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TREATMENTS

Click on any item to go directly to the summary

CDP choline
Chromium

Cranial Electrical Stimulation

DHEA and 7-keto DHEA

Folate
Ginkgo biloba
Inositol

Kava (Piper methysticum)

Meditation

Melatonin

Omega-3 polyunsaturated fatty acids (fish oil)

Rhodiola
St. John’s wort

S-Adenosyl-L-Methionine (SAM-e)

Transcranial Magnetic Stimulation

Tryptophan/5-HTP

Valerian

Wellness

Yoga



LIST OF CONDITIONS, INCLUDING SIDE EFFECT RISK LEVELS

| = GENERALLY SAFE
[ | MINOR TO MAIJOR SIDE EFFECTS
| = CAUTION ADVISED

Click on GO to go directly to the summary for that item

DEPRESSION

e Chromium for atypical depression GO>

e Cranial Electrical Stimulation for depression GO>

e DHEA and 7-keto DHEA for depression and bipolar disorder GO>

e Folate for depression and to enhance the effectiveness of conventional antidepressants GO>
e Inositol for depression GO>

e Omega-3 polyunsaturated fatty acids (fish oil) for mood stabilization and depression and to
enhance the effectiveness of conventional antidepressants GO>

e Rhodiola (Rhodiola rosea) for mild to moderate depression GO>
e St. John’s wort (Hypericum perforatum) for mild to moderate depression GO>

e S-Adenosyl-L-Methionine (SAM-e) for depression and to enhance the effectiveness of
conventional anti-depressants GO>

e Transcranial Magnetic Stimulation for depression GO>

e Tryptophan/5-HTP for depression and to enhance the effectiveness of conventional
antidepressants GO>

e Wellness GO>

e Yoga for depression and schizophrenia GO>

ANXIETY, STRESS, PANIC DISORDER, AND OTHER CONDITIONS

e Cranial Electrical Stimulation for anxiety GO>

e Inositol for panic disorder GO>

e Kava (Piper methysticum) for anxiety and stress GO>
e Maeditation for all forms of stress GO>

e Rhodiola (Rhodiola rosea) for stress GO>

e Tryptophan/5-HTP for anxiety GO>

e Wellness GO>
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Yoga for anxiety, PTSD and ADHD GO>

SLEEP DISORDERS

Cranial Electrical Stimulation for sleep disorders GO>
Melatonin for jet lag and sleep disorders GO>
Valerian (Valeriana officinalis) for sleep disorders GO>

Wellness GO>

NEUROPROTECTION

CDP choline as a possible neuroprotectant GO>

Folate as a possible neuroprotectant GO>

Ginkgo (Ginkgo biloba) as a possible neuroprotectant GO>

Omega-3 polyunsaturated fatty acids (fish oil) as a possible neuroprotectant GO>
Rhodiola (Rhodiola rosea) as a possible neuroprotectant GO>
S-Adenosyl-L-Methionine (SAM-e) as a possible neuroprotectant GO>

Wellness GO>
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MENTAL HEALTH AMERICA
CAM FOR MENTAL HEALTH CONDITIONS (2012)

A COMPARATIVE EVIDENCE-BASED APPROACH TO
COMPLEMENTARY AND ALTERNATIVE TREATMENT

FOR MENTAL HEALTH CONDITIONS

12

! Although some of the sources are later in time, reflecting publication in 2013, the information in this outline is
current as of December, 2012. Mental Health America cannot and does not undertake any obligation to keep the
information current after that date.

> WIKICITATION: MHA does not have the resources to exhaustively check all citations and cross-references in this
outline, and new evidence may make existing citations obsolete at any time. Accordingly, readers are encouraged
to correct citations and update information on the listed treatments by sending e-mail to
jnderaismes@gmail.com.
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CONTENTS

MIND-BODY MEDICINE

WELLNESS:

LIVE YOUR LIFE WELL

BIOLOGICALLY-BASED PRACTICES

MOOD DISORDER TREATMENTS

e chromium for atypical depression

e DHEA and 7-keto DHEA for depression and bipolar disorder — CAUTION ADVISED

o folate for depression and to enhance the effectiveness of conventional antidepressants

