diplomate of the American

Board of Head, Neck & Facial Pain
390 Factory Road
Clinton, Arkansas 72031

EXECUTIVE STAFF

White House Commission on
Complementary and Alternative Medicine
Policy (WHCCAMP)

6707 Democracy Boulevard

Room 880, MSC-5467

Bethesda, Maryland 20892-5467
TEL: 301-435-7592 or 1-866-373-1124
FAX: 301-480-1691

E-MAJL: WHCCAMP@mail.nih.gov
WEBSITE: http://whccamp.hhs.gov

Stephen C. Groft, Pharm.D.
Executive Director

E-MAIL: GroftS@mail.nih.gov

Michele M. Chang, CM.T, M.P.H.
Executive Secretary
E-MAIL: ChangM(@mail.nih.gov

Corinne Axelrod, M.P.H., L. Ac.
Senior Program Analyst

E-MAIL: Axelrodc@mail.nih.gov

Joseph M. Kaczmarczyk, D.O., M.P.H.
Senjor Medical Advisor

E-MAIL: Kaczmajo@mail.nih.gov
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Doris A. Kingsbury
Program Assistant

E-MAIL: kingsbud@maii.nih.gov

Geraldine B. Pollen, M. A.
Senior Program Analyst

E-MAIL: PollenG@mail.nih.gov
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CONSULTANT STAFF
Kenneth D. Fisher, Ph.D.
Senior Scientific Advisor

E-MAIL: fisherk@mail.nih.gov

Maureen Miller, RN., M.P.H.
Senior Policy Advisor
E-MAIL: millemau@mail.nih.gov

James Swyers
Wnter/Editor
E-MAIL: jpswyers(@starpower.net
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Appendix 3 Schedule of Commission Meetings and Material Subjects Reviewed

Commission Meetings

July 13-14, 2000 - Planning Meecting

Discussion of Vision, Issues and Concerns of the Commission Members on Issues
Presented in Executive Order

Development of Meeting Schedule
Discussion of Website Development and Content

October 5-6. 2000 - Coordination of CAM Research & Achievements, Opportunities, Obstacles

and Solutions

Public Input and Research Priorities

Federal Support for CAM Research

Academic Centers and Support for CAM Research

Research Support and Collaborations at the NTH

Facilitating CAM Research and Regulatory Challenges

Research in the Regulatory Framework

Outcomes Research - Intcrface between CAM Research and Regulatory Agencies
Outcomes Research - CAM Research and Experimental Study Design
Guiding Principles of CAM Perspectives and Practices

Support for CAM Research - The Not-for-Profit Sector

Support for CAM Research - The Private Sector

Support for CAM Research - Federal Agency Support

December 4-5, 2000 - Access and Delivery of CAM Services

Utilization of CAM Services and Products

Cost Effectiveness of Selected CAM Services

Clinical Effectiveness of Sclected CAM Services

Use of CAM for Selected Hcalth Conditions

Issues in Integrating CAM in Service Delivery

Meeting Public Needs: Systems of CAM Delivery at Community Health Clinics, in

Private Practice and Hospital-based Centers, in Hospice Care, at Academic Research
Centers and in Managed Care Organizations.

February 22-23, 2001 - Training, Education, Credentialing and Licensing of CAM Practices

CAM Education and Training: Establishing Educational Programs
Continuing CAM Education and Training - Building Knowledge and Skills

CAM Credentialing and Licensure - Assuring Quality and Accountability in CAM
Practices
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March 26-27. 2001 - Development and Dissemination of CAM Information
e CAM in the Media - Newspapers, Magazines, Television and Radio
o CAM in the Media - The Intemnet
e Evaluation of available CAM Information
e Marketing and Advertising of CAM Scrvices and Products

March 27, 2001 - CAM in Wellness and Self Care

« Integrative Approaches to Wellness - Children, Famihies and Communities

» Integrative Approaches to Wellness - Nutrition
» Integrative Approaches to Wellness with Sclf-Care

May 14-15. 2001 - Coordination of CAM Rescarch

Not-for-Profit Support for CAM Research

Investigating the Scientific Bases of CAM Practices

Approaches to Evaluating CAM Research Literature

Challenges of CAM Research and Research Training

Peer Reviews of CAM Research Results in the Published Literature

May 15-16, 2001 - Coverage and Reimbursement of CAM Services
Health Care Financing in thc United States

Federal Purchasers

State Perspectives

Employer Coverage

The Underinsured, Uninsured and Minorities

Health Plans and CAM Benefits

Healthcare Insurance - Providers Perspectives

Evolving Health Care Systems

July 2-3, 2001 — Discussion of Interim Progress Report

Town Hall Meetings

September 8, 2000 ~ - San Francisco, CA
October 30-31, 2000 - Seattle, WA
January 23, 2001 - New York City, NY
March 16, 2001 - Minneapohs, MN

Topics Discussed

e Access, Financing and Reimbursement of CAM Practices and Products

 Integration of CAM into Health Carc Delivery Systems
e Dietary Supplements and Herbal Products
e EBducation of CAM Providers
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Education of Health Professionals

Culturally - Based Healing Traditions

Regulation of CAM Practices and Products

Washington State and Minnesota State Legislation of CAM Practices and Products
Development and Dissernination of CAM-Related Information

Accountability of CAM Providers

Future Meeting Dates of the Commission
s October 4-6, 2001 Bethesda, MD
e December 6-7, 2001 Washington, DC
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Appendix 4

FEDERAL AGENCIES WITH HEALTH RESEARCH AND/OR RELATED ACTIVITIES
DEPARTMENT OF HEALTH AND HUMAN SERVICES

National Institutes of Health (NTH)
Agency for Healthcare Research and Quality (AHRQ)
Food and Drug Administration (FDA)
Health Resources and Services Administration (HRSA)
Substance Abuse and Mental Health Services Administration (SAMHSA)
Centers for Disease Control and Prevention (CDC)
Centers for Medicare and Medicaid Services (CMS)
(formerly the Health Care Financing Administration)
Indian Health Service (IHS)

DEPARTMENT OF AGRICULTURE

DEPARTMENT OF DEFENSE

DEPARTMENT OF EDUCATION

DEPARTMENT OF ENERGY

DEPARTMENT OF LABOR

DEPARTMENT OF VETERANS AFFAIRS

INDEPENDENT AGENCIES
Consumer Product Safety Commission
Environmental Protection Agency
Federal Trade Commission

National Aeronautics and Space Administration
National Science Foundation
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Groft, Stephen (NCCAM)

From: Veronicapgdc@aol.com
Sent:  Monday, July 30, 2001 11:11 AM
To: Groft, Stephen (WHCCAMP)

Subject: (no subject) (/,dﬂ

Good Morning, Steve,

Here are my two final comments on the draft:

1. | am recommending for a second time that the principles that the
Commission agreed upon not be run together in paragraphs. 1 would like to
see them itemized in recognition of the importance we gave them.
- K M

2. The comment under Education and Training, paragraph 3, "Another issue
that emerged during testimony was the need to educate CAM practitioners in
the basics of conventional health care so that they can recognize the limits
of their clinical expertise and make appropriate referrals to conventional
health care providers."

That sounds like a quote from the AMA! | remember numerous comments about
allopathic experiences that turned out poorly. So, in all fairness

acknowledging the costs, morbidilty, and mortality associated with iatrogenic \:

events, and the malpractice experience of the medical practice, | believe a >

statement recognizing the need to refer reciprocally is essential. _ (/‘}t ﬁ'
Personally, | can tell you that in clinical practice | have made referals to / M v

dentists, naturopaths, LMPs, vascular specialists, internists, orthopedists,
etc., but have never received a referral from a medical physician unless it
was by way of a managed care plan necessitating a referral for chiropractic
and the patient was insistent that he/she get it.

draft. Thank you for all the endless work.

Veronica

7/30/2001



Groft, Stephen (NCCAM)

From: EastWestQi@aol.com

Sent: Monday, July 30, 2001 5:53 PM

To: Groft, Stephen (WHCCAMP)

Cc: tierney334@yahoo.com; cmapaz@totacc.com; Bresler@aol.com; DeanOrnish@aol.com;

drwarren@artelco.com; EastWestQi@aol.com; gbernier@utmb.edu; georged@ashn.com;
jsgordon@mindspring.com; drpizzorno@qwest.net; jiffins@mail.med.cormnell.edu; Jrscté
@cs.com; linnealarson@mac.com; Tom@toms-of-maine.com; Lowdogmd@aol.com;
Veronicapgdc@aol.com; wjonas@usuhs.mil; DrFair@haelth.com; MingTian@aol.com;
Axelrod, Corinne (WHCCAMP)

Subject: Re: Revised Draft Interim Progress report Lhen

v

a more definitive statement about a few of the adversaries such as the -
physicians who testified in New York who were being called to court. This :
will require a look at future legislation for protection for MD's who are in

practice. We should also say that we made attempts to include adversaries to /QAEQLMJZ7V
express their opinions and recommendations.

.

uUU/
Dear Steve, .
W™,
The report looks generally okay taking the #2 position. I would like to see &ﬁ \
, *-
LI

I don't want to emphasize the negative... you know me....but to balance the
scale of reports so that they realize that we are not just all prothesizing
for CAM.

This shows also the complexity of what the Commission needs to sift
through....from the very supportive to the very negative.

U1 liked the emphasis on Wellness... also that it is not the Commission's
opinions, but that of the people!

\//The report has turned out very nice...the report that I believe that we can
all work from towards a good final recommendation document. Thanks to all
the staff for their hard work and to all the Commissioners for their
committment to excellence!! I am proud to be part of the team.

Loving Qi and hugs,
Effie

Founder and President, East West Academy of Healing Arts (EWAHA)
American Qigong Association (AQA) /World Qigong Federation (WQF)
530 Bush Street, Suite 202

San Francisco, CA 94108

tel: 415-788-2227 fax: 415-788-2242

email: eastwestgi@aol.com

website: eastwestqgi.com



Speakers identified several types of evidence-based medical research they believe are needed,
such as studies on the basic mechanisms of action; clinical safety and efficacy; treatment )
outcomes; and health services, including cost-effectiveness and health care delivery. Speakers
and Commissioners agreed that to be methodologically sound, CAM-related studies must have a
MPIﬂM' a sound study design; a qualified research team; objective, verifiable data; and

) balanced concﬁusions that meet acceptable standards of evidence. There was general agreement
that the research should meet high standards of design and execution consistent with the type of
information being sought; that strategies be applied that appropriately incorporate step-wise
approaches to research sequence and design, as is done in many areas of conventional medical

research; and that clinical research comply with human subject protections and appropriate
institutional review board guidelines.

Many of those who testified agreed that CAM research might be best served by collaborations
between conventional and CAM researchers and clinicians, and improved understanding of CAM
by institutional review boards. One goal of these collaborations is to produce research results that
meet the rigorous publication requirements of published and on-line peer-reviewed journals that
already set standards for the conventional medical community. Testimony also emphasized the
need for continued support for training conventional and CAM researchers to study CAM
therapies; increased support for developing research infrastructures at accredited CAM and
conventional institutions; and for developing funding initiatives to study promising nonpatentable

roducts”,
|y @ /W%/‘,nsufb? G—gd‘fpo OyJ\ .
Support and coordination of CAM activities bysagenciess: Federal-goverament were seen as “\
essential to @ssurglthe types and quality of studies needed. [Bpeakers identified strong and
continued support for agencies involved in CAM research and related activities and support for all /
other Federal agencies with research or related responsibilitigs &5 key elements in achieving—~—"
Qesearch progress in these areas. ((See Appendix 4 ition, there was considerable public
support for encouraging the privateseefor--foundations, product manufacturers, and
pharmaceutical companies--to support E,\AM research and collaborate with the Federal sector in
strengthening research efforts. \\
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Regulatory Activities AN

Effective regulations serve and protect the public by e\nsu{ing compliance with standards that are
shaped by good research, and removing harmful products fro\m the marketplace. Public testimony
supported the importance of the Federal government’s role in ensuring that CAM products are
safe. Testimony also expressed concem that the content and purity of some CAM products, such
as herheeend dietary supplements, is inconsistenty oo~ et

theﬁgmnﬂssmheard leqin’lnny thatseme prnAnmtc donot contain the ingrprﬁpntc or-the amount
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such as studies on the basic mechanisms of action; clinical safety and efficacy; treatment )
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MPWM' a sound study design; a qualified research team; objective, verifiable data; and
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that the research should meet high standards of design and execution consistent with the type of
information being sought; that strategies be applied that appropriately incorporate step-wise
approaches to research sequence and design, as is done in many areas of conventional medical

research; and that clinical research comply with human subject protections and appropriate
institutional review board guidelines.

Many of those who testified agreed that CAM research might be best served by collaborations
between conventional and CAM researchers and clinicians, and improved understanding of CAM
by institutional review boards. One goal of these collaborations is to produce research results that
meet the rigorous publication requirements of published and on-line peer-reviewed journals that
already set standards for the conventional medical community. Testimony also emphasized the
need for continued support for training conventional and CAM researchers to study CAM
therapies; increased support for developing research infrastructures at accredited CAM and
conventional institutions; and for developing funding initiatives to study promising nonpatentable
ol .
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Regulatory Activities

Effective regulations serve and protect the public by ensuring compliance with standards that are
shaped by good research, and removing harmful products from the marketplace. Public testimony
supported the importance of the Federal government’s role in\énsuring that CAM products are
safe. Testimony also expressed concern that the content and purity of some CAM products, such
as hrerheand dietary supplements, is inconsistents aa~si At
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health consequences. estimonyk/lkamr that the Food and Drug Administration (FDA) has
authority through the Dietary Supplement Health and Education Act (DSHEA) to&nsule product -
safety, but-that-#s resources have not been commensurate with these resp0n51b111tles In the
testimony, there was strong support to fully implement DSHEA, provide adequate funding for its
full implementation, andf;sare that the FDA has adequate professional staff with expertise in
icularl

dietary supplements, parfi y botanical products
éngure

A number of speakers, including many fromghe%dletary supplement mdustri.Zs asked
that the FDA establish regulations on Good Manufacturing Practices (GMPs) for quality control

and standardization as a minimum standard for the safety and integrity of all products. They also
called upon Federal agencies and the private sector to coordinate efforts to establish and
implement guidelines standardizing the composition and purity of products, and to address
possible contaminants and adulterants. Researchers asked for standards that will result in a
readily available supply of products with consistent composition to assure reliable research
results. There was also support for the establishment of a dedicated CAM-related office and/or
CAM-related core review teams to facilitate the regulatory review of CAM products.

Although the omme of adverse events s from the use of dietary supplements is consrdered-to
,\Mgaa,\be-qm-t-e small any adverse event can become a public health issug, Several speakers asked for a whig 6-1,,71

strengthening anfi expansion of the FDA’s adverse event reporting (AER) system and for this O
information to be made widely available. This is consistent with a recent report from the Office ”“‘%%t’
of the Inspector General of the Department of Heath and Human Services which describes the

current limitations of the AER system for all products and provides recommendations to improve

., 9 .
b ok RaBeling, pachapt ik and ifyreriliin oF poidSof dale.
Testimony focused on the need for manufacturers to make information on the benefits and risks of
herbs and dietary supplements readily available to consumers and health care professionals

Jhrough methods such as package inserts. This information should include any limitations;
known interactions with drugs, foods, and other health products; and possible risks to vulnerable
populations, including children, the elderly, pregnant and nursing women, and those with certain
health conditions or compromised immune systems. '°

B. Providing Reliable, Useful Information on CAM to Healthcare Professionals and the
Public

The Commission heard testimony that the quality, accuracy, accessibility, and timeliness of
information on CAM practices and products vary greatly, and there is a significant need for
accurate, authoritative, and up-to-date information about CAM. People want to know which
CAM approaches might work for them, where they can find professionals qualified to provide
these services, and how CAM therapies might interact with their conventional treatments.
Clinicians, likewise, need information on the safety and efficacy of various CAM approaches so
that they can converse with their patients about CAM and make appropriate and authoritative
recommendations and referrals.



Internet, Radio, Television, and Print Media

The Internet has emerged as a major source of health care information, including information

related to CAM, for both consumers and health care providers. The Federal Trade Commission

predicts that 30 million Amencans w1ll seck health information online in 2001 and that this /
number is increasing dramatlcally ""There are numerous CAM-specific web sites as well as a

variety of general health information sites that include some CAM information. According to

public testimony, some of these sites provide accurate and current information, while many others
contain inaccurate, misleading, self-serving, or outdated information.

The Commission heard that for people without access to the Internet or the skills to use the
Internet, the National Library of Medicine and the public libraries, through the American Library
Association, are training librarians to help people gain access to health information on the
Internet. It was suggested that these efforts also could be used to help people gain access to
information on CAM practices and products.

