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Mainstreaming Complementary

Therapies: New Directions In
Health Care

A true collaboration between conventional and alternative medicine
promises patients the best of both worlds.

by Mary Ruggie

PROLOGUE: In its decades-long struggle for recognition and respectability, alter-
native medicine—which covers a range of therapies, including acupuncture, mas-
sage, herbal remedies, and chiropractic—has endured many insults and overcome
unflattering, and possibly unfair, comparisons to organized medicine in America.
As an example, charges that alternative therapies are not safe or effective have al-
ways carried with them the implication that, in contrast, Western medicine rested
on a firm foundation of evidence supporting its own claims to superiority.

But one need not look beyond recent headlines to find chinks in the armor of
Western medicine. For example, the recall of the popular prescription painkillers
Vioxx and Bextra over safety concerns has revealed shortcomings in the U.S. drug
approval process. On a broader scale, research continues to reveal marked varia-
tions in practice patterns by practitioners of conventional medicine, which sug-
gests that there is a lack of consensus on best practices. These observations,
among others, have provided fodder for the evidence-based medicine movement,
which has itself cast a harsh light on the practice of conventional medicine.

At the same time that conventional medicine has been fighting threats to its
credibility, alternative therapies have been enjoying unprecedented popularity,
even among groups that have historically been its adversaries. This paper by Mary
Ruggie recounts the story of alternative medicine, from its early struggles to its
growing acceptance by physicians and other health care professionals as a legiti-
mate and acceptable form of treatment for disease.

Ruggie’s interest in this topic is highly personal. She was a breast cancer patient
in 1997. At that time, her exposure, in the clinic where she received care, to infor-
mation on alternative therapies further fueled her incipient interest in the topic.
Ruggie (mary_ruggie@harvard.edu) is an adjunct professor of public policy at the
John F. Kennedy School of Government, Harvard University. She holds a doctorate
in sociology and a master’s degree in education, both from the University of Cali-
fornia, Berkeley. Her book on alternative medicine, Marginal to Mainstream: Alterna-
tive Medicine in America, was published by Cambridge University Press in 2004. A
Perspective by Richard Nahin, Carol Pontzer, and Margaret Chesney follows.
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ABSTRACT: Within the past decade, complementary and alternative medicine (CAM) has
penetrated mainstream U.S. health care. Major medical journals are publishing research
on the efficacy of specific CAM therapies, physicians are attending oversubscribed continu-
ing medical education courses on CAM, and hospitals are offering CAM services, some-
times through outpatient integrative medicine clinics. This paper presents factors behind
the growth of CAM, analyzes its relationship with conventional medicine, and suggests how
the integration of CAM and conventional medicine can be more effectively guided.

LTERNATIVE MEDICINE IS THE TERM most commonly used in the latter

decades of the twentieth century for therapies that ranged from such an-

cient modalities as acupuncture and herbs to such contemporary innova-
tions as biofeedback and guided imagery. However, during the 1990s both the term
and the understanding of the therapies it envelopes underwent major transforma-
tion. After the American Medical Association (AMA) disbanded its Committee on
Quackery, following a Supreme Court ruling in 1990 that its practices against chi-
ropractors violated antitrust laws, physicians gradually became more open to
medical pluralism. The foremost influence on their changing attitudes was sur-
veys showing that increasing numbers of people were using chiropractic, acu-
puncture, herbs, massage, yoga, and mind-body relaxation techniques, to name a
few. It became clear that these therapies were serving less as alternatives than as
adjuncts to conventional medicine. Accordingly, the term complementary appeared,
and a new acronym gained currency: CAM (complementary and alternative medi-
cine). By the end of the decade, major health care institutions were providing
CAM services or setting up integrative medicine clinics, primarily for outpatients.
These programs combine biomedicine with those CAM therapies for which there
is evidence of safety and efficacy.