¢ inositol for depression

e omega-3 polyunsaturated fatty acids (fish oil) for mood stabilization and depression and
to enhance the effectiveness of conventional antidepressants

e rhodiola (Rhodiola rosea) for mild to moderate depression

e S-Adenosyl-L-Methionine (SAM-e) for depression and to enhance the effectiveness of
conventional anti-depressants

e St. John’s wort (Hypericum perforatum) for mild to moderate depression

e tryptophan/5-HTP for depression and to enhance the effectiveness of conventional

antidepressants
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ANXIETY TREATMENTS

kava (Piper methysticum) for anxiety and stress -- CAUTION ADVISED
inositol for panic disorder
rhodiola (Rhodiola rosea) for stress

tryptophan/5-HTP for anxiety

SLEEP DISORDER TREATMENTS

melatonin for jet lag and sleep disorders

valerian (Valeriana officinalis) for sleep disorders

COGNITION DISORDER TREATMENTS

CDP choline as a possible neuroprotectant

Folate and other B vitamins as a possible neuroprotectant

ginkgo (Ginkgo biloba) as a possible neuroprotectant

omega-3 polyunsaturated fatty acids (fish oil) as a possible neuroprotectant
rhodiola (Rhodiola rosea) as a possible neuroprotectant

S-Adenosyl-L-Methionine (SAM-E) as a possible neuroprotectant

ELECTRICAL AND MAGNETIC FIELD TREATMENTS

Cranial Electrical Stimulation for substance use rehabilitation, depression, anxiety, and

sleep disorders

Transcranial Magnetic Stimulation for depression
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MIND-BODY TREATMENTS

e yoga for depression, anxiety, PTSD, ADHD, and schizophrenia

e meditation for all depression, anxiety, and PTSD

ACKNOWLEDGEMENTS

This outline has been developed by Mental Health America (MHA) from the principal available

” u

evidence-based sources of information concerning “complementary,” “alternative,”

i

“integrative,” “natural,” and often self-administered treatments for mental health conditions.
Mental Health America acknowledges the generous assistance of David Mischoulon, M.D.,
Ph.D., Associate Professor of Psychiatry at Harvard Medical School, who has reviewed the
manuscript, but who bears no responsibility for the information, which is derived mainly from
published sources. Syntheses and evaluations of the information by MHA are its responsibility
alone. MHA also bears complete responsibility for its decisions to shorten and redraft

descriptions of information from the sources. Only quoted text should be presumed to be

verbatim.

SOURCES

MHA began with the limited information accepted by the National Center for Complementary

and Alternative Medicine (NCCAM) and the Agency for Healthcare Research and Quality
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(AHRQ), at the National Institutes of Health! and added the information contained in ten recent
compilations of “complementary and alternative medicine” (hereinafter CAM) for mental
health disorders: (1) Dr. Mischoulon’s Natural Medications for Psychiatric Disorders:
Considering the Alternatives, co-edited with Jerrold F. Rosenbaum, M.D. (also of Harvard
Medical School) (2002/2008),% (2) How to Use Herbs, Nutrients & Yoga in Mental Health Care,
by Richard P. Brown, M.D. (of Columbia University College of Physicians and Surgeons), Patricia
L. Gerbarg, M.D. (of New York Medical College), and Philip R. Muskin, M.D. (of Columbia as
well) (2009) (“Brown et al.”) preceded in 2004 by Brown, R.P. and Gerbarg, P.L., The Rhodiola
Revolution® and supplemented in 2012 by Non-drug Treatments for ADHD, by Brown, R.P. and
Gerbarg, P.L.,5 and The Healing Power of the Breath, by Brown, R.P. and Gerbarg, P.L.,6 and in
2013 by Muskin, Gerbarg and Brown’s latest distillation, Complementary and Integrative
Therapies for Psychiatric Disorders (“Brown et al. 11”)’ [For the purpose of counting, the
foregoing five books are treated as a single source], (3) The seminal article, “Dietary
Supplements and Natural Products as Psychotherapeutic Agents,” by Adriane Fugh-Berman,
M.D. (of Georgetown Medical School) and Jerry M. Cott, Ph.D. (of the National Institutes of
Health) (1999),2 (4) Complementary and Alternative Treatments in Mental Health Care, By
James H. Lake, M.D. (clinical assistant professor in the department of psychiatry and behavioral
science at Stanford and visiting assistant professor of medicine at the Center for Integrative
Medicine, University of Arizona School of Medicine) and David Spiegel, M.D.,’ (5) relevant
portions of the Natural Standard Herb and Supplement Guide (2010 edition),™ (6) relevant
portions of Berkeley Wellness Reports — Dietary Supplements (2010 and 2011 editions,
University of California),** (7) relevant portions of Consumer Reports, “Dangerous
Supplements,” published by Consumers Union, September, 2010, at p. 16-20 (2010),* (8)
relevant portions of The Mayo Clinic Guide to Alternative Medicine 2011, published by Time
Home Entertainment, Inc. (2010)," (9) the compendium by lovieno, N., Dalton, E. D., Fava, M. &
Mischoulon, D., “Second-tier Natural Antidepressants: Review and Critique” (2011),** and (10)
Director of the Center for Integrative Medicine, University of Arizona School of Medicine and
bestselling CAM and integral health advocate Andrew Weil, M.D.’s relevant book, Spontaneous