Similarly, the Commission heard testimony that television, radio, and print media coverage of
CAM benefits and safety issues is often uneven, incomplete, or biased. Media representatives,
health professionals, and the general public said that several Federal agencies provide important
and useful resources for mformatlon on the beneﬁts and safety of CAM Howewa—t-hey—emd—(-hey
are-stil-hampered eirctfortsto-obtainobj e, comprehensive information abey vt by

the lack ofaee IthoTTative TeSoUrce Withi ~Federalsovernnfent-that can gud and

I

re.l.iabl—y—aﬂswer‘q‘rresﬁvn\s}on a variety of CAM issues.g

Many people from the conventional and CAM professional communities, the public, and the
media asked the Federal government to assume a greater leadership role in providing and
coordinating authoritative information about CAM practices and products in an easily accessible
form that ensures consistent, quality information.—~

Public testimony described indigenous systems of healing and the use ofcullurall@ased CAM v
therapies among people of different racial and ethnic groups. Community leaders called for the
development and promotion of information on the appropriate use of CAM therapies that would

be targeted to diverse population groups in the United States.

Public testimony suggested that the Federal government establish a public education campaign
that teaches consumers how to evaluate and assess information on treatments that have not been
evaluated by the FDA. It \ﬁ_slag)_suggested that a public-private partnership be created to
establish a voluntary code of standards for information available on the Internet and through other
media, mcludmg standards for elhlcs and dlsclosure of conﬂlcts ofmterest‘End:&hat—&he—Fe&erﬁ&
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Advertising, Marketing, and Labeling Regulatory Activities

Advertising, marketing, and labeling are important mechanisms for disseminating information to
the public about products. The Commission heard testimony that there is a significant amount of
false and misleading advertising, marketing, and labeling of CAM products and practices,
especially herbal and dietary supplements. Of particular concern is the marketing of products or
services that may be unnecessary, harmful, or otherwise detrimental t%ﬂﬂmﬁﬁms\,
the elderly, and non-English speaking people. False and misleading advertising may lead people
to seek treatments that are not only costly, butM/delay or interfere with more appropriate
or effective treatments.

po2

The Commission heard about the role of the Federal Trade Commission (FTC)in identifying false
and deceptive CAM-related health claims, and their efforts to minimize the occurrence of these
claims. There was public support for sufficient resources for Federal agencies such as the FTC
and the Consumer Product Safety Commission to improve oversight of CAM products and
services. Testimony also underscored the need for increased consumer education in identifying
deceptive and unsubstantiated claims in all forms of marketing and advertising, and the
importance of involving trusted community leaders in developing successful strategies to prevent
consumer exploitation.

C. Access to and Delivery of Complementary and Alternative Medicine

Access to and delivery of health care services affect health care utilization and health outcomes.
Many factors influence access to and delivery and utilization of health care services. These factors
may include quality of care; distribution and availability of local providers; licensing,
certification, and credentialing of providers; coverage and reimbursement; characteristics of the

ot

health care delivery system; and consumer outreach, education, and satisfaction@esﬁmb‘ny (/Q"X;L(SS
previded he-CoImnmissio gpes : s-to-and-delivery v praetie d-preducts Maed
fac : ventio e-to St

: ot-the-same1ss 3 C Rarcare; du o-tace-sometssues-tha C atl
©AM-1As with conventional care, these s%ften are magnified for rural, uninsured,
underinsured, and diverse populations. / '
Consumers, health care professionals, and representatives of professional organizations and
educational institutions told the Commission that Americans want to be able to choose from
among conventional and CAM practices and products, and they want assurances that practitioners
are qualified and products are safe. According to testimony, many Americans de-pet have :erither

. . N
this ch01ce'9r these assurances.

accountability of professions and providing a process for professional copduct review and
disciplinary action. Information provided to the Commission illustrates State-by-state variability
in regulatory approaches to licensure and scope of practice. This information shows that
chiropractors are licensed in all States, while acupuncturists, massage therapists, and naturopathic

Testimony described how States regulate health care practitioners by l\?}ng to assure quality and



physicians are licensed in 41, 30, and 11 states, respectively. These variations impact access to
and delivery of CAM by limiting practitioners’ ability to practice lawfully and obtain malpractice
insurance.

While some CAM professions endorse licensure and certification to participate more fully in the
health care delivery system, several witnesses testified that licensure or certification is not feasible
for some categorles of CAM practltloners such as Native Amencan and other tradltlonal healers

stand:ffd?jSome CAM practltloners coxlslder lhelr dlscnplmes to be educatlonal (Alexander
Technique) or spiritual (Reiki) and have expressed concerns about licensing as health
professionals. The Commission also heard from several conventional practitioners who
incorporate CAM modalities in their practices and are concerned that their integrative approach

does not lend itself to the licensure process. Fhey,recommended that scope of practice laws b%
broadened to allow latitude for CAM modalities to be used.‘\ g

The Commission heard about several models of delivery of CAM services. These included solo
CAM practitioners, freestanding CAM facilities offering multiple CAM approaches; collaborative
models that support referrals, consultation, and co-management; and a variety of integrative
models in which CAM practitioners work with conventional practitioners. There has been little
evaluation of the effect on access, clinical outcomes, or cost-effectiveness of these models.

While many of those testifying supported integrative models of delivery, some CAM practitioners
expressed concern that the integrity, philosophy, and standards of CAM disciplines may be
compromiseg-and the effectiveness of CAM practices may be diminished or lost, as various
integrative ag;jroaches are explored. Other CAM practitioners suggested that if integration
occurs, it should include entire systems of care and healing rather than only selective
incorporation of CAM modalities that fit into the biomedical model. The importance of educating
conventional practitioners in the philosophical and historical roots of CAM disciplines was cited
as an important step in preserving the integrity of these other systems of care and healing.

Testimony indicated variation in use of CAM among people of different racial, ethnic, and
cultural backgrounds, as well as geographic, economic, and condition-specific variations.

%_H_ov!e’vﬂittle infonnationt;é.knawﬂregarding factors that determine consumer choice of CAM

LU practices and products. This information was described as important in the appropriate design,
development, and implementation of policies and programs. &C( s

Coverage And Reimbursement Of CAM Practices And Products

The Commission heard from a spectrum of experts on health care financing, the insurance and
managed care industries, and other issues regarding coverage and reimbursement of CAM
practices and products. Employers and other health plan sponsors are the major purchasers of
health coverage and, in conjunction with insurance and managed care companies, they determine
which health benefits are covered and how the services are reimbursed for most Americans.



Testimony indicated increasing interest in and coverage of CAM services by employer-sponsored
health plans in direct response to employee requests. They also are increasingly adding CAM
benefits to attract and retain employees, improve health, and comply with state mandates.
Various employer-sponsored health plans were described, including: limifed coverage for certain
CAM services (e.g. chiropractic care) as part of a basic benefit package; information-only
programs (e.g. Internet-based programs related to CAM modalities); on-site services (e.g. yoga
class); a CAM benefit account (e.g. a $500 annual maximum benefit, with employee co-
payments), discount programs (employees may receive CAM services and pay a discounted fee
by using a pre-screened panel of CAM providers), or benefit riders (employees may opt to
participate in a CAM managed care plan that offers certain services through a credentialed
network of CAM providers and with utilization controls).

Federal and State governments are also major purchasers of health care. The Federal government,
often through Congressional legislation, makes decisions regarding the health benefits for
Medicare, Medicaid, the military, veterans, Federal employees, and others, including funding for
the State Children’s Health Insurance Program. Some Federa]l@ponsored sites, such as military
and veterans’ treatment facilities, are beginning to make some CAM benefits available. States
establish health plans for their employees and share responsibility with the Federal government
for the Medicaid program and the State Children’s Health Insurance Program. States usually
enhance the Federally mandated benefits available under Medicaid and extend Medicaid coverage
to the medically indigent.

Despite such programs, an overwhelming majority of Americans do not have coverage or
reimbursement for CAM gerv' es or products. They must pay out-of-pocket for CAM services-for
-the treatment of iseasesfgrevention and wellness services. Thus, access to CAM products and
ractices is-Jargel\limite the ability to pay.
et ety e by oo
Representatives of the insurance and managed care industries told the Commission that they are
interested in adding covered benefits provided that the services and products are safe, of
consistently high quality, are no longer investigational, and that criteria exist for determining
medical necessity. They also want standards of practice to guide utilization, assure quality care,
and manage financial risk (in view of the potential for malpractice/medical liability suits).
Another requirement they specified is that practitioners are adequately educated, trained, and
qualified by licensure and/or certification.

Those health care purchasers who are interested in offering CAM services often must base their
decisions on incomplete information on safety, efficacy, and c%(tﬁg‘ectl\‘/sﬂﬁs. Purchasers
testifying before the Comn}_i§J ion identified a need ferefforts-to-dev l% appropriate coding for
CAM services, improvc;."l‘ffe collection of claims data, andﬂ'aevelop:‘ ata bases for managing
information and conducting research on the cost-effectiveness and utilization of CAM. They also
expressed an interest in supporting research to determine whether CAM services and products

would be replacements for)or additions to)conventional services and products. It was suggested

10
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that public agencies and private organizations co- sponsor;/conference on the development of
data on CAM services and products to address issues of coding and bunldmg claims data bases,
and to identify what demsm@nakers need regarding utilization and cost information.

Public testimony recommended that health services research and demonstration projects be
funded by public, private and joint public-private sources to provide information on the efficacy,
cost-effectiveness, and cost-benefits of CAM practices and products. It \hwsg_requested that
the Federal government establish and adequately fund efforts to make CAM research results more
available and aCCCSSlb]C to the public and to mdustry, particularly employers msurers, and

A A O i at ved Dt deoed

D. The Education and Training of Health Care Practltloners in CAM

AL L

Testimony underscored the importance of increasing the knowledge and understanding of CAM
among conventional health care practitioners to enhance and protect the public’s health. It was
suggested that a basic or core CAM curriculum for conventional health care professionals be
developed at the professional school, postgraduate, and continuing education levels. It also was
suggested that these curricula in CAM fundamentals and principles should be developed in
conjunction with CAM experts. The curricula should establish, to the extent possible, an
evidence-based foundation for conventional health professionals to discuss CAM use with their
patients, to make referrals to appropriately trained CAM professionals, and to develop an
understanding of the interactions, etther therapeutic or harmful, between conventional and CAM
treatments to improve and safeguard their patients’ health.

Whethe
Consumer testimony revealed that many people are reluctant to disclose their CAM use to their
conventional health care providers,whom they believe are not knowledgeable about CAM or
interested in CAM approaches to healing. This represents a potential health hazard because
conventional praCllthl}?I‘S often do not know that their patients may be takmgﬁgfba{-eﬁnﬁfﬁheﬁal],\
supplements which'may interact with medical treatments, @enoperatlve care associated &lj‘?\?

t with anesthesia or surgical procedures",l3 14
M/LLMVUJ/ CA’(M/M!/LL oL

Another 1ssue that emerged during testimony was the need to educate CAM practitioners in the
basics of conventional health care so that they can recognize the limits of their clinical expertise
and make appropriate referrals to conventional health care providers. It was suggested that a basic
curriculum for CAM students and practitioners should include information on evidence-based
medicine, conventional health care, and other CAM modalities and systems of heath care. A
number of CAM representatives reported that there is a need for access to funding and other
resources for faculty, curricula, and program development as well as for student access to loan
and scholarship opportunities. Testimony also suggested that training of CAM professionals

- should include postgraduate and continuing education programs that resemble those currently
available to conventional health care providers.

11



The Commission learned about innovative models of cooperative and collaborative CAM training
programs, which expose conventional medical and CAM students to each other’s philosophies

and practices.,sgontinuing education programs Wdiences composed of both conventional
and CAM practitioners) A |, m bedd number o £ UJ”‘CW%

E. Coordinating And Centralizing Federal CAM Efforts

A testlmony € ARG-EO6 ) H :
the: a centrallzed process at the Federal level to coordmate CAM act1v1tles to ensure

optimal access to safe and efficacious CAM products, services and modalitiesis-ensured. The
Commission will continue to consider a range of administrative options to promote this level of
coordmaN?n including the creation of a centralized Federal office. The Office of Women’s
Hea]th,‘m the Office of Minority Health, both established within the Office of the Secretary for
Health and Human Services, may provide useful models from which the Commission can develop
an operational proposal. These Offices primarily serve to coordinate, support, and enhance
ongoing and new Federal efforts relevant to their missions at all levels of the Federal sector.
Thus, a centralized coordinating entity for CAM would neither preempt nor supplant those
Federal efforts already in place, particularly the research activities or agenda of the NIH’s
National Center for Complementary and Altemative Medicine. Nor would it supplant the
responsibilities of regulatory agencies, such as the Food Drug Administration and the Federal
Trade Commission. and

R cardt - tts—frrrat-formetwit et to-imekide o sianif I e .
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F. CAM In Wellness, Self-Care, Health Promotion And Disease Prevention

The role of CAM in wellness, self-care, health promotion and disease prevention was a frequently
emphasized topic throughout the testimony provided to the Commission, including areas where
CAM may assist in achieving the Nation’s health promotion and disease prevention goals. Since
the publication of Healthy People: The Surgeon General’s Report on Health Promotion and
Disease in 1979, goals and objectives for the Nation’s health have been defined and monitored.
The most recent report, Healthy People 2010, includes the involvement of all of the agencies
within the Public Health Service, as well as State and local health departments and a wide range
of private sector health organizations. Witnesses testified that the integration of CAM in health
promotion and disease prevention could have profound consequences on the wellness and quality
of life of individuals, and may impact on the health care delivery system of the United States.

Many CAM disciplines are derived from cultural traditions and practices that are rooted in
connections between the body, mind, and spirit and between individual health and the
community’s wel@ eing. Public testimony recommended that CAM principles and practices of
health promotion b¢ taught at all levels of the educational system, and that methods be explored

]
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to integrate CAM principles (e.g. connection of body, mind and spirit) and practices (e.g., stress
reduction techniques and nutrition) into a national health and wellness initiative.

In the testimony presented to the Commission, the current health care system was described as
primarily disease-focused, with most of research, education, training, reimbursement, and crwﬂj:’""
information development and dissemination directed toward identifying and treating diseaseiw
,&m@epmjbelieve that the incorporation of CAM principles and practices into the current health care
system would improve the emphasis on weliness, self-care, health promotion and disease v’
4”“ X prevention. Many feel that one of the most important and enduring contributions of CAM will be
its emphasis on maintaining wellness and the important role of self-care.

.Witnesses described programs in schools, the workplace, geriatric centers, and other institutions
that are integrating CAM approaches to wellness, self-care, and prevention into their activities,
and recommended that these programs be studied and expanded. It was also emphasized that
conventional health professionals need to have some training in the role of CAM in wellness, self-
care, and prevention, and that a multi-disciplinary team approach, with CAM and conventional
providers working together, can be a very effective way to promote health and enhance self-care

and wellness. ‘vnaza,
III. Conclusion §
Qrod™

The Commission continues to deliberate on all of the issues discussed in this Interim Report and
others in order to fully comply with the Executive Order. The Commission continues to study
working models from many sources, including those from other countries. The Final Report will
provide a contextual overview of complementary and alternative medicine so that
recommendations ﬁafeﬂded-eﬁfo.pce]pnnmples that gu1de good health careﬁﬂcl-udm.g..empmuenng

/\ﬂfb/— safe*and‘cfﬁeaawimllh_cam,.an_@promotmg-health and preventmg 111ness by encouraging the
well-being of the whole person. As the Commission develops final recommendations and
proposals for legislative and administrative actions, it will continue to solicit and consider the
advice of the public.
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Appendix 3 Schedule of Commission Meetings and Material Subjects Reviewed
Commission Meetings

July 13-14, 2000 - Planning Meeting
e Discussion of Vision, Issues and Concerns of the Commission Members on Issues
Presented in Executive Order
e Development of Meeting Schedule
¢ Discussion of Website Development and Content

October 5-6, 2000 - Coordination of CAM Research & Achievements, Opportunities, Obstacles
and Solutions

e Public Input and Research Priorities

e Federal Support for CAM Research

e Academic Centers and Support for CAM Research

e Research Support and Collaborations at the NIH

e Facilitating CAM Research and Regulatory Challenges

e Research in the Regulatory Framework

e QOutcomes Research - Interface between CAM Research and Regulatory Agencies

e QOutcomes Research - CAM Research and Experimental Study Design

¢ Guiding Principles of CAM Perspectives and Practices

e Support for CAM Research - The Not-for-Profit Sector

e Support for CAM Research - The Private Sector

e Support for CAM Research - Federal Agency Support

December 4-5, 2000 - Access and Delivery of CAM Services
e Utilization of CAM Services and Products

Cost Effectiveness of Selected CAM Services

Clinical Eftectiveness of Selected CAM Services

Use of CAM for Selected Health Conditions

Issues in Integrating CAM in Service Delivery

e Meeting Public Needs: Systems of CAM Delivery at Community Health Clinics, in
Private Practice and Hospital-based Centers, in Hospice Care, at Academic Research
Centers and in Managed Care Organizations.