The changes in name reflect a change in the status and legitimacy of CAM vis-a-
vis conventional medicine—from outsider to partner. There are many reasons for
the transformation. Four are briefly discussed below: (1) growing use, which led
to (2) the establishment of the National Center for Complementary and Alterna-
tive Medicine (NCCAM) at the National Institutes of Health (NIH), which led to
(3) scientific research on the safety and efficacy of CAM, all of which are (4) stim-
ulating physicians’ interest in and acceptance of CAM, albeit conditional. The im-
plications of these developments for the future of health care are far reaching.

The Social Transformation Of CAM

B Growing use. There is a popularized conception in the United States that
traces the resurgence of CAM back to the activist (and pacifist) movements of the
1960s and continues to associate CAM with the “New Age.” Although partially cor-
rect, there is much more to the growth of CAM. By the early 1990s, surveys were
identifying a wider population that, despite frustration with conventional medicine,
had not turned against it and was using CAM together with standard medical care.!
A major segment of CAM users were shown to be people in poor health or having
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chronic conditions. And because these users had to pay for CAM out of pocket, they
tended to have higher incomes and more education. Other isolated characteristics of
typical users were white, female, ages 35-55, and living in the West.

The first large-scale survey that included spending on CAM produced startling
results.” It found that in 1991, one-third of respondents spent about $14 billion—
$10.5 billion out of pocket—for these therapies. When the survey was repeated in
1997, all of the numbers were much larger: 42 percent of respondents had spent
$21 billion—$12 billion out of pocket. These expenditures exceeded the amount
spent on all U.S. hospitalizations. And, as before, Americans were visiting CAM
practitioners more frequently than primary care physicians.

B Congress and the NIH. In 1991, before the bulk of surveys on CAM use were
published, Towa’s Sen. Tom Harkin, a Democrat who had become interested in alter-
native medicine, held congressional hearings on what he discerned to be growing
use and concern among the medical profession that these therapies were unproven
and possibly unsafe. Senator Harkin chaired the Appropriations Subcommittee that
determines NIH funding. After the hearings, a bipartisan majority of committee
members decided that the NIH should investigate the safety and efficacy of alterna-
tive medicine and proposed new funding to set up an Office of Unconventional
Medicine, as it was first called, at the NIH.

NIH officials were not pleased with this turn of events.’ There were years of
contention and many changes of directors at the Office of Alternative Medicine
(OAM), as it was next called. But with the help of respected medical researchers
and practitioners, as well as professional CAM organizations and practitioners,
the various directors began to establish programs of scientific research. They
stood up to politicians who wanted quick results and ready market access by in-
sisting that scientific proof of safety and efficacy superseded market availability.
In response, Congress circumvented the lengthy process of Food and Drug Admin-
istration (FDA) approval for botanicals by passing the Dietary Supplement and
Health Education Act (DSHEA) in 1994. Led by senators from states with strong
dietary supplement industries, it gave herbs the status of food, not drugs.

B Scientific research. The first task of the OAM was to identify and classify the
therapies most commonly used in the United States. About 100 therapies were
placed into the following categories: mind-body intervention; bioelectromagnetics;
alternative systems of medical practice, such as traditional Chinese medicine; man-
ual healing methods; pharmacological and biological treatments; herbal medicine;
and diet and nutrition.* The next step, setting out a plan for research, took several
years. NIH officials felt that it was critical for CAM research to conform to the rigor-
ous standards of scientific medicine, which meant that the therapies had to be inves-
tigated in randomized controlled trials (RCTs). At the same time, the medical pro-
fession, voicing its opinion in mainstream medical journals, conferences, and
seminars, indicated that it would have nothing to do with these therapies unless and
until they were proven to be safe and effective. The emphasis on proof implied that
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RCTs, the gold standard of scientific medical research, were imperative.

Accordingly, the OAM began to fund research on those more widely used thera-
pies for which there was preliminary evidence of safety and efficacy. Some of the
therapies were studied first in laboratories, others in clinical trials. Some readily
lent themselves to double-blind, placebo-controlled investigation. For others, re-
searchers had to develop creative modifications of standard RCT methods.> Al-
though definitive findings have not yet been established, there is accumulating ev-
idence that a number of CAM therapies are safe and effective for specific medical
conditions and that other therapies are questionable, if not unsafe and ineffective.
Pleased with the progress, Congress repeatedly increased the budget of the OAM
and in 1999 changed its status from an “office” to a “center.” The second five-year
strategic plan of the National Center for Complementary and Alternative Medi-
cine (NCCAM) expands the scope of its earlier initiatives and, thereby, the reach
of CAM in U.S. medicine.