Happiness (2011).*
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Although not treated as a source, except for the chapter on yoga and meditation, MHA has

benefitted enormously by guidance from James S. Gordon, M.D., a psychiatrist who runs the
Center for Mind-Body Medicine in Washington, D.C., and the nuanced approach to recovery
from mental health conditions that he advocates in Unstuck,’® which describes recovery as a

spiritual path.

The quest for mental wellness and recovery from mental and emotional setbacks is
fundamental to everyone’s path in life. Any search for insight into one’s life purpose, any quest
for knowledge of the self, must treat mental adversity as an opportunity for growth and for
enlightenment. That is the spiritual core of the recovery concept. And it is in that spirit that this

outline is offered, for those on the quest.
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INTRODUCTION

When should people interested in mental health and overall wellness consider

using CAM treatments?

Dialogue for Recovery and Thriving Mindset

Intent of This Outline

The National Center for Complementary and Alternative Medicine (NCCAM)

Why do People Use CAM?

Information Needed

What Works?

The U.S. Food and Drug Administration

MHA and CAM

GLOSSARY
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When should people interested in mental health and overall wellness

consider using CAM treatments?

This outline is a comparative research-based approach to that question. While some activities,
like exercise, are good for everyone who is physically able to do them and have no
uncontrollable side effects, most decisions about CAM treatment options, and especially the
decisions faced by people coping with serious mental health conditions, involve trade-offs.
Nonetheless, 40% or more of Americans treat themselves with CAM without professional
supervision, often without disclosing it to their psychiatrist or primary care provider. Moreover,
many patients who use CAM remedies also take prescription antidepressants, risking
potentially dangerous adverse herb/drug interactions. While most natural psychotropics are
generally safe, they are not risk free, and the common public misconception that natural
products are inherently safe has been refuted by predictions and reports of toxic reactions
from these agents, which may be due to intrinsic toxicity, contamination, or interaction with

other herbs or drugs.

People considering using CAM treatments need to make an informed decision, just as they
would with any synthetic medication or other treatment, weighing the evidence about
effectiveness, drug interactions, side effects, and less dangerous options, to come up with a
risk/benefit assessment. These are the issues that any physician must consider, and that
anyone considering CAM treatment should consider. But the blizzard of competing claims poses
a real challenge to getting efficient access to reliable evidence about safety and efficacy. This
effort is an attempt to help fill this void. Mental Health America hopes that its new website will
fill this void. By putting all of the recommendations not tied to product advertising in one place,
side-by-side, Mental Health America hopes to help health care providers and consumers be
better informed about the principal non-traditional options available and the evidence that
supports them. Mental Health America and other large mental health advocacy groups have
never previously taken a positionprovided systematic information on supplements., which have

been used extensively by consumers based on word of mouth recommendations, in the
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absence of reliable advice about risks or efficacy. With the publication of this website, Mental

Health America hopes to remedy this oversight.

Dialogue for Recovery and Thriving Mindset

MHA has another website, Dialogue for Recovery, which may help consumers to navigate the
issues that need to be faced to get optimal treatment for mental health conditions.

(http://www.mentalhealthamerica.net/go/recovery) If you live with mental iliness, you may be

struggling to find treatment, manage your medication and cope with life's challenges
effectively. There is ample cause for hope. You are not alone, help is available, mental health
conditions are treatable, and you can take practical steps to recover your life. On this site,
you'll find interactive tools and resources to help you better understand your treatment
options, work closely with your health care provider, learn about the supports available to you,

and start on your recovery journey.

Use the Dialogue for Recovery tools to open up
communication with your health care provider. Educate

yourself about treatment options, paying for care, and getting

the most from your treatment. Get practical advice on
handling many challenges you might be facing, like finding the right medication, securing
housing, pursuing education and work, and managing money. On this site, you will find
information about how to start and maintain your recovery and live your richest, fullest

life. Friends and loved ones will also find information here about how best to support you in

your journey to recovery and wellness. This outline and the more specific treatment options
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described on the MHA website should be read in the context of MHA’s strong advice to seek a

supportive partnership with heath care providers as the best foundation for durable recovery.