February 22-23, 2001 - Training, Education, Credentialing and Licensing of CAM Practices
e (CAM Education and Training: Establishing Educational Programs
e Continuing CAM Education and Training - Building Knowledge and Skills
e CAM Credentialing and Licensure - Assuring Quality and Accountability in CAM
Practices




March 26-27, 2001 - Development and Dissemination of CAM Information
e CAM in the Media - Newspapers, Magazines, Television and Radio
e CAM in the Media - The Internet

Evaluation of available CAM Information

Marketing and Advertising of CAM Services and Products

March 27, 2001 - CAM in Wellness and Self Care
e Integrative Approaches to Wellness - Children, Families and Communities
e Integrative Approaches to Wellness - Nutrition
e Integrative Approaches to Wellness with Self-Care

May 14-15, 2001 - Coordination of CAM Research
e Not-for-Profit Support for CAM Research
Investigating the Scientific Bases of CAM Practices
Approaches to Evaluating CAM Research Literature
Challenges of CAM Research and Research Training
Peer Reviews of CAM Research Results in the Published Literature

May 15-16, 2001 - Coverage and Reimbursement of CAM Services
e Health Care Financing in the United States

Federal Purchasers

State Perspectives

Employer Coverage

The Underinsured, Uninsured and Minorities

Health Plans and CAM Benefits

Healthcare Insurance - Providers Perspectives

Evolving Health Care Systems

July 2-3, 2001 — Discussion of Interim Progress Report

Town Hall Meetings

September 8, 2000 - San Francisco, CA
October 30-31, 2000 - Seattle, WA
January 23, 2001 - New York City, NY
March 16, 2001 - Minneapolis, MN

Topics Discussed
e Access, Financing and Reimbursement of CAM Practices and Products
e Integration of CAM into Health Care Delivery Systems
e Dietary Supplements and Herbal Products

16



¢ Education of CAM Providers

e Education of Health Professionals

o Culturally - Based Healing Traditions

e Regulation of CAM Practices and Products

e Washington State and Minnesota State Legislation of CAM Practices and Products
e Development and Dissemination of CAM-Related Information

e Accountability of CAM Providers

Future Meeting Dates of the Commission

e October 4-6, 2001 Bethesda, MD
e December 6-7, 2001 Washington, DC
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Appendix 4
FEDERAL AGENCIES WITH HEALTH RESEARCH AND/OR RELATED ACTIVITIES
DEPARTMENT OF HEALTH AND HUMAN SERVICES

National Institutes of Health (NIH)
Agency for Health Research and Quality (AHRQ)
Food and Drug Administration (FDA)
Health Resources and Services Administration (HRSA)
Substance Abuse and Mental Health Services Administration (SAMHSA)
Centers for Disease Control and Prevention (CDC)
Center for Medicaid and Medicare Services (CMS)
(formerly the Health Care Financing Administration)
Indian Health Service (IHS)

DEPARTMENT OF AGRICULTURE
DEPARTMENT OF DEFENSE
DEPARTMENT OF EDUCATION
DEPARTMENT OF LABOR
DEPARTMENT OF VETERANS AFFAIRS
INDEPENDENT AGENCIES
Consumer Product Safety Commission
Environmental Protection Agency

Federal Trade Commission
National Science Foundation

Contacting WHCCAMP

6707 Democracy Boulevard

Room 880, MSC-5467

Bethesda, MD 20892-5467

Phone: 301-435-7592 or 1-866-373-1124
Fax: 301-480-1691

e-mail: WHCCAMP@mail.nih.gov
WEBSITE: http://whccamp.hhs.gov
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DRAFT Interim Progress Report
White House Commission on Complementary

and Alternative Medicine Policy
July 26, 2001

1. Introduction

The White House Commission on Complementary and Alternative Medicine Policy
(WHCCAMP) was established by Executive Order 13147 on March 7, 2000, to develop
legislative and administrative policy recommendations that will maximize the benefits of
complementary and alternative medicine (CAM) practices and products for the general public.

The President and Congress created the Commission in response to the public’s interest in and use
of CAM modalities and approaches and in a variety of self-care practices. The Commission is
charged with submitting a final report to the President and Congress by March 7, 2002.

0
This Interim Progress Report provides a brief overview of CAM as well asghe Commission and
its activities. It also discusses the Commission’s progress to date(i t oo
developing recommendations around the four major topic areas outlined in the President’s
Executive Order. Individuals and organizations are encouraged to provide written comments on
this Interim Progress Report for&fart—heﬂconsideration by the Commission through its website or
by letter to the Commission staff.

The Commission’s Charge

The President’s Executive Order (see Appendix 1) charged the Commission to consider four
broad topics related to CAM:

e Coordinated research to increase knowledge about CAM practices and products;

e The provision to health care professionals of reliable and useful information about CAM that
can be made readily accessible and understandable to the general public;

e Guidance for appropriate access to and delivery of CAM; and
e The education and training of health care practitioners in CAM.

The Commission’s role is to recommend policies that ensure the public’s health and safety when
accessing CAM practices and products and the practitioners who offer them. The Commission



/

/w;mibp recommend strategies to increase the availability of authoritative information about the
safety and efficacy of CAM practices, techniques, practitioners, and products.

A. Overview of CAM

Definitions of complementary and alternative medicine (CAM) continue to evolve(@d—ehun:@

CAM generally refers to@hc]modalities, practices, techniques, and systems of healing that are

used together with (“complementary to”) or instead of (“alternative to”) conventional medicine.

Among the modalities that arem with the term CAM are chiropractic,

acupuncture, massage therapy, mind-body techniques (e.g., biofeedback, guided imagery, yoga, AJ«”“’
and meditation), some forms of nutritional therapy,m ferbatproduetg as — "

well as homeopathy, naturopathic medicine, various forms of energy healing, and the indigenous
healing systems offthg@lmultiethnic groups pf the United Statecsbpepu}atienz
n :

Over the past decade, several nationwide surveys have documented a substantial and growing

usage of CAM practices and products by the American public.'” These surveys have found that

most CAM users seek out conventional medical treatment first, and then turn to CAM

practitioners. Most people appear to use CAM in conjunction with, not as a replacement for,

conventional medical therapy.' The use of CAM modalities, practices, and products by the

general population varies in the published literature, ranging from 6.5 percent’ to 42 percent’

depending on the population studied and the criteria used to define “CAIV(’/] Other studies have

documented even higher use of CAM therapies among people with chronic and life-threatening

conditions.™ For example, a recent study indicated that 69 percent of patients included CAM

approaches as part of their cancer care.’ Lat one clinic ? [s(ms I'ke
le've chopped oot

B. An Overview Of The Commission: Its Membership and Activities To Date fvo wh inbo ~ now

i+ sujcaﬂs\’s et 9%
Commission Membership of all pafrents )

The Commission includes twenty members representing a diverse range of expertise in
biomedical research, medical and CAM fields. The Commissioners include the Chair, James S.
Gordon, M.D.; George M. Bemier, Jr., M.D.; David E. Bresler, Ph.D.; Thomas M. Chappell;
Effie Poy Yew Chow, Ph.D.; George T. DeVries, I1I; William R. Fair, M.D.; Joseph J. Fins,
M.D.; Veronica Gutierrez, D.C.; Wayne B. Jonas, M.D.; Charlotte R. Kerr, R.S.M., RN, M.P.H,,
M.Ac.; Linnea S. Larson, LCSW; Tieraona Low Dog, M.D., A.H.G.; Dean Omish, M.D;
Conchita M. Paz, M.D ; Joseph E. Pizzorno, Jr., N.D.; Buford L. Rolin; Julia Scott; Xiaoming
Tian, M.D.; and Donald W. Warren, D.D.S. (Appendix 2)

Activities To Date

The Commission has held seven formal meetings in Washington D.C., all of which have included
sessions for open public comment, and four Town Hall meetings, where hundreds of people gave
testimony. In total, the Commission has heard from more than 1,000 speakers and received

2
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nearly 2%00 individual comments and recommendations from the public. AZi“he Commission plans
to review reports from previous commissions and authoritative bodies on the topics identified in
its charge and to solicit additional written comments and suggestions from the general public by
e-mail, fax, and mail.

Each of the Commission meetings have focused on one or more of the four major topics in the
Presidential Executive Order, as follows:

e July 13-14, 2000: Planning Meeting

e October 5-6, 2000: Coordination of CAM Research

e December 4-5, 2000: Access and Delivery of CAM Services and Products

e February 22-23, 2001: Education, Training and Credentialing for CAM Practices

e March 26-27, 2001: Wellness, Self-Care, and Prevention and the Development and
Dissemination of CAM Information to the Public

e May 14-16, 2001: Coverage and Reimbursement of CAM Services and Coordination of
CAM Research

e July 2-3,2001: Discussion of the Interim Progress Report and Draft Recommendations

At the four Town Hall meetings held in San Francisco, Seattle, New York City and Minneapolis@
testimony was presented on subjects related to all four topics. Appendix 3 contains a detailed
description of the subjects discussed during the Commission and Town Hall meetings. The
transcripts, agenda, and other information pertaining to all Commission Meetings and Town Hall
Meetings are available on the Commission’s website, http://whccamp.hhs.gov. Additional
information, such as Cong\md\ssmner biographies and a schedule of future meetings, also is readily
available at the websue) ‘Fhe-webstte is periodically updated to reflect ongoing dct1v1tleE>ef-the
CGenumisston. Comments, recommendations, and suggestions can be sent though the website, or to
whccamp(@mail.nih.gov.

II. The Commission’s Progress To Date

erdatio : ; the Commission
recognizes that recommendatlons about the approprlate use of safe and effectlve CAM practices
and products must be grounded in sound scientific and ethical principles. The Commission
supports the promotion of rigorous science and the appropriate use of the scientific method in
research studies. The Commission recognizes the major ongoing contributions in this area by the
National Center for Complementary and Alternative Medicine (NCCAM) at the National
Institutes of Health. The Commission also supports making the current evidence for CAM
practices and products more widely and easily available to the public and health care providers.

Other principles that will guide the Commission in its deliberations include: an emphasis on
health promotion and wellness in addition to disease prevention and the treatment of illness; a
recognition that the body has a remarkable capacity for healing that can be facilitated by
addressing the underlying causes of illness and suffering; an attention to all aspects of life that can

3
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impact health—physical, mental, emotional, and spiritual; an understanding that each person has

unique needs lﬂ\at must be attended to in everytherapeutic settingand encounter; and a belief that
self-care is integral to our nation’s healthcare and should be taught to health professionals and
the public.

The Commission also is focused on maximizing the potential benefits of CAM by considering
recommendations that promote collaborations between conventional and CAM health care . 0u
professionals and researchers, and by encouraging the integrated delivery of CAM along with /4 ¢
conventional medicine, where appropriate. Furthermore, the Commission recognizes that kmva
consumers have a basic right to choose freely among CAM practitioners andproducts they

believe are beneficial to their healtjyand must be inclutied as partners in anyjpolicy or regulatory

decisions about CAM access, delivery, and research. | 0 ?;j& M—ﬂl/

The Commission’s final recommendations will beWomed by the

evidence presented and gathered during its deliberations. The diverse perspectives reflected in the
testimony heardyg from advocates, critics and other expert witnesses will be considered in the
context of these principles and the potential benefits and risks of CAM use in this country. This
interim report provides an overview of the issues presented to the Commission, including the need
for Federal efforts to ensure access by the public to safe and efficacious CAM services and
products, and for reliable and timely information.

A number of speakers noted that many CAM systems of practice place an emphasis on promoting
wellness in addition to treating illness and dysfunction. There was considerable public support

for the Federal government to help@d}shape health promotion initiatives and disseminate —
information to the public on CAI\é)as well as conventional approaches to wellness and disease
prevention.

A. Coordination Of Complementary And Alternative Medicine Research

Americans are seeking out and using CAM practices and products. In many cases, people are
using these practices and products without the scientificallg-based information necessary to make
informed choices about their safety and efficacy. Individuals who testified, from both the CAM
and conventional medical communities, agreed that the public’s health and safety calls for more
rigorous scientific research and more readily available information on the results of CAM
research that already exist. Underlying all research is the paramount goal of producing
dependable and relevant information for practitioners and the public.

Testimony to the Commission described a growing interest in and support for CAM research, not
only on the part of the CAM community and the public, but also at the Federal level, in academic
health centers, in community hospitals, and in mainstream private practices. This interest has
further stimulated CAM professional schools and manufacturers of CAM products to enhance
their own research capacity. The importance of public input into the research agenda was
discussed often during testimony.



Essential Elements for Topic-Specific Chapters of the Final Report

The following are essential elements that must be included in the topic-specific chapters of the
Final Report. These elements eventually may be re-organized for strategic or stylistic reasons,
but each chapter must fully address one of the following 8 topics, and must include, at minimum,
the following four elements.

Topics include Coordination of Research; Information Development and Dissemination; Access
to and Delivery of CAM; Coverage and Reimbursement of CAM Practices and Products;
Education and Training of Health Care Practitioners in CAM; Coordinating and Centralizing
Federal CAM Efforts; CAM in Wellness, Self-Care, Health Promotion and Disease Prevention;
and Definition of CAM, and Guiding Principles.

Element I: Topic Development

This section includes an identification of the key issues related to a topic, provides a rationale for
why these issues are included in the Final Report, describes the current state-of-progress or
activity on these issues in the private and public sector, and identify the obstacles and challenges
impeding further progress.

[dentification of the key issues will be prioritized in the Final Report so that global or critical
issues are given appropriate emphasis. Description of the current state-of-progress should
include a literature review where appropriate, and, while focusing on Federal efforts, should also
include acknowledgment activities in the private sector.

The background information included in Commissioners’ briefing books, and the discussions
held by Commissioners in meetings and working groups will be reflected in this section.

Element II. Topical Information Received

This section provides an overview of the testimony received from invited speakers and the
public. It includes a description of the guiding questions, or conceptual framework, from which
the agenda for each of the topic-specific meetings was developed. Three appendices will be
referenced: 1) agenda for each meeting that lists invited speakers; 2) list of public speakers (open
comment sessions and town halls); 3) alpha listing of all speakers, invited and public.

Element III. Commission Recommendétions

This section provides policy recommendations for legislative and administrative action on the
various topics identified by the Executive Order and Commissioners. These recommendations
represent consensus among the Commissioners on the short and long-term opportunities for
progress on a number of critical issues related to CAM use.

Element IV. Unresolved Issues and Conclusions

This section discusses issues where there was agreement that action was needed, but where
consensus could not be reached on the exact remedy.



Working Groups — Final Report as of July 27, 2001 (6:08pm)

A. Coordination of CAM Research
(Gerry)

1. Gutierrez (1)

Chow (1)

Fair (1)

Ornish (1)

Jonas (2)

Low Dog (2)

Bemnier (3)

Nk LN

B. Information Development and
Dissemination (Corinne)

1. Low Dog (1)

Bresler (2)

DeVries (3)

Scott (3)

Chappell (pending)

Nk

C. Access to and Delivery of CAM (Mi)
1. Larson (1)

2. Pizzomo (1)

3. Rolin (1)

4. DeVries (2)

5. Scott (2)

6. Paz (2)

7. Bernier (2)

8.

Fins (pending)

D. Coverage and Reimbursement of
CAM Practices and Products (Maureen)
1. Tian (1)

DeVries (1)

Paz (1)

Larson (2)

Ornish (3)

Fins (pending)

Sk LN

E. Education and Training of Health
Care Practitioners in CAM (Joe/Gerry)
1. Bernier (1)
Bresler (1)
Warren (1)
Pizzorno (2)
Rolin (2)

Fins (pending)

AN ol ol

F. Coordinating and Centralizing
Federal CAM Efforts (Joe)

1. Gutierrez (2)
2. Jonas (3)

3. Kerr (3)

4. Warren

5.

G. CAM in Wellness, Self-Care, Health

Promotion and Disease Prevention
(Corinne)

1. Scott (1)

Kerr (2)

Tian (2)

Omish (2)

Fair (3)

kLN

H. Definition Of CAM and Guiding
Principles (Mi)

1. Chappell (1)

Jonas (1)

Kerr (1)

Chow (2)

Pizzomo (3)

Paz (3)

Sk

Commissioners pending:

Fair (still pending 2™ choice)
Fins (E?)
Chappell (for D,G)
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Groft, Stephen (NCCAM)

To: Commissioners E-mail
Cc: WHCCAMP Staff
Subject: Revised Draft Interim Progress report

Attached is the revised interim progress report. Please review and send your comments for revisions, additions, or
deletions to us by Monday, July 30 at 5:00 p.m. We will make appropriate revisions and move to the Secretary as soon
as possible. A copy will be sent to you at the same time we move it forward to the Secretary.