B Physicians’ growing interest. The years of litigation between the AMA and
the U.S. chiropractic profession undoubtedly soured the attitude of many physicians
toward CAM—or certain types of CAM. Nevertheless, one study conducted at the
height of the lengthy litigation process found that even though 66 percent of the
family physician respondents in Washington State indicated “discomfort with what
chiropractors do while acknowledging their effectiveness for some patients,” one-
quarter viewed chiropractors as an “excellent source of care for some musculoskel-
etal problems.” By the mid-1990s a national survey of family practice physicians and
internists found “surprisingly high” support, even encouragement, for patients’ use
of CAM and referrals to CAM practitioners.” The growing number of people using
CAM undoubtedly brought these therapies to the attention of physicians. But physi-
cians also might have been motivated to pay more attention to CAM because surveys
were finding that many patients were not disclosing their use of CAM to their physi-
cians, and the majority of physicians were not asking.® The implications of this find-
ing were threefold. First, it suggested that health care problems could arise from the
use of therapies that are unsafe or that have adverse interactions with drugs. Second,
if and when patients did talk with their physicians about CAM, it was commonly to
ask for advice. Physicians were not, however, sufficiently knowledgeable about
CAM to respond. Third, the studies highlighted a more generalized problem in phy-
sician-patient communication, one that medical schools have become increasingly
aware of and are attempting to correct.’ In addition to the role of patients, the grow-
ing involvement of the NTH in investigating CAM was gradually paving the way for
specific therapies’ acceptance in conventional clinical settings.

Piecing together surveys conducted throughout the 1990s on physicians’ opin-
ions of CAM, one can detect increasingly more favorable attitudes and growing in-
terest in learning about these therapies. A recent survey of faculty at a medical
school that emphasizes primary care found that more than 70 percent of respon-
dents rated five therapies (nutrition and diet, counseling and psychotherapy, fit-
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ness and exercise, emotional support groups, and biofeedback) as legitimate medi-
cal practices, and more than 50 percent rated another six therapies (acupuncture,
herbal medicine, massage, chiropractic, hypnotherapy, and meditation) as legiti-
mate.”” Furthermore, 85 percent of faculty reported that they had training in CAM
therapies, and 83 percent had personal experience with CAM, most of it effective.
Reflecting demand, a growing number of medical schools are offering courses on
CAM, either in the regular curriculum, as electives, or in continuing medical edu-
cation (CME) programs." Unfortunately, these courses are not yet taught in a uni-
form manner.

In addition, more physicians are conducting research on CAM. The authors of
published articles on CAM, especially involving RCTs, are more likely to be doc-
tors of medicine rather than philosophy. To be sure, skepticism remains, and toler-
ance or acceptance is likely to be limited to a select few therapies. However, be-
cause the tide is turning, we can begin to think about the next stages in the social
relations of CAM and conventional medicine.

The Next Stages

For the foreseeable future, research on CAM will likely increase the legitimacy
of specific therapies. Research findings as well as expanding the use of CAM are
driving demand for a new regulatory framework for certain CAM therapies, par-
ticularly botanicals. Some insurers are also expressing interest in CAM’s economic
implications. If the medical profession responds to these developments by inte-
grating CAM into health care, as we are beginning to see, health care will take a
profoundly new direction.

B The medical profession and research. The medical community’s acceptance
and incorporation of CAM rest in large measure on CAM's scientifically verifiable
legitimacy, although it will be exceedingly difficult to sway some of the more hard-
core critics.” However, staunchly negative attitudes are held by a minority within
the medical profession. The research on CAM aims to satisfy the majority of medical
professionals who are at least agnostic if not yet fully open-minded.