Thriving Mindset is a highly interactive Apple iPad application comprising a video course that
provides the user with eighteen, 8-10 minute daily lessons designed to teach one how to
change their perceptions and emotional behavior to create and nurture a “thriving mindset.”
Each day, the user is introduced to a new concept about how one develops and sustains a
positive outlook on life. Following the short, highly professional video featuring some of the
top scientists and academics in the positive psychology field, the user is offered additional
information on the daily subject, including a link to one of the ten supporting wellness tracks

the on the MHA website, “Live Your Life Well,” described in this outline.

Users also have the opportunity at the end of each lesson to experience a recommended iPad
wellness application available from the Apple Store that reinforces the lesson of the day that
they can then upload into an individually-tailored dashboard for quick daily reference. Finally,
at the end of each lesson, users will be shown a featured product of the day that also
complements the daily lesson. A portion of the proceeds from the sale of these products will

support MHA.

Thriving Mindset was developed through a partnership between MHA and bLife, Inc., a for-

profit technology company.

Intent of This Outline

By disseminating MHA’s synthesis of the information and analysis gleaned primarily from ten
prominent sources, this outline is intended to help you, as consumers, advocates, physicians,
and other health care practitioners, to evaluate potential CAM treatments. It is better to

evaluate them with the help of a clinician, with a physical examination and a global wellness

perspective, to deal with side effects, physical iliness challenges, co-occurring conditions and
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drug interactions, and to titrate dosages through clinical observation of effects. But even if a
clinician is not involved, all of these factors must be considered. That is the daunting task
taken on by consumers under the American model of CAM, largely outside our private health
care system and our public drug regulatory system, with minimal quality control, without
requirements for standardized formulations, and often without professional guidance for

appropriate use by consumers.

This outline compiles evaluations of the CAM treatments most studied, recommended and used
for mental health conditions, based on the ten principal sources. MHA recognizes that there are
significant inconsistencies and methodological limitations in the published evidence, and only a
few CAM studies meet rigorous scientific standards. Large, long-term, dose-differential studies
are needed, as are comparative effectiveness and patient outcome studies, but few exist for
these CAM treatments. This outline will stress the evidence for those CAM treatments that
have been proven (to the level of being judged “promising”) effective with acceptable risk in
credible clinical trials. Whenever possible, it is MHA’s intent to compare the findings of the ten
sources, making this outline a kind of “meta-review.” It will also point to recommended but less
well documented treatments. Depending on the risk, these are potential avenues of
experimentation if more documented alternatives have failed to provide relief. None of the
CAM treatments surveyed in this outline is truly proven as evidence-based to federal

government drug-approval standards.

These evaluations will change as new evidence is developed. MHA will try to update the outline
with new evidence and corrections as needed, but the outline is current ONLY through the end

of 2012 until this sentence is revised to show the change.

Some authors, and notably Drs. Richard Brown, Patricia Gerbarg, and Philip Muskin, authors of
How to Use Herbs, Nutrients and Yoga in Mental Health Care, (“Brown et al.,” 2009), and one of
the principal sources for this outline, take a comprehensive perspective, providing evidence for
CAM treatments, based on supported by well-controlled studies, open trials, and their own
clinical observations. This approach, derived from both research literature and extensive clinical

experience, is thorough and suggestive, and an invaluable resource for people wanting to go
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further in considering less-tested CAM treatments, when better-tested treatments have not

worked well enough to promote recovery.

The clinical insights described by Brown et al. are an invaluable adjunct to academic studies and
point the way to future studies that may expand on the material medica described in this
outline. However, MHA’s focus is on comparative evaluations of those CAM treatments that
have been evaluated by multiple sources. Clinical experience is not often documented in the
comprehensive way undertaken by Brown et al., and is best studied by reading this important
book and Brown and Gerbarg’s related work directly.

Whenever possible, this outline, unlike a package insert for a prescription drug, will attempt to
give a survey of the evidence for and against each proposed CAM treatment. Side effects and
drug interactions will be discussed, based on clinical practice and the evidence from the
available trials. A long list of potential side effects and potential drug interactions is inevitable,
but aside from drug interactions assessed by prescribing physicians, such lists are seldom read
and routinely ignored. The challenge for the consumer is the estimation of risk and benefit. This
outline will give the sources’ evaluations whenever possible, or those of peer reviewers, when
the concern is likely more theoretical than real, as is often the case with the potential concerns
raised by the Natural Standard. This is the information most conspicuously missing from

prescription package inserts, driven in part by liability concerns.