We attempted to address the concerns and incorporate the comments provided by Commission members from the
previous version. Following the survey of the Commission members, we arrived at a middle-of-the-road approach for the
contents of the report. (Results: Option #1 = 2; Option #2 = 12; Option #3 = 4 with two members not reporting their votes)
In doing so, we eliminated all recommendations and references to consensus having been reached by the Commission.
The tone was changed to reflect opinions and recommendations received from the public at the meetings, rather than from
the Commission. If you have any problems opening the file or converting to your software before opening, please call me
at 301-435-6199 or at 1-866-373-1124(Toll-free)

o j
DraftIntReptsg#22

72501.rtf

Working Group Activation for Preparation of the Final Report

You will receive additional information on the establishment of the working groups and the procedures that will be used to
expand the issues identified in the interim report for further development in the final report. If you have not sent your
choices of working groups to us yet, please do so by tomorrow, July 27. We would like to establish the working groups,
contact the Commissioners, and begin to develop the necessary information to enable the Commission to have productive
discussions at the October meeting.

October 4-6 Meeting Information

Please note the dates and location for the next Commission meeting - October 4-6 (until 1:00 p.m. on Saturday) at the NIH
Neuroscience Building in North Bethesda (Executive Boulevard) and hotel accommodations will be at the Pooks Hill
Marriott in Bethesda, MD. We ran into serious complications downtown Washington due to the IMF/World Bank meetings
concurrent to our meetings. Many streets close to their meeting location which is very close to the St. Gregory Hotel will
be closed presenting logistical problems for your travel. An estimated 40,000 demonstrators are expected in Washington
at the same time. The meeting and hotel locations are convenient (45 minutes) to the Interstates that lead to Dulles and
BW]1 airports and to National Airport ( 30 minutes in non-rush hour).

Again, thank you for your patience, understanding and consideration of the issues before us. In a year and 2 weeks we
have come a long way together as a Commission. As we approached each phase of our work, starting with the planning
session last July, it looked formidable and uncertain. When each meeting and Town Hall sessions were completed, the
next phase looked even more daunting. So it is now, as we attempt to complete the Interim Report and prepare {o
address the preparation of Final Report. You have made tremendous progress in your efforts and the staff looks forward
to working together in small groups as we start the last leg of this journey, but the first step to our goal of completing a
useful and informative report to the public, the President, and the Congress.

Have a good weekend with your families and friends and we look forward to your comments.

Jim Gordon Steve Groft



DRAFT Interim Progress Report
White House Commission on Complementary

and Alternative Medicine Policy
July 26, 2001

I. Introduction

The White House Commission on Complementary and Alternative Medicine Policy
(WHCCAMP) was established by Executive Order 13147 on March 7, 2000, to develop
legislative and administrative policy recommendations that will maximize the benefits of
complementary and alternative medicine (CAM) practices and products for the general public.

The President and Congress created the Commission in response to the public’s interest in and use
of CAM modalities and approaches and in a variety of self-care practices. The Commission is
charged with submitting a final report to the President and Congress by March 7, 2002.

This Interim Progress Report provides a brief overview of CAM as well as the Commission and
its activities. It also discusses the Commission’s progress to date in reaching consensus and
developing recommendations around the four major topic areas outlined in the President’s
Executive Order. Individuals and organizations are encouraged to provide written comments on
this Interim Progress Report for further consideration by the Commission through its website or
by letter to the Commission staff.

The Commission’s Charge

The President’s Executive Order (see Appendix 1) charged the Commission to consider four
broad topics related to CAM:

e Coordinated research to increase knowledge about CAM practices and products;

e The provision to health care professionals of reliable and useful information about CAM that
can be made readily accessible and understandable to the general public;

¢ Guidance for appropriate access to and delivery of CAM; and

¢ The education and training of health care practitioners in CAM.

The Commission’s role is to recommend policies that ensure the public’s health and safety when
accessing CAM practices and products and the practitioners who offer them. The Commission



will also recommend strategies to increase the availability of authoritative information about the
safety and efficacy of CAM practices, techniques, practitioners, and products.

A. Overview of CAM

Definitions of complementary and alternative medicine (CAM) continue to evolve and change.
CAM generally refers to the modalities, practices, techniques, and systems of healing that are
used together with (“complementary to”) or instead of (“‘alternative to””) conventional medicine.
Among the modalities that are most often associated with the term CAM are chiropractic,
acupuncture, massage therapy, mind-body techniques (e.g., biofeedback, guided imagery, yoga,
and meditation), some forms of nutritional therapy, dietary supplements, and herbal products, as
well as homeopathy, naturopathic medicine, various forms of energy healing, and the indigenous
healing systems of the multiethnic groups of the United States population.

Over the past decade, several nationwide surveys have documented a substantial and growing
usage of CAM practices and products by the American public.' These surveys have found that
most CAM users seek out conventional medical treatment first, and then turn to CAM
practitioners. Most people appear to use CAM in conjunction with, not as a replacement for,
conventional medical therapy.' The use of CAM modalities, practices, and products by the
general population varies in the published literature, ranging from 6.5 percent(’ to 42 percent3
depending on the population studied and the criteria used to define “CAM”. Other studies have
documented even higher use of CAM therapies among people with chronic and life-threatening
conditions.™” For example, a recent study indicated that 69 percent of patients included CAM
approaches as part of their cancer care.’

B. An Overview Of The Commission: Its Membership and Activities To Date

Commission Membership

The Commission includes twenty members representing a diverse range of expertise in
biomedical research, medical and CAM fields. The Commissioners include the Chair, James S.
Gordon, M.D.; George M. Bernier, Jr., M.D.; David E. Bresler, Ph.D.; Thomas M. Chappell;
Effie Poy Yew Chow, Ph.D.; George T. DeVries, II[; William R. Fair, M.D.; Joseph J. Fins,
M.D.; Veronica Gutierrez, D.C.; Wayne B. Jonas, M.D.; Charlotte R. Kerr, R.S.M., R.N., M.P.H.,
M.Ac.; Linnea S. Larson, LCSW; Tieraona Low Dog, M.D., A .H.G.; Dean Orish, M.D.;
Conchita M. Paz, M.D.; Joseph E. Pizzorno, Jr., N.D.; Buford L. Rolin; Julia Scott; Xiaoming
Tian, M.D.; and Donald W. Warren, D.D.S. (Appendix 2)

Activities To Date

The Commission has held seven formal meetings in Washington D.C., all of which have included
sessions for open public comment, and four Town Hall meetings, where hundreds of people gave
testimony. In total, the Commission has heard from more than 1,000 speakers and received
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nearly 2, 000 individual comments and recommendations from the public. The Commission plans
to review reports from previous commissions and authoritative bodies on the topics identified in
its charge and to solicit additional written comments and suggestions from the general public by
e-mail, fax, and matl.

Each of the Commission meetings have focused on one or more of the four major topics in the
Presidential Executive Order, as follows:

e July 13-14, 2000: Planning Meeting

October 5-6, 2000: Coordination of CAM Research

December 4-5, 2000: Access and Delivery of CAM Services and Products
February 22-23, 2001: Education, Training and Credentialing for CAM Practices
March 26-27, 2001: Wellness, Self-Care, and Prevention and the Development and
Dissemination of CAM Information to the Public

e May 14-16, 2001: Coverage and Reimbursement of CAM Services and Coordination of
CAM Research
e July 2-3,2001: Discussion of the Interim Progress Report and Draft Recommendations

At the four Town Hall meetings held in San Francisco, Seattle, New York City and Minneapolis
testimony was presented on subjects related to all four topics. Appendix 3 contains a detailed
description of the subjects discussed during the Commisston and Town Hall meetings. The
transcripts, agenda, and other information pertaining to all Commission Meetings and Town Hall
Meetings are available on the Commission’s website, http://whccamp.hhs.gov. Additional
information, such as Commissioner biographies and a schedule of future meetings, also is readily
available at the website. The website is periodically updated to reflect ongoing activities of the
Commission. Comments, recommendations, and suggestions can be sent though the website, or to
wheecamp(@mail.nih.gov.

II. The Commission’s Progress To Date

In developing policy recommendations to ensure the public’s health and safety, the Commission
recognizes that recommendations about the appropriate use of safe and effective CAM practices
and products must be grounded in sound scientific and ethical principles. The Commission
supports the promotion of rigorous science and the appropriate use of the scientific method in
research studies. The Commission recognizes the major ongoing contributions in this area by the
National Center for Complementary and Alternative Medicine (NCCAM) at the National
Institutes of Health. The Commission also supports making the current evidence for CAM
practices and products more widely and easily available to the public and health care providers.

Other principles that will guide the Commission in its deliberations include: an emphasis on
health promotion and wellness in addition to disease prevention and the treatment of illness; a
recognition that the body has a remarkable capacity for healing that can be facilitated by
addressing the underlying causes of 1llness and suffering; an attention to all aspects of life that can
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impact health—physical, mental, emotional, and spiritual; an understanding that each person has
unique needs that must be attended to in every therapeutic setting and encounter; and a belief that
self-care is integral to our nation’s healthcare and should be taught to health professionals and
the public.

The Commission also is focused on maximizing the potential benefits of CAM by considering
recommendations that promote collaborations between conventional and CAM health care
professionals and researchers, and by encouraging the integrated delivery of CAM along with
conventional medicine, where appropriate. Furthermore, the Commission recognizes that
consumers have a basic right to choose freely among CAM practitioners and products they
believe are beneficial to their health and must be included as partners in any policy or regulatory
decisions about CAM access, delivery, and research.

The Commission’s final recommendations will be based on these principles and formed by the
evidence presented and gathered during its deliberations. The diverse perspectives reflected in the
testimony heard, from advocates, critics and other expert witnesses will be considered in the
context of these principles and the potential benefits and risks of CAM use in this country. This
interim report provides an overview of the issues presented to the Commission, including the need
for Federal efforts to ensure access by the public to safe and efficacious CAM services and
products, and for reliable and timely information.

A number of speakers noted that many CAM systems of practice place an emphasis on promoting
wellness in addition to treating illness and dysfunction. There was considerable public support
for the Federal government to help to shape health promotion initiatives and disseminate
information to the public on CAM as well as conventional approaches to wellness and disease
prevention.

A. Coordination Of Complementary And Alternative Medicine Research

Americans are seeking out and using CAM practices and products. In many cases, people are
using these practices and products without the scientifically based information necessary to make
informed choices about their safety and efficacy. Individuals who testified, from both the CAM
and conventional medical communities, agreed that the public’s health and safety calls for more
rigorous scientific research and more readily available information on the results of CAM
research that already exist. Underlying all research is the paramount goal of producing
dependable and relevant information for practitioners and the public.

Testimony to the Commission described a growing interest in and support for CAM research, not
only on the part of the CAM community and the public, but also at the Federal level, in academic
health centers, in community hospitals, and in mainstream private practices. This interest has
further stimulated CAM professional schools and manufacturers of CAM products to enhance
their own research capacity. The importance of public input into the research agenda was
discussed often during testimony.



Speakers identified several types of evidence-based medical research they believe are needed,
such as studies on the basic mechanisms of action; clinical safety and efficacy; treatment
outcomes; and health services, including cost-effectiveness and health care delivery. Speakers
and Commissioners agreed that to be methodologically sound, CAM-related studies must have a
clear question; a sound study design; a qualified research team; objective, verifiable data; and
balanced conclusions that meet acceptable standards of evidence. There was general agreement
that the research should meet high standards of design and execution consistent with the type of
information being sought; that strategies be applied that appropriately incorporate step-wise
approaches to research sequence and design, as is done in many areas of conventional medical
research; and that clinical research comply with human subject protections and appropriate
institutional review board guidelines.

Many of those who testified agreed that CAM research might be best served by collaborations
between conventional and CAM researchers and clinicians, and improved understanding of CAM
by institutional review boards. One goal of these collaborations is to produce research results that
meet the rigorous publication requirements of published and on-line peer-reviewed journals that
already set standards for the conventional medical community. Testimony also emphasized the
need for continued support for training conventional and CAM researchers to study CAM
therapies; increased support for developing research infrastructures at accredited CAM and
conventional institutions; and for developing funding initiatives to study promising nonpatentable
products

Support and coordination of CAM activities by agencies of the Federal government were seen as
essential to assure the types and quality of studies needed. Speakers identified strong and
continued support for agencies involved in CAM research and related activities and support for all
other Federal agencies with research or related responsibilities as key elements in achieving
research progress in these areas. (See Appendix 4) In addition, there was considerable public
support for encouraging the private sector--foundations, product manufacturers, and
pharmaceutical companies--to support CAM research and collaborate with the Federal sector in
strengthening research efforts.

Regulatory Activities

Effective regulations serve and protect the public by ensuring compliance with standards that are
shaped by good research, and removing harmful products from the marketplace. Public testimony
supported the importance of the Federal government’s role in ensuring that CAM products are
safe. Testimony also expressed concern that the content and purity of some CAM products, such
as herbs and dietary supplements, is inconsistent.

The Commission heard testimony that some products do not contain the ingredients or the amount
of ingredients listed on the label, resulting in consumers receiving more, less, or something other
than what they understand the label to indicate. All of these could potentially have negative



health consequences. Testimony made clear that the Food and Drug Administration (FDA) has
authority through the Dietary Supplement Health and Education Act (DSHEA) to insure product
safety, but that its resources have not been commensurate with these responsibilities. In the
testimony, there was strong support to fully implement DSHEA, provide adequate funding for its
full implementation, and assure that the FDA has adequate professional staff with expertise in
dietary supplements, particularly botanical products.

A number of speakers, including many from the herb and dietary supplement industries, asked
that the FDA establish regulations on Good Manufacturing Practices (GMPs) for quality control
and standardization as a minimum standard for the safety and integrity of all products. They also
called upon Federal agencies and the private sector to coordinate efforts to establish and
implement guidelines standardizing the composition and purity of products, and to address
possible contaminants and adulterants. Researchers asked for standards that will result in a
readily available supply of products with consistent composition to assure reliable research
results. There was also support for the establishment of a dedicated CAM-related office and/or
CAM-related core review teams to facilitate the regulatory review of CAM products.

Although the occurrence of adverse events from the use of dietary supplements is considered to
be quite small, any adverse event can become a public health issue. Several speakers asked for a
strengthening and expansion of the FDA’s adverse event reporting (AER) system and for this
information to be made widely available. This is consistent with a recent report from the Office
of the Inspector General of the Department of Heath and Human Services which describes the
cugrrent limitations of the AER system for all products and provides recommendations to improve
it

Testimony focused on the need for manufacturers to make information on the benefits and risks of
herbs and dietary supplements readily available to consumers and health care professionals
through methods such as package inserts. This information should include any limitations;
known interactions with drugs, foods, and other health products; and possible risks to vulnerable
populations, including children, the elderly, pregnant and nursing women, and those with certain
health conditions or compromised immune systems. '’

B. Providing Reliable, Useful Information on CAM to Healthcare Professionals and the
Public

The Commission heard testimony that the quality, accuracy, accessibility, and timeliness of
information on CAM practices and products vary greatly, and there is a significant need for
accurate, authoritative, and up-to-date information about CAM. People want to know which
CAM approaches might work for them, where they can find professionals qualified to provide
these services, and how CAM therapies might interact with their conventional treatments.
Clinicians, likewise, need information on the safety and efficacy of various CAM approaches so
that they can converse with their patients about CAM and make appropriate and authoritative
recommendations and referrals.



Internet, Radio, Television, and Print Media

The Internet has emerged as a major source of health care information, including information
related to CAM, for both consumers and health care providers. The Federal Trade Commission
predicts that 30 million Americans will seek health information online in 2001 and that this
number is increasing dramatically.'' There are numerous CAM-specific web sites as well as a
variety of general health information sites that include some CAM information. According to
public testimony, some of these sites provide accurate and current information, while many others
contain inaccurate, misleading, self-serving, or outdated information.

The Commission heard that for people without access to the Internet or the skills to use the
Internet, the National Library of Medicine and the public libraries, through the American Library
Association, are training librarians to help people gain access to health information on the
Internet. It was suggested that these efforts also could be used to help people gain access to
information on CAM practices and products.

Similarly, the Commission heard testimony that television, radio, and print media coverage of
CAM benefits and safety issues is often uncven, incomplete, or biased. Media representatives,
health professionals, and the general public said that several Federal agencies provide important
and useful resources for information on the benefits and safety of CAM. However, they said they
are still hampered in their efforts to obtain objective, comprehensive information about CAM by
the lack of a central, authoritative resource within the Federal government that can quickly and
reliably answer questions on a variety of CAM issues.