The medical profession wants CAM researchers to detail their methods of in-
vestigation and tests for validity. Researchers are complying, for the most part. For
instance, studies of acupuncture now specify the conditions of the experimental
treatment (what kind of needle is used, to what depth the needles are inserted and
with what force) as well as the nature of the control.”” Studies that limit the scope
of the treatment to specific patient populations with specific medical conditions
are also more likely to appeal to the medical community.

Officials at the NCCAM firmly believe that CAM can be studied through scien-
tific methods of investigation. Although there are funding opportunities for vari-
ous kinds of research methodologies, clinical studies that provide evidence of
safety and efficacy in large-scale RCTs are sought whenever possible. However,
the agency recognizes that this format cannot be applied to all CAM therapies or
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answer all questions about CAM. The NCCAM'’s new five-year strategic plan
elaborates alternative methods and epistemological premises for investigating
CAM; it also calls for more systematic study of the placebo effect.”* Since a grow-
ing number of projects (just under half at present) are jointly funded with other
NIH institutes and centers, and more collaboration across disciplines is occur-
ring, this diversity will most likely increase our understanding of CAM.

Because research on CAM is still in its early stages, researchers emphasize that
the specificity of their investigations limits the generalizability of findings and, as
aresult, their clinical applicability, which is a problem with all RCT research. In
some ways, one can say that there is never enough research, especially given the
need for replication and the vast number of therapeutic modalities and applica-
tions. However, CAM practitioners may soon ask whether the research base is suf-
ficient to rest the case for safety and efficacy, for certain therapies at least, and to
turn to a new endeavor: guiding the next stages of integrating CAM and conven-
tional medicine. Furthermore, insofar as providers are already offering integrative
medicine, it appears that the time has come for the scientific and clinical commu-
nities to collaborate more effectively.

B Regulation of CAM. Regulation of CAM practitioners varies by state and pro-
fessional organization.® The FDA regulates certain devices that are used in CAM
therapies, such as acupuncture needles. However, a more hotly contested domain of
regulatory initiative is dietary supplements, including botanicals, which, after
chiropractic, are the most widely used type of CAM in the United States. The lax
rules (or lax enforcement) surrounding these products pose thorny issues and war-
rant concerns for both the medical profession and consumers of health care.

Prior to 1994, various pieces of legislation allowed the FDA to regulate dietary
supplements as food additives and to require premarket approval of their safety.'®
Under the 1994 DSHEA, dietary supplements reverted to the status of foods, not
food additives. The FDA has only postmarketing powers. It is responsible for mon-
itoring the safety and accurate labeling of products on the market (through spot
checks of items pulled from store shelves or collected during inspections of manu-
facturing firms) and for taking any necessary action against violators, such as
withdrawing a hazardous product from the market. Manufacturers of dietary
supplements are responsible for ensuring that their products are safe before mar-
keting, and they are required to ensure that information on the label is “not false or
misleading.”” Furthermore, manufacturers can claim general health benefits (for
example, that products help maintain normal functioning), but they cannot claim
that products “diagnose, treat, cure or prevent any disease.”® Manufacturers must
notify the FDA of their claim within thirty days of marketing a product, but they
are not required “to disclose to FDA or consumers the information they have about
the safety or purported benefits of their dietary supplement products.” These
regulations and the FDA’s reach do not extend to Web sites or the mass media. The
Federal Trade Commission (FTC) is responsible for overseeing advertising in
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these venues.

The fact that it took the FDA several years to act against manufacturers of
ephedra highlights the impotence of this regulatory framework and the power the
dietary supplement industry has acquired since passage of DSHEA. The agency
began to issue warnings about this product to manufacturers and the public as
early as 1997, after the accumulation of consumer complaints. But not until De-
cember 2003, after a high-profile death, did it announce, in a joint statement with
the U.S. Department of Health and Human Services, plans to prohibit sales of di-
etary supplements containing ephedra. The rule became effective in April 2004.%°
However, in April 2005 a federal district court in Utah ruled that the DSHEA pro-
hibits the FDA from banning dietary supplements. These must be treated like
food, and the FDA must prove substantial or reasonable risk regardless of benefit.