CAUTION IS IN ORDER. What is unproven today may be proven tomorrow, and vice-versa.
This is an outline of CURRENTLY AVAILABLE EVIDENCE, AS OF THE END OF 2012, and it
documents disagreements which should be resolved in time. There are many potentially
beneficial CAM treatments for which more evidence is needed. However, when the risks are
low, practitioners and consumers may choose to do a trial of such treatments while further

information is being developed. WE STILL HAVE A LOT TO LEARN.

It may be helpful to add an observation about AUTONOMY AND HOPE. In the American model
of CAM, the consumer has complete autonomy in selecting nutritional supplements and can try
even dangerous supplements without a prescription. This autonomy means that only the

consumer’s own knowledge and tolerance for risk informs the decision about which
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supplements to choose and which information to trust. This outline is an effort to aid

consumers in making those choices and to further educate the professionals who advise them.

If the potential consumer is getting care from a physician or other health care practitioner, it is
important to discuss CAM treatments with that person to avoid unintended drug or herb
interactions and to tailor the overall treatment to the consumer’s individual, evolving needs.
But it is also important to realize that as treatment proceeds, the consumer may need to
consider alternatives and to experience the hope that comes from trying new treatments that
may improve quality of life. One of the worst aspects of mental illness is the fear of losing
control over one’s own mine, and therefore, one’s ability to direct one’s own treatment and
recovery. One of the functions of CAM in America is to reserve freedom to the “patient” to
direct a portion of the treatment spectrum without prior medical authorization. This places the
obligation on professionals to engage in candid dialogue with their clients on the subjects
covered by this outline. It also places a moral obligation on the person seeking treatment to

discuss CAM remedies used or desired.

A successful working relationship is the ultimate goal of the therapeutic alliance. Consumers’
experimentation with CAM treatments can be helpful in the recovery process if they
successfully harness the inner reserves of strength associated with choosing one’s own
treatment, ideally in tandem with a trusted clinician. This outline has not been written to
encourage innovation and risk-taking, but to recognize that people seek their own remedies
when the medical system fails to meet their needs for any reason. MHA’s intent is to make the
available evidence and analysis known so that consumers and practitioners can work together

better and make responsible choices.

THIS OUTLINE CANNOT AND DOES NOT CONSTITUTE MEDICAL ADVICE. MHA is an advocacy
organization and does not provide treatment advice. This outline merely assembles the
evidence compiled and analyzed by others — principally the ten sources listed above. More
importantly, mental health conditions are complex, people differ widely in their conditions and

responses, and interactions with other conditions and treatments are best evaluated by a
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physical examination and consultation with a qualified clinician. MHA suggests that this outline
is a good starting point to discuss potential CAM treatments with your physician or other health

care practitioner.

The National Center for Complementary and Alternative Medicine

(NCCAM)

CAM treatments for mental health conditions have not been extensively studied in large, long-
term, randomized, double-blind, active-placebo-controlled trials, and even those that seem
promising in meta-analyses (which combine comparable studies to increase the reliability of a
set of clinical studies) have not been “proven” to the satisfaction of The National Center for
Complementary and Alternative Medicine (NCCAM). Formal review and elaborate research
projects are expensive processes. It takes gold to pay for the “gold standard,” and the lack of
patentable products has discouraged research, except in Germany, where popular reliance on
CAM and government-sponsored health care that encourages it have led to recent promising

randomized clinical trials sponsored by pharmaceutical companies that market CAM remedies.

So we really don’t have much accepted science to go on. As the NCCAM website shows, while
most of the CAM treatments discussed in this outline have been acknowledged as promising,
NONE has yet received federal (FDA, NCCAM or AHRQ) recognition for use as a psychotropic
agent. But people have been coping with mental health conditions for a long time without
modern medicines, and many consumers are conversant with and use these remedies. So it is

important that the evidence that exists be compiled and disseminated.
According to NCCAM, there are five major branches of CAM:
Whole Medical Systems

Whole medical systems are built upon complete systems of theory and practice. Often, these
systems have evolved apart from and earlier than the conventional medical approach used in

the United States. Examples of whole medical systems that have developed in Western cultures
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include homeopathic medicine and naturopathic medicine. Examples of systems that have
developed in non-Western cultures include traditional Chinese medicine and Ayurveda. This
outline will not discuss these medical systems but will discuss biologically-based (herbal
medicine) practices derived from them which have been studied and found to have an evidence
base. People wishing to study or use such medical systems need to consult accomplished
practitioners. The sources contain discussions of homeopathy (Mischoulon and Rosenbaum and
Lake and Spiegel), Chinese medicine (Lake and Spiegel), acupuncture (Mischoulon and