Many people from the conventional and CAM professional communities, the public, and the
media asked the Federal government to assume a greater leadership role in providing and
coordinating authoritative information about CAM practices and products in an easily accessible
form that ensures consistent, quality information.

Public testimony described indigenous systems of healing and the use of culturally based CAM
therapies among people of different racial and ethnic groups. Community leaders called for the
development and promotion of information on the appropriate use of CAM therapies that would
be targeted to diverse population groups in the United States.

Public testimony suggested that the Federal government establish a public education campaign
that teaches consumers how to evaluate and assess information on treatments that have not been
evaluated by the FDA. It was also suggested that a public-private partnership be created to
establish a voluntary code of standards for information available on the Internet and through other
media, including standards for ethics and disclosure of conflicts of interest; and that the Federal
Government extend privacy protections for health information on the Internet to users of CAM-
related sites.



Advertising, Marketing, and Labeling Regulatory Activities

Advertising, marketing, and labeling are important mechanisms for disseminating information to
the public about products. The Commission heard testimony that there is a significant amount of
false and misleading advertising, marketing, and labeling of CAM products and practices,
especially herbal and dietary supplements. Of particular concern is the marketing of products or
services that may be unnecessary, harmful, or otherwise detrimental to low-income populations,
the elderly, and non-English speaking people. False and misleading advertising may lead people
to seek treatments that are not only costly, but may also delay or interfere with more appropriate
or effective treatments.

The Commission heard about the role of the Federal Trade Commission (FTC)in identifying false
and deceptive CAM-related health claims, and their efforts to minimize the occurrence of these
claims. There was public support for sufficient resources for Federal agencies such as the FTC
and the Consumer Product Safety Commission to improve oversight of CAM products and
services. Testimony also underscored the need for increased consumer education in identifying
deceptive and unsubstantiated claims in all forms of marketing and advertising, and the
importance of involving trusted community leaders in developing successful strategies to prevent
consumer exploitation.

C. Access to and Delivery of Complementary and Alternative Medicine

Access to and delivery of health care services affect health care utilization and health outcomes.
Many factors influence access to and delivery and utilization of health care services. These factors
may include quality of care; distribution and availability of local providers; licensing,
certification, and credentialing of providers; coverage and reimbursement; characteristics of the
health care delivery system; and consumer outreach, education, and satisfaction. Testimony
provided to the Commission suggests that access to and delivery of CAM practices and products
face many of the same issues as conventional care, but also face some issues that are unique to
CAM. As with conventional care, these issues often are magnified for rural, uninsured,
underinsured, and diverse populations.

Consumers, health care professionals, and representatives of professional organizations and
educational institutions told the Commission that Americans want to be able to choose from
among conventional and CAM practices and products, and they want assurances that practitioners
are qualified and products are safe. According to testimony, many Americans do not have either
this choice or these assurances.

Testimony described how States regulate health care practitioners by helping to assure quality and
accountability of professions and providing a process for professional conduct review and
disciplinary action. Information provided to the Commission illustrates state-by-state variability
in regulatory approaches to licensure and scope of practice. This information shows that
chiropractors are licensed in all States, while acupuncturists, massage therapists, and naturopathic



physicians are licensed in 41, 30, and 11 states, respectively. These variations impact access to
and delivery of CAM by limiting practitioners’ ability to practice lawfully and obtain malpractice
insurance.

While some CAM professions endorse licensure and certification to participate more fully in the
health care delivery system, several witnesses testified that licensure or certification is not feasible
for some categories of CAM practitioners such as Native American and other traditional healers
who do not have accredited educational facilities and who function under local community
standards. Some CAM practitioners consider their disciplines to be educational (Alexander
Technique) or spiritual (Reiki) and have expressed concerns about licensing as health
professionals. The Commission also heard from several conventional practitioners who
incorporate CAM modalities in their practices and are concerned that their integrative approach
does not lend itself to the licensure process. They recommended that scope of practice laws be
broadened to allow latitude for CAM modalities to be used.

The Commission heard about several models of delivery of CAM services. These included solo
CAM practitioners, freestanding CAM facilities offering multiple CAM approaches; collaborative
models that support referrals, consultation, and co-management; and a variety of integrative
models in which CAM practitioners work with conventional practitioners. There has been little
evaluation of the effect on access, clinical outcomes, or cost-effectiveness of these models.

While many of those testifying supported integrative models of delivery, some CAM practitioners
expressed concern that the integrity, philosophy, and standards of CAM disciplines may be
compromised and the effectiveness of CAM practices may be diminished or lost, as various
integrative approaches are explored. Other CAM practitioners suggested that if integration
occurs, it should include entire systems of care and healing rather than only selective
incorporation of CAM modalities that fit into the biomedical model. The importance of educating
conventional practitioners in the philosophical and historical roots of CAM disciplines was cited
as an important step in preserving the integrity of these other systems of care and healing.

Testimony indicated variation in use of CAM among people of different racial, ethnic, and
cultural backgrounds, as well as geographic, economic, and condition-specific variations.
However, little information is known regarding factors that determine consumer choice of CAM
practices and products. This information was described as important in the appropriate design,
development, and implementation of policies and programs.

Coverage And Reimbursement Of CAM Practices And Products

The Commission heard from a spectrum of experts on health care financing, the tnsurance and
managed care industries, and other issues regarding coverage and reimbursement of CAM
practices and products. Employers and other health plan sponsors are the major purchasers of
health coverage and, in conjunction with insurance and managed care companies, they determine
which health benefits are covered and how the services are reimbursed for most Americans.



Testimony indicated increasing interest in and coverage of CAM services by employer-sponsored
health plans in direct response to employee requests. They also are increasingly adding CAM
benefits to attract and retain employees, improve health, and comply with state mandates.
Various employer-sponsored health plans were described, including: limited coverage for certain
CAM services (e.g. chiropractic care) as part of a basic benefit package; information-only
programs (e.g. Internet-based programs related to CAM modalities); on-site services (e.g. yoga
class); a CAM benefit account (e.g. a $500 annual maximum benefit, with employee co-
payments), discount programs (employees may receive CAM services and pay a discounted fee
by using a pre-screened panel of CAM providers), or benefit riders (employees may opt to
participate in a CAM managed care plan that offers certain services through a credentialed
network of CAM providers and with utilization controls).

Federal and State governments are also major purchasers of health care. The Federal government,
often through Congressional legislation, makes decisions regarding the health benefits for
Medicare, Medicaid, the military, veterans, Federal employees, and others, including funding for
the State Children’s Health Insurance Program. Some Federally sponsored sites, such as military
and veterans’ treatment facilities, are beginning to make some CAM benefits available. States
establish health plans for their employees and share responsibility with the Federal government
for the Medicaid program and the State Children’s Health Insurance Program. States usually
enhance the Federally mandated benefits available under Medicaid and extend Medicaid coverage
to the medically indigent.

Despite such programs, an overwhelming majority of Americans do not have coverage or
reimbursement for CAM services or products. They must pay out-of-pocket for CAM services for
the treatment of diseases, prevention, and wellness services. Thus, access to CAM products and
practices is largely limited by the ability to pay.

Representatives of the insurance and managed care industries told the Commission that they are
interested in adding covered benefits provided that the services and products are safe, of
consistently high quality, are no longer investigational, and that criteria exist for determining
medical necessity. They also want standards of practice to guide utilization, assure quality care,
and manage financial risk (in view of the potential for malpractice/medical liability suits).
Another requirement they specified is that practitioners are adequately educated, trained, and
qualified by licensure and/or certification.

Those health care purchasers who are interested in offering CAM services often must base their
decisions on incomplete information on safety, efficacy, and cost-effectiveness. Purchasers
testifying before the Commission identified a need for efforts to develop appropriate coding for
CAM services, improve the collection of claims data, and develop data bases for managing
information and conducting research on the cost-effectiveness and utilization of CAM. They also
expressed an interest in supporting research to determine whether CAM services and products
would be replacements for or additions to conventional services and products. It was suggested
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that public agencies and private organizations co-sponsor a conference on the development of
data on CAM services and products to address issues of coding and building claims data bases,
and to identify what decision-makers need regarding utilization and cost information.

Public testimony recommended that health services research and demonstration projects be
funded by public, private and joint public-private sources to provide information on the efficacy,
cost-effectiveness, and cost-benefits of CAM practices and products. It was also requested that
the Federal government establish and adequately fund efforts to make CAM research results more
available and accessible to the public and to industry, particularly employers, insurers, and
policymakers.

D. The Education and Training of Health Care Practitioners in CAM

Testimony underscored the importance of increasing the knowledge and understanding of CAM
among conventional health care practitioners to enhance and protect the public’s health. It was
suggested that a basic or core CAM curriculum for conventional health care professionals be
developed at the professional school, postgraduate, and continuing education levels. It also was
suggested that these curricula in CAM fundamentals and principles should be developed in
conjunction with CAM experts. The curricula should establish, to the extent possible, an
evidence-based foundation for conventional health professionals to discuss CAM use with their
patients, to make referrals to appropriately trained CAM professionals, and to develop an
understanding of the interactions, either therapeutic or harmful, between conventional and CAM
treatments to improve and safeguard their patients’ health.

Consumer testimony revealed that many people are reluctant to disclose their CAM use to their
conventional health care providers whom they believe are not knowledgeable about CAM or
interested in CAM approaches to healing. This represents a potential health hazard because
conventional practitioners often do not know that their patients may be taking herbal or nutritional
supplements which may interact with medical treatments, #1280r perioperative care associated
with anesthesia or surgical procedures.'>'*"

Another issue that emerged during testimony was the need to educate CAM practitioners in the
basics of conventional health care so that they can recognize the limits of their clinical expertise
and make appropriate referrals to conventional health care providers. It was suggested that a basic
curriculum for CAM students and practitioners should include information on evidence-based
medicine, conventional health care, and other CAM modalities and systems of heath care. A
number of CAM representatives reported that there is a need for access to funding and other
resources for faculty, curricula, and program development as well as for student access to loan
and scholarship opportunities. Testimony also suggested that training of CAM professionals
should include postgraduate and continuing education programs that resemble those currently
available to conventional health care providers.
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The Commission learned about innovative models of cooperative and collaborative CAM training
programs, which expose conventional medical and CAM students to each other’s philosophies
and practices. Continuing education programs exist for audiences composed of both conventional
and CAM practitioners.

E. Coordinating And Centralizing Federal CAM Efforts

Based on testimony received and documents reviewed, the Commission has come to appreciate
the need for a centralized process at the Federal level to coordinate CAM activities to ensure
optimal access to safe and efficacious CAM products, services and modalities is ensured. The
Commission will continue to consider a range of administrative options to promote this level of
coordination, including the creation of a centralized Federal office. The Office of Women’s
Health, or the Office of Minority Health, both established within the Office of the Secretary for
Health and Human Services, may provide useful models from which the Commission can develop
an operational proposal. These Offices primarily serve to coordinate, support, and enhance
ongoing and new Federal efforts relevant to their missions at all levels of the Federal sector.
Thus, a centralized coordinating entity for CAM would neither preempt nor supplant those
Federal efforts already in place, particularly the research activities or agenda of the NIH’s
National Center for Complementary and Alternative Medicine. Nor would it supplant the
responsibilities of regulatory agencies, such as the Food Drug Administration and the Federal
Trade Commission.

Regardless of its final form, it will be critical to include a significant element of public input into
the development of such a Federal coordinating entity.

F. CAM In Wellness, Self-Care, Health Promotion And Disease Prevention

The role of CAM in wellness, self-care, health promotion and disease prevention was a frequently
emphasized topic throughout the testimony provided to the Commission, including areas where
CAM may assist in achieving the Nation’s health promotion and disease prevention goals. Since
the publication of Healthy People: The Surgeon General's Report on Health Promotion and
Disease in 1979, goals and objectives for the Nation’s health have been defined and monitored.
The most recent report, Healthy People 2010, includes the involvement of all of the agencies
within the Public Health Service, as well as State and local health departments and a wide range
of private sector health organizations. Witnesses testified that the integration of CAM in health
promotion and disease prevention could have profound consequences on the wellness and quality
of life of individuals, and may impact on the health care delivery system of the United States.

Many CAM disciplines are derived from cultural traditions and practices that are rooted in
connections between the body, mind, and spirit and between individual health and the
community’s well being. Public testimony recommended that CAM principles and practices of
health promotion be taught at all levels of the educational system, and that methods be explored



to integrate CAM principles (e.g. connection of body, mind and spirit) and practices (e.g., stress
reduction techniques and nutrition) into a national health and wellness initiative.

In the testimony presented to the Commission, the current health care system was described as
primarily disease-focused, with most of research, education, training, reimbursement, and
information development and dissemination directed toward identifying and treating disease.
Experts believe that the incorporation of CAM principles and practices into the current health care
system would improve the emphasis on wellness, self-care, health promotion and disease
prevention. Many feel that one of the most important and enduring contributions of CAM will be
its emphasis on maintaining wellness and the important role of self-care.

Witnesses described programs in schools, the workplace, geriatric centers, and other institutions
that are integrating CAM approaches to wellness, self-care, and prevention into their activities,
and recommended that these programs be studied and expanded. It was also emphasized that
conventional health professionals need to have some training in the role of CAM in wellness, self-
care, and prevention, and that a multi-disciplinary team approach, with CAM and conventional
providers working together, can be a very effective way to promote health and enhance self-care
and wellness.

II1. Conclusion

The Commission continues to deliberate on all of the issues discussed in this Interim Report and
others in order to fully comply with the Executive Order. The Commission continues to study
working models from many sources, including those from other countries. The Final Report will
provide a contextual overview of complementary and alternative medicine so that
recommendations provided enforce principles that guide good health care, including empowering
consumers through choice and reliable, accurate information; maximizing access and delivery of
safe and efficacious health care; and promoting health and preventing illness by encouraging the
well-being of the whole person. As the Commission develops final recommendations and
proposals for legislative and administrative actions, it will continue to solicit and consider the
advice of the public.
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Appendix 2 Commission Membership Roster
Appendix 3 Schedule of Commission Meetings and Material Subjects Reviewed
Commission Meetings

July 13-14, 2000 - Planning Meeting
e Discussion of Vision, Issues and Concerns of the Commission Members on Issues
Presented in Executive Order
e Development of Meeting Schedule
¢ Discussion of Website Development and Content

October 5-6, 2000 - Coordination of CAM Research & Achievements, Opportunities, Obstacles
and Solutions

e Public Input and Research Priorities

e Federal Support for CAM Research

e Academic Centers and Support for CAM Research

e Research Support and Collaborations at the NIH

e Facilitating CAM Research and Regulatory Challenges

e Research in the Regulatory Framework

e Outcomes Research - Interface between CAM Research and Regulatory Agencies

e Qutcomes Research - CAM Research and Experimental Study Design

e Guiding Principles of CAM Perspectives and Practices

e Support for CAM Research - The Not-for-Profit Sector

e Support for CAM Research - The Private Sector

e Support for CAM Research - Federal Agency Support

December 4-5, 2000 - Access and Delivery of CAM Services

e Utilization of CAM Services and Products

o Cost Effectiveness of Selected CAM Services

o Clinical Effectiveness of Selected CAM Services

e Use of CAM for Selected Health Conditions

e [ssues in Integrating CAM in Service Delivery

e Meeting Public Needs: Systems of CAM Delivery at Community Health Clinics, in
Private Practice and Hospital-based Centers, in Hospice Care, at Academic Research
Centers and in Managed Care Organizations.