Meanwhile, the FDA has proposed strengthening its enforcement powers
through new regulations requiring current Good Manufacturing Practices
(cGMPs) that “establish standards to ensure” purity and accurate labeling and
that require manufacturers “to evaluate the identity, purity, quality, strength, and
composition of their dietary ingredients and dietary supplements.” The FDA has
completed the stage of receiving comments from the public, but the proposal has
not yet been finalized. Although requiring cGMPs is a step in the right direction,
the sum of FDA activities is far from meeting the growing demand from consumers
and the medical community for better regulation of dietary supplements.*

A number of independent agencies help fill the gaps in this regulatory frame-
work through their quality assessment programs. The U.S. Pharmacopeial Con-
vention (USP) has been setting standards for botanicals since 1820. In its Dietary
Supplement Verification Program, manufacturers voluntarily submit documenta-
tion, including compliance with the FDA’s proposed cGMPs, for review in order to
bear the USP certification seal. Manufacturers must also agree to audits, including
random off-the-shelf testing. A recent article summarizes the certification proce-
dures of four other agencies, which charge for their services: ConsumerLab.com,
Good Housekeeping Institute, NSF International, and the National Nutritional
Foods Association.”

Manufacturers’ participation in these programs indicates that they want to
prove to the public that their products are safe. A few manufacturers are going one
step further. Once sufficient preliminary evidence has accumulated on the efficacy
of a botanical for a specific disorder, they are pursuing FDA approval of the botani-
cal as an investigational new drug (IND), which would allow them to make a more
focused health claim and study and market the botanical as a drug.**

B The economics of CAM. Cost-effectiveness and savings. A few studies on the cost-
effectiveness and cost-saving potential of CAM are promising. For instance, British
researchers found that acupuncture for chronic headache gave patients in the inter-
vention group twenty-two fewer days of headache per year and allowed them to
make 25 percent fewer visits to general practitioners (GPs) and to take 15 percent
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fewer sick days, compared with the control group.” Canadian researchers have
found that teaching transcendental meditation (TM) to heart patients greatly re-
duces health care costs by controlling levels of stress.”® U.S. research has confirmed
the effectiveness of TM in lowering hypertension.” If it can be shown that these in-
expensive CAM interventions reduce the need for surgery, the savings could be
enormous. CAM therapies are also being used before, after, and during surgery to in-
duce relaxation.” Studies have shown that providing guided-imagery tapes to heart
patients prior to surgery decreases pain and reduces lengths of hospital stay.*” More
investigations are needed on whether CAM can help patients heal faster, use less
medication, and leave the hospital sooner.

It appears that many people use CAM for relief from the discomfort of chronic
conditions. Even though cost savings may not occur, CAM therapy could still be
cost-effective (offer good health value for the money spent) and improve the qual-
ity of life. For instance, patients who use one of the three most popular CAM ther-
apies for pain—acupuncture, chiropractic, and massage—might find that they
can reduce their consumption of pain medication or be more functional with work
or day-to-day activities. These therapies may entail greater out-of-pocket ex-
penses in the short term. However, that people are using them reflects either the
adverse side effects of long-term intake of drugs or personal preferences for less in-
terventionist treatment.

Coverage of CAM. Small but growing numbers of insurers and employers are in-
cluding CAM in their health care packages. The coverage remains low and varies
considerably across plans. Both the benefit itself and the specific therapies cov-
ered are primarily driven by consumer demand. Insurers have imposed some lim-
its, however, on the number of visits, often to a preferred provider, or on the total
amount of coverage. Alternatively, CAM may be included in a defined contribu-
tion plan (such as an annual flexible spending account). Some employers believe
that offering CAM coverage is “a low-cost benefit with high payoff,” in that it im-
proves employee retention and morale, empowers employees with choices, and
controls health care costs.*® However, research has found that insurance coverage
increases use of CAM, which may dissuade midsize and small employers from of-
fering it.*! Once again, scholarly investigation of these issues is required, especially
if policymakers are going to encourage insurers to extend coverage for CAM. In its
2001 report, the White House Commission on Complementary and Alternative
Medicine Policy urged third-party payers to “evaluate the possibility” of covering
CAM.** Thus far, only the state of Washington mandates coverage.