Rosenbaum), and Ayurveda (Lake and Spiegel).
Mind-Body Medicine

Mind-body medicine uses a variety of techniques designed to enhance the mind's capacity to
affect bodily function and symptoms. Some techniques that were considered CAM in the past
have become mainstream (for example, patient support groups and cognitive-behavioral
therapy). Other mind-body techniques are still considered CAM, including relaxation
techniques, biofeedback, meditation/mindfulness, prayer, mental healing, yoga, martial arts,
and therapies that use creative outlets such as art, music, or dance. These practices are hard to
study, and truly randomized trials are impossible. This outline will discuss those treatments that
have been studied and found to be promising based on the best evidence that we now have.
Brown et al. and Brown et al. Il and Lake and Spiegel (in an article authored by Brown and
Gerbarg) discuss these therapies, as does Scott Shannon in his Handbook of Complementary

and Alternative Therapies in Mental Health.”
Biologically-Based Practices

Biologically-based practices use substances found in nature, such as herbs, foods, and vitamins,
as remedies. Some examples include dietary supplements, herbal products, and the use of
other natural, but as yet scientifically unproven therapies. These treatments are easily available
and extensively used in America, now appearing in your neighborhood grocery. The biologically-
based practices that have been found to work in alleviating mental health conditions are the

focus of this outline.
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Manipulative and Body-Based Practices

Manipulative and body-based practices in CAM are based on manipulation or movement of one
or more parts of the body. Some examples include chiropractic or osteopathic manipulation,

and massage. This outline will not discuss these treatments.
Energy Medicine

Energy therapies (a controversial term little used in the field) involve the use of magnetic and

electrical (or electro-magnetic) fields. They are of two types:

Biofield therapies are intended to affect energy fields that purportedly surround and penetrate
the human body. The existence of such fields has not yet been scientifically proven. Some forms
of energy therapy manipulate biofields by applying pressure or manipulating the body by
placing the hands in, or through, these fields. Examples include qgigong, Reiki, and Therapeutic
Touch. This outline will not discuss these therapies. Lake and Spiegel discuss these therapies, as
does Scott Shannon in his Handbook of Complementary and Alternative Therapies in Mental

Health.*®

Bioelectromagnetic-based therapies involve the unconventional use of electromagnetic fields,
such as pulsed fields, magnetic fields, or alternating-current or direct-current fields.'® This

outline will discuss these therapies.
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Why do People Use CAM?

People use CAM for good reasons and for bad reasons, and with more or less information.
Most importantly, if a person suffering from a serious mental health condition has not
responded well to standard treatments or has been unable to tolerate the side effects, it
makes sense to consider less well-proven treatments. According to Mischoulon and
Rosenbaum, one-third of people treated with antidepressants fail to respond,’® and researchers
are discovering CAM treatments that help people with such “refractory” depression, often as
“adjunctive treatment,” added on to prescription meds, but sometimes as alternatives to
standard psychotropic drugs. CAM treatments are more often complements than alternatives,
when standard treatments do not fully relieve the symptoms or cause side effects that can be
mitigated by CAM. Many — though by no means all — have minimal side effects and drug
interactions. And the low cost of some CAM treatments (despite the lack of insurance

reimbursement) is an additional appeal for many consumers.

Our bodies have remarkable self-healing as well as self-sickening capacities. The beauty of
mind-body and other CAM treatments is that they can enable us to discover ways to turn on

and support those self-healing abilities.

Information Needed

MHA is concerned that many consumers are using CAM treatments that are not likely to help
their condition, without discussing their use with their health care provider, or in situations
where the clinician is unable to help because of inadequate information, and without
adequate consideration of the evidence that exists on efficacy, co-occurring conditions, drug

interactions, side effects, dosages, and alternatives.
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What constitutes an adequate evidence base varies among authors, researchers, clinicians, and
government regulatory agencies. Further, within each of these professions, individuals and
groups use the existing evidence bases in different ways and for different purposes. Under FDA
regulations, while drug companies may not advertize off-label uses, doctors are permitted to
use medications to treat conditions even if the medication has not acquired FDA approval for
that particular usage, as long as there is a clear rationale documented by the doctor. For
example, if a patient has failed to respond to (or cannot tolerate) standard FDA-approved
treatments, there is leeway for the physician to use non-FDA approved treatments. This is a
common practice because there are many useful treatments for which no company has spent
the millions of dollars required to meet the FDA’s study requirements. So in these cases, what
is the evidence base? Sometimes there are studies, of ascending quality as a promising
treatment is studied more, but many times there are only preliminary data and clinical

experience.