February 22-23. 2001 - Training, Education, Credentialing and Licensing of CAM Practices
e (CAM Education and Training: Establishing Educational Programs
e Continuing CAM Education and Training - Building Knowledge and Skills
e CAM Credentialing and Licensure - Assuring Quality and Accountability in CAM
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Practices

March 26-27, 2001 - Development and Dissemination of CAM Information
e CAM in the Media - Newspapers, Magazines, Television and Radio
e CAM in the Media - The Internet
¢ Evaluation of available CAM Information
e Marketing and Advertising of CAM Services and Products

March 27, 2001 - CAM in Wellness and Self Care
e Integrative Approaches to Wellness - Children, Families and Communities
e Integrative Approaches to Wellness - Nutritton
¢ Integrative Approaches to Wellness with Self-Care

May 14-15. 2001 - Coordination of CAM Research
e Not-for-Profit Support for CAM Research
o Investigating the Scientific Bases of CAM Practices
e Approaches to Evaluating CAM Research Literature
e Challenges of CAM Research and Research Training
e Peer Reviews of CAM Research Results in the Published Literature

May 15-16, 2001 - Coverage and Reimbursement of CAM Services
e Health Care Financing in the United States
o Federal Purchasers
o State Perspectives

Employer Coverage

The Underinsured, Uninsured and Minorities

Health Plans and CAM Benefits

Healthcare Insurance - Providers Perspectives

Evolving Health Care Systems

July 2-3. 2001 — Discussion of Interim Progress Report

Town Hall Meetings

September §, 2000 - San Francisco, CA
October 30-31, 2000 - Seattle, WA
January 23, 2001 - New York City, NY
March 16, 2001 - Minneapolis, MN

Topics Discussed
e Access, Financing and Reimbursement of CAM Practices and Products
¢ Integration of CAM into Health Care Delivery Systems

16



¢ Dietary Supplements and Herbal Products

e Education of CAM Providers

o Education of Health Professionals

e Culturally - Based Healing Traditions

¢ Regulation of CAM Practices and Products

e Washington State and Minnesota State Legislation of CAM Practices and Products
e Development and Dissemination of CAM-Related Information

e Accountability of CAM Providers

Future Meeting Dates of the Commission

e October 4-6, 2001 Bethesda, MD
e December 6-7, 2001 Washington, DC
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Appendix 4
FEDERAL AGENCIES WITH HEALTH RESEARCH AND/OR RELATED ACTIVITIES
DEPARTMENT OF HEALTH AND HUMAN SERVICES

National Institutes of Health (NIH)
Agency for Health Research and Quality (AHRQ)
Food and Drug Administration (FDA)
Health Resources and Services Administration (HRSA)
Substance Abuse and Mental Health Services Administration (SAMHSA)
Centers for Disease Control and Prevention (CDC)
Center for Medicaid and Medicare Services (CMS)
(formerly the Health Care Financing Administration)
Indian Health Service (IHS)

DEPARTMENT OF AGRICULTURE

DEPARTMENT OF DEFENSE

DEPARTMENT OF EDUCATION

DEPARTMENT OF LABOR

DEPARTMENT OF VETERANS AFFAIRS

INDEPENDENT AGENCIES
Consumer Product Safety Commission
Environmental Protection Agency

Federal Trade Commission
National Science Foundation
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and alternative medicines.
Norred CL, Finlayson CA.
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Denver, Colo., USA.

The preoperative use of certain complementary and alternative medicines
may predispose surgical patients to an acquired coagulation disorder
resulting in excessive bleeding. Many herbs and dietary supplements
inhibit platelet adhesion and aggregation or contain coumarins. We report
the case of a patient undergoing breast surgery at the University of
Colorado Health Sciences Center Denver, Colo, who had extensive
postoperative bleeding requiring surgical re-exploration. Preoperatively
the patient consumed vitamin E and several herbs with potential to alter
the hemostatic process combined with the drugs quinine sulfate and
sertraline hydrochloride. These combinations of alternative and
conventional drugs may have contributed to inhibition of coagulation.
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Privacy Policy this herbal self-therapy has important implications for the practice of
surgery. A case of post-laparoscopic cholecystectomy bleeding in a
patient taking Gingko biloba is reported. This preparation has been
reported to cause spontaneous bleeding and may interact with
anticoagulants and antiplatelet agents. Other herbal medicines have also
been associated with potential increased bleeding including garlic,
feverfew, ginger, and ginseng. It is vital for surgeons to be apprised of all
substances ingested by patients, to be cognizant of their potential adverse
effects and drug interactions, and to be familiar with their therapeutic
modality, all of which will help to optimize therapeutic approaches and
improve patient outcome.
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Herbal supplements: considerations in dental practice.
Cohan RP, Jacobsen PL.
University of the Pacific School of Dentistry, USA. rcohan@sf.uop.edu

Over-the-counter natural herb products constitute a rapidly growing
market in the United States. As with conventional medications, the health
care provider needs to be aware of these products' effects, side effects,
advantageous synergics, and possible or probable adverse drug reactions.
This paper will present 20 of the most frequently used herbs in the United
States and discuss appropriate precautions and herb-drug interactions of
possible concern in clinical dental practice.
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Use of complementary and alternative medicines by surgical
patients.

Norred CL, Zamudio S, Palmer SK.

School of Nursing, University of Colorado Health Sciences Center,
Denver, USA.

This study examined the frequency of surgical patient use of
complementary and alternative medicines prior to surgery. After
conducting a literature review on the known effects of alternative
medicines, we evaluated their potential interactions with anesthetics. At
the University of Colorado Health Sciences Center, Denver, Colo, we
surveyed 500 elective surgical outpatients about alternative medicines
taken during the 2 weeks prior to surgery. Of the 500 patients surveyed,
51% preoperatively took herbs, vitamins, dietary supplements, or
homeopathic medicines (range, 1-22 per patient). Substances from 2 or
more categories of alternative medicines (herbs, vitamins, dietary
supplements, or homeopathic medicines) were consumed by 24% of
patients. Twenty-four percent of surveyed patients consumed 50 different
herbs, 41% took 9 types of vitamins, 44% took 31 types of dietary
supplements, and 1% of patients took the homeopathic arnica.

[ Classification by potential adverse effects revealed that 27% of surgical

patients consumed alternative medicines that may inhibit coagulation,
affect blood pressure (12%), cause sedation (9%), have cardiac effects
(5%), or alter electrolytes (4%). Greater communication, knowledge, and
scientific research are needed to safely integrate complementary and
alternative medicines in the future management of the surgical patient.
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Preoperative considerations with herbal medicines.
Murphy JM.
Children's Hospital, Boston, USA.

More patients are using herbal remedies. Even though herbs are natural
products, they often act like medications and may interact with or
potentiate other medications. During a preoperative evaluation, nurses
should ask patients about their use of herbal remedies. Certain herbs are
dangerous and should never be taken, and others must be avoided before
elective surgery. Today's perioperative health care professionals must
become familiar with basic information about herbs to carry out thorough
assessments. At times, caregivers may need to educate and counsel
consumers about benefits and harmful aspects of herbal preparations.
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Preoperative assessment: Safety considerations for patients
taking herbal products.

Flanagan K.

Katy Flanagan, RNC, CAPA, is the Coordinator for the ASPAN
Preoperative Assessment Specialty Practice Group and the Medical-
Surgical Patient Coordinator at Grady Memorial Hospital, Delaware, OH.

The increased use of herbal therapy and other dietary supplements in the
past decade has increased the risk of complications for patients
undergoing surgery. The use of herbal products is projected to rise in the
United States. Therefore, it is important for the perianesthesia nurse to be
aware of the herbal products that patients are taking and the possible
anesthesia and/or surgical complications related to herbal products.
Current resources are reviewed in this article to increase awareness for
the perianesthesia nurse. Recommendations for establishing local
protocols are given, and patient education on the use of herbal products is
also considered. Copyright 2001 by American Society of Anesthesia
Nurses.
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Herbal medicines: current trends in anesthesiology practice-
-a hospital survey.

Kaye AD, Clarke RC, Sabar R, Vig S, Dhawan KP, Hofbauer R,
Kaye AM.

Department of Anesthesiology, Texas Tech University, Lubbock, TX
79430, USA.

STUDY OBIJECTIVES: To develop a simple survey to determine the
patient population actively utilizing dietary supplements and/or herbs,
during the preoperative period. DESIGN: Prospective study, with survey
instrument. SETTING: University medical center. PATIENTS: 1,017
patients presenting for preanesthetic evaluation prior to outpatient
surgery. INTERVENTIONS: After undergoing preanesthetic evaluation,
patients were asked to complete a survey listing which of the nine most
popular nutraceuticals currently available on the market they were using.
MEASUREMENTS AND MAIN RESULTS: A total of 1017 surveys
were submitted over a period of five months, with 32% being poorly
completed and thus discarded. Of the remaining 755 valid surveys, 482
patients used at least one nutraceutical agent. 90% of these patients were
using vitamins, 43% garlic extracts, 32% Gingko Biloba, 30% St. John's
Wort, 18% Ma Huang, 12% Ecchinaceae, 10% Aloe, 8% Cascare, 3%
licorice. CONCLUSION: A significant population of patients scheduled
for an elective surgical procedure are self-administering nutraceutical
agents. Some of these agents have the potential to cause serious drug
interactions and hemodynamic instability during surgery. Hence, it may
be important to identify patients self-administering these medications,
during the preoperative period.
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DRAFT Interim Progress Report
White House Commission on Complementary
and Alternative Medicine Policy
July 26, 2001

I. Introduction

The White House Commission on Complementary and Alternative Medicine Policy
(WHCCAMP) was established by Executive Order 13147 on March 7, 2000, to develop
legislative and administrative policy recommendations that will maximize the benefits of
complementary and alternative medicine (CAM) practices and products for the general public.

The President and Congress created the Commission in response to the public’s interest in and use
of CAM modalities and approaches and in a variety of self-care practices. The Commission is
charged with submitting a final report to the President and Congress by March 7, 2002.

This Interim Progress Report provides a brief overview of CAM as well as the Commission and
its activities. It also discusses the Commission’s progress to date in reaching consensus and
developing recommendations around the four major topic areas outlined in the President’s
Executive Order. Individuals and organizations are encouraged to provide written comments on
this Interim Progress Report for further consideration by the Commission through its website or
by letter to the Commission staff.

The Commission’s Charge

The President’s Executive Order (see Appendix 1) charged the Commission to consider four
broad topics related to CAM:

e Coordinated research to increase knowledge about CAM practices and products;

e The provision to health care professionals of reliable and useful information about CAM that
can be made readily accessible and understandable to the general public;

e Guidance for appropriate access to and delivery of CAM; and
e The education and training of health care practitioners in CAM.

The Commission’s role is to recommend policies that ensure the public’s health and safety when
accessing CAM practices and products and the practitioners who offer them. The Commission



will also recommend strategies to increase the availability of authoritative information about the
safety and efficacy of CAM practices, techniques, practitioners, and products.

A. Overview of CAM

Definitions of complementary and alternative medicine (CAM) continue to evolve and change.
CAM generally refers to the modalities, practices, techniques, and systems of healing that are
used together with (“complementary to”) or instead of (““alternative to”’) conventional medicine.
Among the modalities that are most often associated with the term CAM are chiropractic,
acupuncture, massage therapy, mind-body techniques (e.g., biofeedback, guided imagery, yoga,
and meditation), some forms of nutritional therapy, dietary supplements, and herbal products, as
well as homeopathy, naturopathic medicine, various forms of energy healing, and the indigenous
healing systems of the multiethnic groups of the United States population.

Over the past decade, several nationwide surveys have documented a substantial and growing
usage of CAM practices and products by the American public."4 These surveys have found that
most CAM users seek out conventional medical treatment first, and then turn to CAM
practitioners. Most people appear to use CAM in conjunction with, not as a replacement for,
conventional medical therapy.! The use of CAM modalities, practices, and products by the
general population varies in the published literature, ranging from 6.5 percent6 to 42 percent3
depending on the population studied and the criteria used to define “CAM”. Other studies have
documented even higher use of CAM therapies among people with chronic and life-threatening
conditions.™ For example, a recent study indicated that 69 percent of patients included CAM
approaches as part of their cancer care.’

B. An Overview Of The Commission: Its Membership and Activities To Date

Commission Membership

The Commission includes twenty members representing a diverse range of expertise in
biomedical research, medical and CAM fields. The Commissioners include the Chair, James S.
Gordon, M.D.; George M. Bernier, Jr., M.D.; David E. Bresler, Ph.D.; Thomas M. Chappell;
Effie Poy Yew Chow, Ph.D.; George T. DeVries, I1I; William R. Fair, M.D.; Joseph J. Fins,
M.D.; Veronica Gutierrez, D.C.; Wayne B. Jonas, M.D.; Charlotte R. Kerr, R.S.M., RN, M.P.H,,
M.Ac.; Linnea S. Larson, LCSW; Tieraona Low Dog, M.D., A H.G.; Dean Ornish, M.D.;
Conchita M. Paz, M.D.; Joseph E. Pizzorno, Jr., N.D.; Buford L. Rolin; Julia Scott; Xiaoming
Tian, M.D.; and Donald W. Warren, D.D.S. (Appendix 2)

Activities To Date

The Commission has held seven formal meetings in Washington D.C., all of which have included
sessions for open public comment, and four Town Hall meetings, where hundreds of people gave
testimony. In total, the Commission has heard from more than 1,000 speakers and received
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nearly 2, 000 individual comments and recommendations from the public. The Commission plans
to review reports from previous commissions and authoritative bodies on the topics identified in
its charge and to solicit additional written comments and suggestions from the general public by
e-mail, fax, and mail.

Each of the Commission meetings have focused on one or more of the four major topics in the
Presidential Executive Order, as follows:

July 13-14, 2000: Planning Meeting

October 5-6, 2000: Coordination of CAM Research

December 4-5, 2000: Access and Delivery of CAM Services and Products
February 22-23, 2001: Education, Training and Credentialing for CAM Practices

e March 26-27, 2001: Wellness, Self-Care, and Prevention and the Development and
Dissemination of CAM Information to the Public

e May 14-16, 2001: Coverage and Reimbursement of CAM Services and Coordination of
CAM Research

e July2-3,2001: Discussion of the Interim Progress Report and Draft Recommendations

At the four Town Hall meetings held in San Francisco, Seattle, New York City and Minneapolis
testimony was presented on subjects related to all four topics. Appendix 3 contains a detailed
description of the subjects discussed during the Commission and Town Hall meetings. The
transcripts, agenda, and other information pertaining to all Commission Meetings and Town Hall
Meetings are available on the Commission’s website, http://whccamp.hhs.gov. Additional
information, such as Commissioner biographies and a schedule of future meetings, also is readily
available at the website. The website is periodically updated to reflect ongoing activities of the
Commission. Comments, recommendations, and suggestions can be sent though the website, or to
whecamp@mail.nih.gov.

II. The Commission’s Progress To Date

In developing policy recommendations to ensure the public’s health and safety, the Commission
recognizes that recommendations about the appropriate use of safe and effective CAM practices
and products must be grounded in sound scientific and ethical principles. The Commission
supports the promotion of rigorous science and the appropriate use of the scientific method in
research studies. The Commission recognizes the major ongoing contributions in this area by the
National Center for Complementary and Alternative Medicine (NCCAM) at the National
Institutes of Health. The Commission also supports making the current evidence for CAM
practices and products more widely and easily available to the public and health care providers.

Other principles that will guide the Commission in its deliberations include: an emphasis on
health promotion and wellness in addition to disease prevention and the treatment of illness; a
recognition that the body has a remarkable capacity for healing that can be facilitated by
addressing the underlying causes of illness and suffering; an attention to all aspects of life that can
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impact health—physical, mental, emotional, and spiritual; an understanding that each person has
unique needs that must be attended to in every therapeutic setting and encounter; and a belief that
self-care is integral to our nation’s healthcare and should be taught to health professionals and
the public.

The Commission also is focused on maximizing the potential benefits of CAM by considering
recommendations that promote collaborations between conventional and CAM health care
professionals and researchers, and by encouraging the integrated delivery of CAM along with
conventional medicine, where appropriate. Furthermore, the Commission recognizes that
consumers have a basic right to choose freely among CAM practitioners and products they
believe are beneficial to their health and must be included as partners in any policy or regulatory
decisions about CAM access, delivery, and research.

The Commission’s final recommendations will be based on these principles and formed by the
evidence presented and gathered during its deliberations. The diverse perspectives reflected in the
testimony heard, from advocates, critics and other expert witnesses will be considered in the
context of these principles and the potential benefits and risks of CAM use in this country. This
interim report provides an overview of the issues presented to the Commission, including the need
for Federal efforts to ensure access by the public to safe and efficacious CAM services and
products, and for reliable and timely information.

A number of speakers noted that many CAM systems of practice place an emphasis on promoting
wellness in addition to treating illness and dysfunction. There was considerable public support
for the Federal government to help to shape health promotion initiatives and disseminate
information to the public on CAM as well as conventional approaches to wellness and disease
prevention.

A. Coordination Of Complementary And Alternative Medicine Research

Americans are seeking out and using CAM practices and products. In many cases, people are
using these practices and products without the scientifically based information necessary to make
informed choices about their safety and efficacy. Individuals who testified, from both the CAM
and conventional medical communities, agreed that the public’s health and safety calls for more
rigorous scientific research and more readily available information on the results of CAM
research that already exist. Underlying all research is the paramount goal of producing
dependable and relevant information for practitioners and the public.

Testimony to the Commission described a growing interest in and support for CAM research, not
only on the part of the CAM community and the public, but also at the Federal level, in academic
health centers, in community hospitals, and in mainstream private practices. This interest has
further stimulated CAM professional schools and manufacturers of CAM products to enhance
their own research capacity. The importance of public input into the research agenda was
discussed often during testimony.



Speakers identified several types of evidence-based medical research they believe are needed,
such as studies on the basic mechanisms of action; clinical safety and efficacy; treatment
outcomes; and health services, including cost-effectiveness and health care delivery. Speakers
and Commissioners agreed that to be methodologically sound, CAM-related studies must have a
clear question; a sound study design; a qualified research team; objective, verifiable data; and
balanced conclusions that meet acceptable standards of evidence. There was general agreement
that the research should meet high standards of design and execution consistent with the type of
information being sought; that strategies be applied that appropriately incorporate step-wise
approaches to research sequence and design, as is done in many areas of conventional medical
research; and that clinical research comply with human subject protections and appropriate
institutional review board guidelines.