B Integrative medicine. The term integrative medicine reflects a recent bottom-up
development, emerging from educational and clinical pursuits across the country. A
number of organizations have evolved to bring together multiple stakeholders from
conventional medicine and CAM as well as from philanthropy and business.” These
organizations engage in dialogue, education, and advocacy. Their Web sites offer
links to wide-ranging information on CAM and integrative medicine, to documents
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and reports, and to other organizations.**

One sign of their success is a recent recommendation by the Joint Commission
on Accreditation of Healthcare Organizations (JCAHO) that U.S. hospitals make
nonpharmacological therapies for pain management available to patients. A
monograph describes dozens of possible therapies along with examples of uses; it
notes, however, that these “strategies should supplement, but not replace, the use
of medications.”® Another sign is the growing integrative medicine industry.
There are no data on the total number of integrative medicine clinics (IMCs) in
the United States or on their various forms. But we do know that there are many
scattered across the country and that their organizational forms are diverse. Other
programs or service delivery models that are not clinic based, such as “service line”
or “environment of care” models, also exist, but little is known about them.

Research on IMCs. Current research on IMCs in university hospital settings re-
veals some interesting commonalities among differences in the meaning and prac-
tice of integration.*® Good relations with hospital physicians are crucial to the suc-
cess of an IMC.* Directors of IMCs, most of whom are medical doctors, are fully
aware of the challenges of overcoming physicians’ resistance to CAM. They have
paved their paths toward acceptance by, for instance, conducting grand rounds to
introduce physicians to the science and efficacy of CAM and explaining how par-
ticular therapies can be used to facilitate the care of patients with particular ill-
nesses or disorders. Practitioners at IMCs are careful to inform physicians about
their treatments and to coordinate, even co-manage, patient care whenever possi-
ble. Interesting examples include cancer patients participating in mind-body re-
laxation techniques before, during, or after chemotherapy and massage therapists,
acupuncturists, and oncologists discussing the feasibility of using these therapies
On cancer patients.

Obstacles to IMCs. The greatest obstacle now facing IMCs seems to be financial
viability. Because CAM work is more labor-intensive and time-consuming, the
volume of services is much lower than in conventional medicine. Moreover, insur-
ance reimbursement rarely exists, and when it does, it is too low to cover costs.
Accordingly, most IMCs require patients to pay up front in full.

Financial success. The growing popularity of CAM led some academic hospital-
based administrators to presume that these “all-cash” services would bring in
large sums of money. However, because of hospital regulations and red tape, these
expectations have not been met. But many independent IMCs, including those
that have separated, legally and financially, from university hospitals, are experi-
encing greater financial success.

N JUST A LITTLE OVER A DECADE, CAM has made impressive inroads into
U.S. health care. The NCCAM is laying a solid research base for CAM and col-
laborating with the FDA to build a tighter regulatory framework, all of which
is easing physicians’ acceptance of CAM. Also relevant for new developments in
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health care delivery, a number of clinics are offering integrative medicine. Clinical
experience in integrative medicine is building examples of best practices, sugges-
tions for organizational adaptation, guidelines for regulating practitioners, busi-
ness models, and so on. As a result, models of care based on a true collaboration be-
tween conventional medicine and CAM are emerging.

Before full-scale mainstreaming can occur, however, studies must confirm, re-
fute, or modify preliminary findings about the cost-effectiveness of CAM. Sound
evidence of cost savings might motivate more coverage and, thereby, wider access.
It might also lead to more research on the clinical applications of CAM. All in all,
these developments will help us sort the wheat from the chaff in CAM therapies.
They also promise patients the best of both worlds.

The author thanks the anonymous reviewers of this manuscript for their very helpful comments.
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