An academic researcher can refuse to endorse a CAM treatment if, for example it has been
shown to be beneficial in open-label studies, but not yet in randomized double-blind placebo-
controlled studies. In contrast, the physician’s goal is to get the patient/consumer as well as
possible. [In accord with current custom, this outline uses the terms “person” or “consumer”
for persons with lived experience of mental health conditions.] A clinician responsible for the
care of a person who has not responded or has had adverse reactions to standard treatments is
justified in offering other options even if the evidence base is not yet as strong, particularly if
the risks are low and the clinician knows of other cases (by anecdote or through a preliminary
study) in which they have been effective. The physician then can present the evidence for
trying a CAM treatment and help the consumer weigh the risks vs. benefits. Some consumers
are more conservative and require a higher level of proof, while others are more willing to try
new options even if there is only a small chance of success so long as the risks are low. MHA
hopes that this outline will help in presenting comparative analyses of the CAM treatments that
have been evaluated by multiple sources, so that consumers can participate actively in

treatment decisions. But nothing can replace the advice of a skilled practitioner.
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The clinician's job is different from the researcher's job. The researcher aims to demonstrate
significant, reproducible treatment effects that can be defended as valid. The clinicians' job is
to heal the consumer or relieve an adverse condition using every reasonable method without
injuring the consumer, and the process requires starting with treatments with the highest
likelihood of success, and, if those fail, moving on to other approaches with smaller (but not
zero) chance of success without a significant risk of causing harm. Most consumers appreciate
the fact that innovative clinicians take the "no stone unturned" approach because in many

cases, with a little experimentation, effective CAM treatments can be found.

The uncounseled consumer is in a more difficult position, without the experience of clinical
practice, relying on what the studies have shown. Sometimes, the evidence is ambiguous,
sometimes clearer. And often the evidence is only promising, based on research rather than
anecdote, but open-label, not placebo-controlled, not randomized, with small groups and for
short periods. People considering the evidence presented in this outline need to consider all of
these shortcomings, but where the risk is truly not significant, a more lenient standard may be

appropriate. And only the consumer can set her or his risk tolerance.

Progress in genomics has shown that polymorphisms play a significant role in how an individual
will or will not respond to treatments. Ultimately, when scientific studies are repeated using
genomic measures so that the polymorphisms for each subject are documented, the research
probably will show that there is a significant genetic effect on outcomes that will account for
the differences in response rates. Then, by selecting people with the most responsive
polymorphisms, we will develop studies showing much higher response rates. This needs to be

established for CAM treatments as well.

What Works?

FUGH-BERMAN AND COTT: Among the sources that MHA has found most helpful is the seminal

1999 article by Adriane Fugh-Berman, M.D. and Jerry Cott, Ph.D., “Dietary Supplements and
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21 The authors used meta-analyses to find

Natural Products as Psychotherapeutic Agents.
persuasive evidence supporting use of:

e St. John’s Wort (Hypericum perforatum) for mild to moderate depression,

e ginkgo (Ginkgo biloba) for mild cognitive impairment/dementia,

e kava (Piper methysticum) for anxiety and stress (which Fugh-Berman and others now
caution against, in light of more recent information about liver toxicity — CAUTION
ADVISED),

e valerian (Valeriana officinalis) for sleep disorders,

e S-Adenosyl-L-Methionine (SAM-e) for depression,

o folate and tryptophan to enhance the effectiveness of conventional antidepressants,

and

e omega-3 polyunsaturated fatty acids for mood stabilization.