Many of those who testified agreed that CAM research might be best served by collaborations
between conventional and CAM researchers and clinicians, and improved understanding of CAM
by institutional review boards. One goal of these collaborations is to produce research results that
meet the rigorous publication requirements of published and on-line peer-reviewed journals that
already set standards for the conventional medical community. Testimony also emphasized the
need for continued support for training conventional and CAM researchers to study CAM
therapies; increased support for developing research infrastructures at accredited CAM and
conventional institutions; and for developing funding initiatives to study promising nonpatentable
products

Support and coordination of CAM activities by agencies of the Federal government were seen as
essential to assure the types and quality of studies needed. Speakers identified strong and
continued support for agencies involved in CAM research and related activities and support for all
other Federal agencies with research or related responsibilities as key elements in achieving
research progress in these areas. (See Appendix 4) In addition, there was considerable public
support for encouraging the private sector--foundations, product manufacturers, and
pharmaceutical companies--to support CAM research and collaborate with the Federal sector in
strengthening research efforts.

Regulatory Activities

Effective regulations serve and protect the public by ensuring compliance with standards that are
shaped by good research, and removing harmful products from the marketplace. Public testimony
supported the importance of the Federal government’s role in ensuring that CAM products are
safe. Testimony also expressed concern that the content and purity of some CAM products, such
as herbs and dietary supplements, is inconsistent.

The Commission heard testimony that some products do not contain the ingredients or the amount
of ingredients listed on the label, resulting in consumers receiving more, less, or something other
than what they understand the label to indicate. All of these could potentially have negative



health consequences. Testimony made clear that the Food and Drug Administration (FDA) has
authority through the Dietary Supplement Health and Education Act (DSHEA) to insure product
safety, but that its resources have not been commensurate with these responsibilities. In the
testimony, there was strong support to fully implement DSHEA, provide adequate funding for its
full implementation, and assure that the FDA has adequate professional staff with expertise in
dietary supplements, particularly botanical products.

A number of speakers, including many from the herb and dietary supplement industries, asked
that the FDA establish regulations on Good Manufacturing Practices (GMPs) for quality control
and standardization as a minimum standard for the safety and integrity of all products. They also
called upon Federal agencies and the private sector to coordinate efforts to establish and
implement guidelines standardizing the composition and purity of products, and to address
possible contaminants and adulterants. Researchers asked for standards that will result in a
readily available supply of products with consistent composition to assure reliable research
results. There was also support for the establishment of a dedicated CAM-related office and/or
CAM-related core review teams to facilitate the regulatory review of CAM products.

Although the occurrence of adverse events from the use of dietary supplements is considered to
be quite small, any adverse event can become a public health issue. Several speakers asked for a
strengthening and expansion of the FDA’s adverse event reporting (AER) system and for this
information to be made widely available. This is consistent with a recent report from the Office
of the Inspector General of the Department of Heath and Human Services which describes the
cu;'rent limitations of the AER system for all products and provides recommendations to improve
1t

Testimony focused on the need for manufacturers to make information on the benefits and risks of
herbs and dietary supplements readily available to consumers and health care professionals
through methods such as package inserts. This information should include any limitations;

known interactions with drugs, foods, and other health products; and possible risks to vulnerable
populations, including children, the elderly, pregnant and nursing women, and those with certain
health conditions or compromised immune systems. 10

B. Providing Reliable, Useful Information on CAM to Healthcare Professionals and the
Public

The Commission heard testimony that the quality, accuracy, accessibility, and timeliness of
information on CAM practices and products vary greatly, and there is a significant need for
accurate, authoritative, and up-to-date information about CAM. People want to know which
CAM approaches might work for them, where they can find professionals qualified to provide
these services, and how CAM therapies might interact with their conventional treatments.
Clinicians, likewise, need information on the safety and efficacy of various CAM approaches so
that they can converse with their patients about CAM and make appropriate and authoritative
recommendations and referrals.



Internet, Radio, Television, and Print Media

The Internet has emerged as a major source of health care information, including information
related to CAM, for both consumers and health care providers. The Federal Trade Commission
predicts that 30 million Amerlcans w1ll seek health information online in 2001 and that this
number is increasing dramatlcally ' There are numerous CAM-specific web sites as well as a
variety of general health information sites that include some CAM information. According to
public testimony, some of these sites provide accurate and current information, while many others
contain inaccurate, misleading, self-serving, or outdated information.

The Commission heard that for people without access to the Internet or the skills to use the
Internet, the National Library of Medicine and the public libraries, through the American Library
Association, are training librarians to help people gain access to health information on the
Internet. It was suggested that these efforts also could be used to help people gain access to
information on CAM practices and products.

Similarly, the Commission heard testimony that television, radio, and print media coverage of
CAM benefits and safety issues is often uneven, incomplete, or biased. Media representatives,
health professionals, and the general public said that several Federal agencies provide important
and useful resources for information on the benefits and safety of CAM. However, they said they
are still hampered in their efforts to obtain objective, comprehensive information about CAM by
the lack of a central, authoritative resource within the Federal government that can quickly and
reliably answer questions on a variety of CAM issues.

Many people from the conventional and CAM professional communities, the public, and the
media asked the Federal government to assume a greater leadership role in providing and
coordinating authoritative information about CAM practices and products in an easily accessible
form that ensures consistent, quality information.

Public testimony described indigenous systems of healing and the use of culturally based CAM
therapies among people of different racial and ethnic groups. Community leaders called for the
development and promotion of information on the appropriate use of CAM theraples that would
be targeted to diverse population groups in the United States.

Public testimony suggested that the Federal government establish a public education campaign
that teaches consumers how to evaluate and assess information on treatments that have not been
evaluated by the FDA. It was also suggested that a public-private partnership be created to
establish a voluntary code of standards for information available on the Internet and through other
media, including standards for ethics and disclosure of conflicts of interest; and that the Federal
Government extend privacy protections for health information on the Internet to users of CAM-
related sites.



Advertising, Marketing, and Labeling Regulatory Activities

Advertising, marketing, and labeling are important mechanisms for disseminating information to
the public about products. The Commission heard testimony that there is a significant amount of
false and misleading advertising, marketing, and labeling of CAM products and practices,
especially herbal and dietary supplements. Of particular concern is the marketing of products or
services that may be unnecessary, harmful, or otherwise detrimental to low-income populations,
the elderly, and non-English speaking people. False and misleading advertising may lead people
to seek treatments that are not only costly, but may also delay or interfere with more appropriate
or effective treatments.

The Commission heard about the role of the Federal Trade Commission (FTC)in identifying false
and deceptive CAM-related health claims, and their efforts to minimize the occurrence of these
claims. There was public support for sufficient resources for Federal agencies such as the FTC
and the Consumer Product Safety Commission to improve oversight of CAM products and
services. Testimony also underscored the need for increased consumer education in identifying
deceptive and unsubstantiated claims in all forms of marketing and advertising, and the
importance of involving trusted community leaders in developing successful strategies to prevent
consumer exploitation.

C. Access to and Delivery of Complementary and Alternative Medicine

Access to and delivery of health care services affect health care utilization and health outcomes.
Many factors influence access to and delivery and utilization of health care services. These factors
may include quality of care; distribution and availability of local providers; licensing,
certification, and credentialing of providers; coverage and reimbursement; characteristics of the
health care delivery system; and consumer outreach, education, and satisfaction. Testimony
provided to the Commission suggests that access to and delivery of CAM practices and products
face many of the same issues as conventional care, but also face some issues that are unique to
CAM. As with conventional care, these issues often are magnified for rural, uninsured,
underinsured, and diverse populations.

Consumers, health care professionals, and representatives of professional organizations and
educational institutions told the Commission that Americans want to be able to choose from
among conventional and CAM practices and products, and they want assurances that practitioners
are qualified and products are safe. According to testimony, many Americans do not have either
this choice or these assurances.

Testimony described how States regulate health care practitioners by helping to assure quality and
accountability of professions and providing a process for professional conduct review and
disciplinary action. Information provided to the Commission illustrates state-by-state variability
in regulatory approaches to licensure and scope of practice. This information shows that
chiropractors are licensed in all States, while acupuncturists, massage therapists, and naturopathic



physicians are licensed in 41, 30, and 11 states, respectively. These variations impact access to
and delivery of CAM by limiting practitioners’ ability to practice lawfully and obtain malpractice
insurance.

While some CAM professions endorse licensure and certification to participate more fully in the
health care delivery system, several witnesses testified that licensure or certification is not feasible
for some categories of CAM practitioners such as Native American and other traditional healers
who do not have accredited educational facilities and who function under local community
standards. Some CAM practitioners consider their disciplines to be educational (Alexander
Technique) or spiritual (Reiki) and have expressed concemns about licensing as health
professionals. The Commission also heard from several conventional practitioners who
incorporate CAM modalities in their practices and are concerned that their integrative approach
does not lend itself to the licensure process. They recommended that scope of practice laws be
broadened to allow latitude for CAM modalities to be used.

The Commission heard about several models of delivery of CAM services. These included solo
CAM practitioners, freestanding CAM facilities offering multiple CAM approaches; collaborative
models that support referrals, consultation, and co-management; and a variety of integrative
models in which CAM practitioners work with conventional practitioners. There has been little
evaluation of the effect on access, clinical outcomes, or cost-effectiveness of these models.

While many of those testifying supported integrative models of delivery, some CAM practitioners
expressed concern that the integrity, philosophy, and standards of CAM disciplines may be
compromised and the effectiveness of CAM practices may be diminished or lost, as various
integrative approaches are explored. Other CAM practitioners suggested that if integration
occurs, it should include entire systems of care and healing rather than only selective
incorporation of CAM modalities that fit into the biomedical model. The importance of educating
conventional practitioners in the philosophical and historical roots of CAM disciplines was cited
as an important step in preserving the integrity of these other systems of care and healing.

Testimony indicated variation in use of CAM among people of different racial, ethnic, and
cultural backgrounds, as well as geographic, economic, and condition-specific variations.
However, little information is known regarding factors that determine consumer choice of CAM
practices and products. This information was described as important in the appropriate design,
development, and implementation of policies and programs.

Coverage And Reimbursement Of CAM Practices And Products

The Commission heard from a spectrum of experts on health care financing, the insurance and
managed care industries, and other issues regarding coverage and reimbursement of CAM
practices and products. Employers and other health plan sponsors are the major purchasers of
health coverage and, in conjunction with insurance and managed care companies, they determine
which health benefits are covered and how the services are reimbursed for most Americans.



Testimony indicated increasing interest in and coverage of CAM services by employer-sponsored
health plans in direct response to employee requests. They also are increasingly adding CAM
benefits to attract and retain employees, improve health, and comply with state mandates.
Various employer-sponsored health plans were described, including: limited coverage for certain
CAM services (e.g. chiropractic care) as part of a basic benefit package; information-only
programs (e.g. Internet-based programs related to CAM modalities); on-site services (e.g. yoga
class); a CAM benefit account (e.g. a $500 annual maximum benefit, with employee co-
payments), discount programs (employees may receive CAM services and pay a discounted fee
by using a pre-screened panel of CAM providers), or benefit riders (employees may opt to
participate in a CAM managed care plan that offers certain services through a credentialed
network of CAM providers and with utilization controls).

Federal and State governments are also major purchasers of health care. The Federal government,
often through Congressional legislation, makes decisions regarding the health benefits for
Medicare, Medicaid, the military, veterans, Federal employees, and others, including funding for
the State Children’s Health Insurance Program. Some Federally sponsored sites, such as military
and veterans’ treatment facilities, are beginning to make some CAM benefits available. States
establish health plans for their employees and share responsibility with the Federal government
for the Medicaid program and the State Children’s Health Insurance Program. States usually
enhance the Federally mandated benefits available under Medicaid and extend Medicaid coverage
to the medically indigent.

Despite such programs, an overwhelming majority of Americans do not have coverage or
reimbursement for CAM services or products. They must pay out-of-pocket for CAM services for
the treatment of diseases, prevention, and wellness services. Thus, access to CAM products and
practices is largely limited by the ability to pay.

Representatives of the insurance and managed care industries told the Commission that they are
interested in adding covered benefits provided that the services and products are safe, of
consistently high quality, are no longer investigational, and that criteria exist for determining
medical necessity. They also want standards of practice to guide utilization, assure quality care,
and manage financial risk (in view of the potential for malpractice/medical liability suits).
Another requirement they specified is that practitioners are adequately educated, trained, and
qualified by licensure and/or certification.

Those health care purchasers who are interested in offering CAM services often must base their
decisions on incomplete information on safety, efficacy, and cost-effectiveness. Purchasers
testifying before the Commission identified a need for efforts to develop appropriate coding for
CAM services, improve the collection of claims data, and develop data bases for managing
information and conducting research on the cost-effectiveness and utilization of CAM. They also
expressed an interest in supporting research to determine whether CAM services and products
would be replacements for or additions to conventional services and products. It was suggested
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that public agencies and private organizations co-sponsor a conference on the development of
data on CAM services and products to address issues of coding and building claims data bases,
and to identify what decision-makers need regarding utilization and cost information.

Public testimony recommended that health services research and demonstration projects be
funded by public, private and joint public-private sources to provide information on the efficacy,
cost-effectiveness, and cost-benefits of CAM practices and products. It was also requested that
the Federal government establish and adequately fund efforts to make CAM research results more
available and accessible to the public and to industry, particularly employers, insurers, and
policymakers.

D. The Education and Training of Health Care Practitioners in CAM

Testimony underscored the importance of increasing the knowledge and understanding of CAM
among conventional health care practitioners to enhance and protect the public’s health. It was
suggested that a basic or core CAM curriculum for conventional health care professionals be
developed at the professional school, postgraduate, and continuing education levels. It also was
suggested that these curricula in CAM fundamentals and principles should be developed in
conjunction with CAM experts. The curricula should establish, to the extent possible, an
evidence-based foundation for conventional health professionals to discuss CAM use with their
patients, to make referrals to appropriately trained CAM professionals, and to develop an
understanding of the interactions, either therapeutic or harmful, between conventional and CAM
treatments to improve and safeguard their patients’ health.

Consumer testimony revealed that many people are reluctant to disclose their CAM use to their
conventional health care providers whom they believe are not knowledgeable about CAM or
interested in CAM approaches to healing. This represents a potential health hazard because
conventional practitioners often do not know that their patients may be taking herbal or nutritional
supplements which may interact with medical treatments, >'*'%or perioperative care associated
with anesthesia or surgical procedures.'*'*!?

Another issue that emerged during testimony was the need to educate CAM practitioners in the
basics of conventional health care so that they can recognize the limits of their clinical expertise
and make appropriate referrals to conventional health care providers. It was suggested that a basic
curriculum for CAM students and practitioners should include information on evidence-based
medicine, conventional health care, and other CAM modalities and systems of heath care. A
number of CAM representatives reported that there is a need for access to funding and other
resources for faculty, curricula, and program development as well as for student access to loan
and scholarship opportunities. Testimony also suggested that training of CAM professionals
should include postgraduate and continuing education programs that resemble those currently
available to conventional health care providers.
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The Commission learned about innovative models of cooperative and collaborative CAM training
programs, which expose conventional medical and CAM students to each other’s philosophies
and practices. Continuing education programs exist for audiences composed of both conventional
and CAM practitioners.

E. Coordinating And Centralizing Federal CAM Efforts

Based on testimony received and documents reviewed, the Commission has come to appreciate
the need for a centralized process at the Federal level to coordinate CAM activities to ensure
optimal access to safe and efficacious CAM products, services and modalities i1s ensured. The
Commission will continue to consider a range of administrative options to promote this level of
coordination, including the creation of a centralized Federal office. The Office of Women’s
Health, or the Office of Minority Health, both established within the Office of the Secretary for
Health and Human Services, may provide useful models from which the Commission can develop
an operational proposal. These Offices primarily serve to coordinate, support, and enhance
ongoing and new Federal efforts relevant to their missions at all levels of the Federal sector.
Thus, a centralized coordinating entity for CAM would neither preempt nor supplant those
Federal efforts already in place, particularly the research activities or agenda of the NIH’s
National Center for Complementary and Alternative Medicine. Nor would it supplant the
responsibilities of regulatory agencies, such as the Food Drug Administration and the Federal
Trade Commission.

Regardless of its final form, it will be critical to include a significant element of public input into
the development of such a Federal coordinating entity.

F. CAM In Wellness, Self-Care, Health Promotion And Disease Prevention

The role of CAM in wellness, self-care, health promotion and disease prevention was a frequently
emphasized topic throughout the testimony provided to the Commission, including areas where
CAM may assist in achieving the Nation’s health promotion and disease prevention goals. Since
the publication of Healthy People: The Surgeon General'’s Report on Health Promotion and
Disease in 1979, goals and objectives for the Nation’s health have been defined and monitored.
The most recent report, Healthy People 2010, includes the involvement of all of the agencies
within the Public Health Service, as well as State and local health departments and a wide range
of private sector health organizations. Witnesses testified that the integration of CAM in health
promotion and disease prevention could have profound consequences on the wellness and quality
of life of individuals, and may impact on the health care delivery system of the United States.

Many CAM disciplines are derived from cultural traditions and practices that are rooted in
connections between the body, mind, and spirit and between individual health and the
community’s well being. Public testimony recommended that CAM principles and practices of
health promotion be taught at all levels of the educational system, and that methods be explored
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to integrate CAM principles (e.g. connection of body, mind and spirit) and practices (e.g., stress
reduction techniques and nutrition) into a national health and wellness initiative.

In the testimony presented to the Commission, the current health care system was described as
primarily disease-focused, with most of research, education, training, reimbursement, and
information development and dissemination directed toward identifying and treating disease.
Experts believe that the incorporation of CAM principles and practices into the current health care
system would improve the emphasis on wellness, self-care, health promotion and disease
prevention. Many feel that one of the most important and enduring contributions of CAM will be
its emphasis on maintaining wellness and the important role of self-care.

Witnesses described programs in schools, the workplace, geriatric centers, and other institutions
that are integrating CAM approaches to wellness, self-care, and prevention into their activities,
and recommended that these programs be studied and expanded. It was also emphasized that
conventional health professionals need to have some training in the role of CAM in wellness, self-
care, and prevention, and that a multi-disciplinary team approach, with CAM and conventional
providers working together, can be a very effective way to promote health and enhance self-care
and wellness.

II1. Conclusion

The Commission continues to deliberate on all of the issues discussed in this Interim Report and
others in order to fully comply with the Executive Order. The Commission continues to study
working models from many sources, including those from other countries. The Final Report will
provide a contextual overview of complementary and alternative medicine so that
recommendations provided enforce principles that guide good health care, including empowering
consumers through choice and reliable, accurate information; maximizing access and delivery of
safe and efficacious health care; and promoting health and preventing illness by encouraging the
well-being of the whole person. As the Commission develops final recommendations and
proposals for legislative and administrative actions, it will continue to solicit and consider the
advice of the public.
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Appendix 2 Commission Membership Roster
Appendix 3 Schedule of Commission Meetings and Material Subjects Reviewed
Commission Meetings

July 13-14, 2000 - Planning Meeting
e Discussion of Vision, Issues and Concerns of the Commission Members on Issues
Presented in Executive Order
e Development of Meeting Schedule
e Discussion of Website Development and Content

October 5-6, 2000 - Coordination of CAM Research & Achievements, Opportunities, Obstacles
and Solutions

Public Input and Research Priorities

Federal Support for CAM Research

Academic Centers and Support for CAM Research

Research Support and Collaborations at the NIH

Facilitating CAM Research and Regulatory Challenges

Research in the Regulatory Framework

Outcomes Research - Interface between CAM Research and Regulatory Agencies
Outcomes Research - CAM Research and Experimental Study Design

Guiding Principles of CAM Perspectives and Practices

Support for CAM Research - The Not-for-Profit Sector

Support for CAM Research - The Private Sector

Support for CAM Research - Federal Agency Support

December 4-5, 2000 - Access and Delivery of CAM Services
e Utilization of CAM Services and Products
o (Cost Effectiveness of Selected CAM Services
Clinical Effectiveness of Selected CAM Services
Use of CAM for Selected Health Conditions
[ssues in Integrating CAM in Service Delivery
Meeting Public Needs: Systems of CAM Delivery at Community Health Clinics, in
Private Practice and Hospital-based Centers, in Hospice Care, at Academic Research
Centers and in Managed Care Organizations.

February 22-23, 2001 - Training, Education, Credentialing and Licensing of CAM Practices
¢ CAM Education and Training: Establishing Educational Programs
e Continuing CAM Education and Training - Building Knowledge and Skills
e CAM Credentialing and Licensure - Assuring Quality and Accountability in CAM
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Practices

March 26-27, 2001 - Development and Dissemination of CAM Information
e CAM in the Media - Newspapers, Magazines, Television and Radio

CAM in the Media - The Internet

Evaluation of available CAM Information

Marketing and Advertising of CAM Services and Products

March 27, 2001 - CAM in Wellness and Self Care
e Integrative Approaches to Wellness - Children, Families and Communities
o Integrative Approaches to Wellness - Nutrition
o Integrative Approaches to Wellness with Self-Care

May 14-15, 2001 - Coordination of CAM Research
e Not-for-Profit Support for CAM Research
o Investigating the Scientific Bases of CAM Practices
e Approaches to Evaluating CAM Research Literature
e Challenges of CAM Research and Research Training
o Peer Reviews of CAM Research Results in the Published Literature

May 15-16, 2001 - Coverage and Reimbursement of CAM Services
e Health Care Financing in the United States

e Federal Purchasers

e State Perspectives

e Employer Coverage

e The Underinsured, Uninsured and Minorities
e Health Plans and CAM Benefits

e Healthcare Insurance - Providers Perspectives

¢ Evolving Health Care Systems
[ ]

July 2-3. 2001 — Discussion of Interim Progress Report

Town Hall Meetings

September 8, 2000 - San Francisco, CA
October 30-31, 2000 - Seattle, WA
January 23, 2001 - New York City, NY
March 16, 2001 - Minneapolis, MN

Topics Discussed
e Access, Financing and Reimbursement of CAM Practices and Products
e Integration of CAM into Health Care Delivery Systems
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Dietary Supplements and Herbal Products

Education of CAM Providers

Education of Health Professionals

Culturally - Based Healing Traditions

Regulation of CAM Practices and Products

Washington State and Minnesota State Legislation of CAM Practices and Products
Development and Dissemination of CAM-Related Information

Accountability of CAM Providers

Future Meeting Dates of the Commission
e QOctober 4-6, 2001 Bethesda, MD
e December 6-7, 2001 Washington, DC
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Appendix 4
FEDERAL AGENCIES WITH HEALTH RESEARCH AND/OR RELATED ACTIVITIES
DEPARTMENT OF HEALTH AND HUMAN SERVICES

National Institutes of Health (NIH)
Agency for Health Research and Quality (AHRQ)
Food and Drug Administration (FDA)
Health Resources and Services Administration (HRSA)
Substance Abuse and Mental Health Services Administration (SAMHSA)
Centers for Disease Control and Prevention (CDC)
Center for Medicaid and Medicare Services (CMS)
(formerly the Health Care Financing Administration)
Indian Health Service (IHS)

DEPARTMENT OF AGRICULTURE
DEPARTMENT OF DEFENSE
DEPARTMENT OF EDUCATION
DEPARTMENT OF LABOR
DEPARTMENT OF VETERANS AFFAIRS
INDEPENDENT AGENCIES

Consumer Product Safety Commission
Environmental Protection Agency
Federal Trade Commission

National Science Foundation

Contacting WHCCAMP

6707 Democracy Boulevard

Room 880, MSC-5467

Bethesda, MD 20892-5467

Phone: 301-435-7592 or 1-866-373-1124
Fax: 301-480-1691

e-mail: WHCCAMP@mail.nih.gov
WEBSITE: http://whccamp.hhs.gov
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Ac ibitity Today, A ibility Tomorrow
Assessment: Successful Inclusion in PE
. Advances in Prenatal Healthcare
Getting Media Coverage for Disability Programs
ADD/ADHD
. Children with Autism/PDD in PE
" Role of the Government in Research on MR and DD
M g or x}’ H
- . Ability Awareness Activities and Cooperation
' Ticket to Work Programs
Aquatics: Assessment, Equip and Rehab Exercise
. Community Trusts
Using Biomechanics for Inclusion in PE
Ethics for the Direct Support Professionals
Adapted PE Program for Students with Autism
Geriatrics and the MR/DD Population
Reading to Enhance Perceptual Motor Skills
Research in Rare Discases

Theme the Day Away
Assistive Technology and Augmentative Communication
Ai Chi Balance in the Pool
Genetic Disorders and Counseling
True Inclusion for High School Students
Teaching Empathy to MD Residents
Community-based Transition Sites for APA
The Exceptional Family Member Program
Sensorimotor Activities for Classroom Education
Creating Movement in a Variety of Settings
Adapted PE: Teach Culturally Diverse Individuals
Wheelchair Tai Chi
Child’s Play the Aqua Therapy Way
Alzheimer’s: Art Forms for Positive Feelings
Transition: What Should Be Happening
Gross Motor Activities for Preschoolers
Inclusion is MORE than Keeping Score

_J

\

Project DOCC u
Come Ride With Us
Knowing Your Legal Rights
Peer Partner PE
The Medical Home
Adapted Equipment in PE, Recreation, etc.
Language - PreVerbal and Early Verbal
“More” Modifications for Students
Life Needs and Estate Planning
. ‘Stroke in Sickle Cell Disease
. Modified Rhyihmic and Dance Activities
The Medical Home
Pediatric AquaHab
Language - Developing Conversational Skills
Teaching Sport Skills to Children
Humor as a Tool in Medical Treatment
Other Neurologic Problems in Sickle Cell Disease
1EP: Extracurricular and After-School Acdvities
A Communicative Approach Used for Autism
Benefits of \"igorous Physical Activity
) Mitochondrial and Metabolic Disorders
" Effect of Neurotogic Problems on Lives & Livelihoods
" Low Budgets Don’t Have to Be a Barrier
Seizures and Seizure Management
Disability Sport in General PE Curriculum
o Autism
Treating Rheumatological Disorders in the Water

Services & Resources for People with Sickle Cell Diseasc
Self-Determination
A Gross Motor Center in My Classroom!
IDEA *97 and IEPs
Safe and Appropriate Physical Activity
Perinatal Care
Parents: Best Advocates for Physical Activity
Calculator Plus: Fun and Functional Math
We’re People First
Parents Ponder Inclusion
Progressive Orthopedic Aquatics
Motor Development and the Brain
Stroke Prevention
Who Does What in the Public School Setting
Technology to Supplement Teaching APE
Cooperative Games for All
Start Your Own Parkinson’s Aquatic Class
Brain Based Learning and Your APE Program!
Para-Professionals in the General PE Setting
Providing Ideal Treatment for Everyone
Socialization and Physical Activity
Individual Differences Ability Stations
Autism/Sensoty Processing Through Aquatics
Physically Active Lifestyle in Older Adulthood
Addressing PE Transition Needs Early
More Theme the Day Away
Working with Children with ADD

\

Learning Disabilities
Sponges, Splashes, & Sprinkles
Management of Spasticity
Revising the APE National Standards & Exam
- Newbormn Screening: Hearing Detection
The Adaptive Adventure Sports Coalition
Life Needs and Estate Planning .
Adapting Activity for Older Adults !
) End Stagc Renal Disease :
" Activity-based Intervention for Preschoolers
Newbom Screening: Ethical Issues
L. Achicving the Ultra-Stretch
/Gyn for Women with MR/DD: A Nursing Perspective
o Adapted Aquatics Future
. Secondary Unified PE & Recreation

Oral Healthcare for People with Disabilities
The Fitness Clinic
Personal Perspectives on Disabilities
Assessment in APA
Behavioral Aspects of Neurodevelopment Diagnosis
Early Childhood/Elementary Children in PE
Using the Intemet for Medical Information
Medicine Ball Cardio-Strength Training
IDEA, Section 504, and ADA in PE
The Halliwick Method: Water Freedom
Motor and Academic Achievement for Toddlers
Integrated Recess
Resistance Training
Movement Activities for the SpEd Classroom Setting

J
J

/

Incomplete or improperly completed forms will not be processed.

Use one form per person: photocopy if necessary. This form may only be used in advance ol the show and is not valid for

on-site registration. Advance registration and pavment must be received by September 14, 2001, Afier that day. only on-site registrauon is available. All registrations are non-refundable.
The World Congress & Exposition on Disabilities reserves the right 1o use photographs taken of vou at the show for promotional purposcs. Registration also available at www.wedexpo.com.

1. PRINT ALL INFORMATION AS YOU WISH IT TO APPEAR ON YOUR
BADGE. PRINT OR TYPE CLEARLY.
Information that is not printed clearly will not be processed.

FIRST NAME
LAST NAME
TITLE

COMPANY
ADDRESS 1
ADDRESS 2
CITY
STATE/PROVINCE ZIP
COUNTRY TELEPHONE
FAX E-MAIL

2. REGISTRATION FEES FOR EXPOSITION AND CONFERENCE
(All conference registrations include 3 day admissions to the exhibits)

By Sept. 14
Regular  Guest Pass

Rates Rates
Exhibits Only (All Three Days} S 3500 Free
General Admission One Day Conference (select onc)
] Friday 0 Saturday 1 Sunday S 40.00 S 35.00
Three Days General Admission Conferences S 80.00 S 70.00
Three Days General Admission Conferences (Studenty* S 50.00 S 45.00
CEU Accredited One Day Conference S 90.00 S 80.00
0 Friday 0 Saturday J Sunday
CEU Accredited Three Day Conferences S175.00 $160.00
CME Accredited One Day Conference $190.00 S170.00
Q1 Friday 0 Saturday 1 Sunday
CME Accredited Three Day Conferences $375.00 $340.00
Adapted Sports: A National Model S 15.00 S 10.00

_ TOTAL s

CME accreditation is available. Details available on our website
www.wedexpo.com.

. CEU accreditation for Educators, Occupational Therapists. Phvsical Therapists.
- Nurses. Recreational Therapists. Social Workers and Spcech/Language Pathologists

are pending. Call 877-923-3976 ext. 852 tor updates on credit hours.

" 3. METHOD OF PAYMENT
. 3 Check or money order enclosed (payable in U.S. funds to: World

' 1 MasterCard

- CARD NO

- SIGNATURE

Congress & Exposition on Disabilities)

a VISA 1 American Express

(PLEASE INCLUDE CREDIT CARD NUMBER EXPIRATION DATE AND SIGNATURE WITH
CHARGE ORDERS)

CARD HOLDERS NAME

(as shown on credit card)

EXPIRE DATE

TOTAL AMOUNT ENCLOSED/AMOUNT TO CHARGE $

! *Student Registration - by fax or mail only. Must include copy of student ID

1 .
(5\ Please advise at the time of pre-registering if you have a disability that may require special accommodations. (please specify)

1. Relationship to an individual with a disability or special
healthcare need.

1. Q| am a person with a disability 2. T Parent or Family Member
3. [ Other caregiver 4. QO Not applicable

2. In what professional capacity are you visiting the WCD?

(please select one)

HEALTHCARE PROFESSIONAL

1. 10 Physician (specialty: )
2. 0 Physician Assistant 3. QRN

4. 1 Nurse Practitioner 5. 0 Physical Therapist

6. 1 Occupational Therapist 7. O Psychologist

8. 1 Facility Administrator/Director 9. O Social Worker
10. O Rehabilitation Therapist/Consultant/ Counselor

11. O Speech/Language Pathologist/Audiologist

12. O Recreation Therapist

13. 4 Other

EDUCATOR
14. 1 Special Education Teacher
16. 1 Administrator/Director 17. QO Assistive Technology Educator
18. 1 General Education Teacher 19. 0 Physical Education Teacher |
20. 1 Adapted Physical Education Specialist 1
21.Q Other

OTHER
22. 1 Direct Support Professionals  23. 1 Association/Society Member
24. 1 Student 25. 3 Advocate

26. 1) Home Medical Equip. Supplier 27. O Government Employee

28. 1 Purchasing (specify business )
29. 0 Other

3. How did you learn about the World Congress & Exposition on
Disabilities?

15. 1 Technology Coordinator

1. O Exceptional Parent Magazine 2. 1 Internet

3. aTv 4. 1 Radio

5. 0 Direct Mail 6. 0O Newspaper

7. O Friend/Relative 8. 1 Educational Professional

9. 1 Healthcare Professional

10. 1 Association/Professional Society
11. O Other Magazine
12. 3 Other

4. For Conference Registrants Only:
Please rank your top four program interests 1,2,3,4 respectively.

1.__ Adapted Physical Activity 2. Assistive Technology
3. Communication 4. legislation

5. Medical/Health 6. Para-Medical

7. Parenting 8. Product Availability
9. Professional Services 10.__ Special Education

MAIL COMPLETED FORM WITH PAYMENT TO:

World Congress & Exposition on Disabilities, 210 Route 4 East,
Suite 403, Paramus, NJ 07652 USA, Attn: Registration Department
Credit card orders only may be faxed to 201-226-1236.

_ Saurce Code GP
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