The CAM therapies for mental health conditions evaluated by Fugh-Berman and Cott but not
found to be supported by the available evidence included:

e ginseng,

e passion flower,

e skullcap and

e vitamins
But dealing with clinically diagnosed vitamin deficiencies should be differentiated from self-

prescribed vitamin therapy, especially mega-vitamin therapy, and the absence of evidence for

all of these treatments could change with more targeted studies.
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TO THE SUPPLEMENTS VALIDATED BY FUGH-BERMAN AND COTT, THIS OUTLINE ADDS:
MISCHOULON ADDITIONS

e chromium for atypical depression

e folate for depression and as a possible neuroprotectant

e inositol for depression and panic disorder
e melatonin for jet lag and sleep disorders

e omega-3s for depression and to enhance the effectiveness of conventional anti-
depressants

e tryptophan and 5-HTP monotherapy for anxiety and depression
BROWN AND GERBARG ADDITIONS
e CDP - choline for cognitive impairment/dementia
e rhodiola for stress, mild to moderate depression, and as a possible neuroprotectant
e S-Adenosyl-L-Methionine (SAM-E) as a possible neuroprotectant

e omega-3s for depression and to enhance the effectiveness of conventional anti-

depressants and as a possible neuroprotectant
MHA ADDITIONS
e 5-HTP as a modern substitute for tryptophan
e energy medicine, FDA-approved or FDA-grandfathered

e yoga and meditation, in tribute to Brown’s, Gerbarg’s and Gordon’s work in responding

to mass disasters

e Dehydroepiandrosterone (DHEA) and 7-keto DHEA - CAUTION ADVISED
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Following Mischoulon’s recommendation, MHA cautions that consumers need to exercise extra
care in considering the risks and the alternatives before using DHEA, or any other hormone, as a
CAM treatment for mental health conditions. Although Mischoulon and Rosenbaum agree that
DHEA is generally well tolerated and free of major side effects, they still find the risk-benefit
ratio too uncertain in the current state of the evidence. People taking DHEA or considering it
should read about the evidence and make their own decision. People considering using DHEA
should also consider its modern variant, 7-keto DHEA, which may avoid or minimize the

negative hormonal side effects of DHEA.

OTHER SOURCES: James Lake, M.D. and David Spiegel, M.D.’s 2007 compendium of CAM
Treatments in Mental Health Care, CAM advocate Andrew Weil, M.D.’s book on Spontaneous
Happiness, the Natural Standard — An Evidence-based Herb and Supplement Guide, The
(University of CA) Berkeley Wellness Reports, The Mayo Clinic Guide to Alternative Medicine
2011, the recent (2011) lovieno et al. compendium of “second-tier antidepressants,” and, for its
few interventions, Consumer Reports, round out this outline. The Natural Standard always has
the longest list of possible drug interactions, often with no notation about the prevalence of the
interaction and many warnings of potential interactions and side effects that have not yet been
observed in clinical practice. Nonetheless, this outline will report the listed possible interactions
and side effects, in truncated form, giving information from the other sources as much as
possible to put concerns in perspective. Consumers are advised to discuss any concerns with a

health care practitioner.

The U.S. Food and Drug Administration

The U.S. Food and Drug Administration issued a 2003 Final Task Force Report on its “Consumer
Health Information for Better Nutrition Initiative,” which proposed that more and better
information be made available about dietary supplements.22 As part of the 1990 Nutrition

Labeling and Education Act,”® Congress empowered the FDA to authorize health claims based
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on “significant scientific agreement” that a claim is supported by evidence including “well-
designed” studies. However, the data examined in this outline have yet to be submitted to this
process, in part because of cost considerations and in part due to the paucity of well-designed
studies and the gaps noted in this outline. Thus, to some extent, this outline substitutes for the
lack of an expeditious FDA process giving the public access to less-than-perfect scientific
evidence and less-than-complete scientific consensus about dietary supplements that are
already in wide use for mental health conditions. MHA believes that the current FDA process,
while a good-faith response to First Amendment concerns about the FDA stifling free

expression of ideas,* still makes perfection the enemy of the good.

New guidelines issued by the FDA in 2009 as Guidance for Industry: Evidence-Based Review
System for the Scientific Evaluation of Health Claims — Final” have given additional guidance in
the determination of “significant scientific agreement,” and the disclaimers that are needed to
allow less-than-perfect claims, but retained the restrictive criteria enunciated in the 2003

Report:

whether the food or dietary supplement that is the subject of the petition is likely to
have a significant impact on a serious or life-threatening illness; the strength of the
evidence; whether consumer research has been provided to show the claim is not
misleading; whether the substance that is the subject of the claim has undergone an
FDA safety review (i.e., is an authorized food additive, has been Generally Recognized as
Safe (GRAS) affirmed, listed, or has received a letter of "no objection" to a GRAS
notification); whether the substance that is the subject of the claim has been
adequately characterized so that the relevance of available studies can be evaluated,;
whether the disease is defined and evaluated in accordance with generally accepted
criteria established by a recognized body of qualified experts; and whether there has

been prior review of the evidence or the claim by a r