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FDA Action Against Homeopathy
Lacked Evidence Base

Burke Lennihan, RN, CCH

Abstract

A close examination of the incident reports to the Food and
Drug Administration (FDA) regarding homeopathic teething
tablets reveals a lack of evidence either for the FDA advisories
regarding them or the media reports claiming that hundreds of
infants were harmed soon after ingesting them. Many of the
incident reports were requests for information from concerned
parents, while the rest lacked a temporal association with in-
gestion or failed to rule out confounding medications or health
conditions. The only other recent example of alleged harm from
a homeopathic product was the case of Zicam®, withdrawn
from the market after users reported loss of their sense of smell.
Two views of Zicam® are examined—that it was a supplement
falsely labeled homeopathic or that it was an outlier among
bona fide homeopathic medicines—neither of which would
dimplicate the safety of homeopathic medicines in general. A
recent New England Journal of Medicine perspectives piece is
addressed: it calls for homeopathy to be regulated more strin-
gently, as pharmaceuticals are. This article agrees that addi-
tional regulations and enforcement are needed. However, they
should be limited to minor adjustments to make homeopathy
more accessible to consumers and to minimize fraudulent
products. This article asserts that homeopathy is already safer
and can be more effective than pharmaceuticals, while current
regulations of pharmaceuticals have failed to ensure their safety
or cffectiveness. The low risk—benefit ratio of homeopathy is
asserted based on its minimal risk and its potential great benefit
to consumers and the healthcare system as a whole, including
cost savings, reducing antibiotic usage in humans and animals,
and providing a rapid response to an epidemic. Finally, a pro-
posed “new therapeutic order” is recommended in which safe
holistic modalities such as homeopathy are used first, with drugs
and surgery used only as a last resort.
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Introduction

The safety of homeopathic medicines has been called into
question by Food and Drug Administration (FDA) actions

against Zicam®, a product sold to treat colds, and teething
tablets containing very dilute amounts of belladonna. In both
cases, headlines in the media sensationalized the FDA action,
exaggerating the dangers of the particular product and imply-
ing that all homeopathic medicines could be toxic. (An FDA
action against a specific drug would not be headlined in the
media as “Drugs Are Toxic, FDA Warns.”) These examples
will be discussed below, with a response to a New England
Journal of Medicine (NEIM) perspectives piece calling for
more stringent regulations on homeopathy.'

Teething Tablets: The FDA Acted Prematurely
with no Verified Proof of Harm

The leading manufacturer of homeopathic teething tablets
recalled them in April 2017* at the request of the FDA, six
months after it issued an advisory” warning parents that they
“may pose a risk to infants and children” without providing
evidence of harm. The FDA advisories against teething tablets
cited hundreds of consumer claims of harm and 10 deaths. A
report from STAT, an online news agency specializing in
health news. claimed that the FDA collected “reports that the
tablets had caused seizures and other severe complications in
hundreds of infants ... who had been given the product, ac-
cording to a STAT investigation,” referencing an earlier STAT
report,” but not based directly on the FDA reports.’

A close examination of these reports reveals that many or
even most of them are not plausible, and none were verified.
Correlation does not prove causation; babies have febrile sei-
zures, and thousands of them die every year from sudden infant
death syndrome (SIDS)* in the same age range as teething.” In
fact, a group of physicians conducted a relative risk-ratio
analysis on the FDA reports and concluded that the incidence
of seizures and deaths among these babies was no greater than
in the same age range in the general population.’

The FDA warning—advising parents to be on the alert for
common symptoms in infants such as drowsiness, agitation,

*The estimate ranges from 2.000 to 5,000 per year, depending on
how SIDS is defined and diagnosed, which varies from state to state.”
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and constipation—generated requests for information from
alarmed parents who otherwise would not have associated
them with teething tablets. These requests were counted by the

FDA as “incident reports,” along with bona fide reports of

harm. Social media spread the alarm; one mother posted on
Facebook that she had read about belladonna on Wikipedia and
found it to be “the most toxic plant in the Western hemisphere™
(Case 10547547). Physicians compounded the fear: in one
case, the physician “screamed” at the mother of a child with a
rash, upon secing belladonna in the ingredients of the teething
tablets, because the child “could have gone into cardiac arrest
and died” (Case 7668156).

Types of reports with questionable causality include the
following FDA case numbers as examples:

* Reports that a physician “determined” or “confirmed” that
a child’s symptoms were caused by the belladonna
(7664990): physicians are not trained in homeopathic di-
lutions and would assume a connection based on full-
strength belladonna toxicity, A physician would have
needed access to specialized lab equipment to “determine”
that there was enough belladonna to cause the seizure.

s Requests for information, such as from the mother
whose baby’s heart murmur was not discovered until
several months after birth, wondering if the teething
tablets might have caused it (8733145).

¢ Reports unrelated temporarily to ingestion, ranging from
the infant whose cheeks flushed the day after a teething
tablet (766284 ) to the 10-year-old boy and his five-year-
old sister, both with developmental delays including
lack of speech, whose mother blamed tecthing tablets
given when they were six months old (10542735).

¢ Many reports involve other health conditions or med-
ications the baby is on, such as the baby with con-
stipation who is also on lansoprazole, which has
constipation as a common side effect® (7665383).

e Reports of seizures involving babies who simulta-
neously had a fever (which can often happen with
teething); in some cases, the physician clearly diag-
nosed a febrile seizure (7665414, 7667750) or viral
illness (7673718).

* Reports of harm from another homeopathic brand not
containing belladonna (7966799) or a non-homeopathic
brand containing benzocaine, which can have its own
serious side effects (7739701).

e Apparent errors such as the 40-year-old man on bu-
propion, atenolol, and quetiapine in addition to a dozen
supplements such as “Ripped Freak™ and “Hydrashred”
as well as, inexplicably, Hyland’s teething tablets, who
died of a drug overdose (9681215); or the 33-year-old
alcoholic who had been stabbed in the abdomen and
supposedly was taking teething tablets (8291771); or the
65-year-old woman taking Hydroxycut® for weight loss,
erroneously listed as Hyland’s teething tablets on the
face sheet (perhaps due to an autofill error on the form:
8291776 = 8478591, one of many duplicate reports).
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This leaves several dozen reports in which causality is
possible but not provable. When an infant dies of acetamino-
phen overdose, blood levels of acetaminophen can be mea-
sured as well as liver enzymes, which in one recent case were
200 times higher than normal.” In none of the 10 cases of
reported death from belladonna toxicity were liver enzymes
measured, nor was the level of belladonna alkaloids in the
blood or in the teething tablets.

The most common symptoms reported to the FDA were
fever, rash, and seizures, all fairly common in infants, The
reports were typically not verified; in a few cases. follow-up
phone calls were made by the manufacturer, but not returned,
making it more difficult to determine causality. The reports of
death included one infant with a fever whose mother could not
even remember if she had given the teething tablets; the cause
of death was diagnosed as SIDS (9282659). Another infant was
given her first-ever dose of a teething tablet, put to bed with a
bottle, and found dead in the morning in a puddle of vomit
(10723317). The most likely explanation is that she had infant
reflux and aspirated some of the vomit. These cases are among
the deaths attributed to teething tablets, although the causality
is unlikely. In no case is the causality proven.

Evidence against teething tablets causing seizures and death
include:

* The FDA carefully regulates the threshold for dilution
of toxic ingredients, just as it does with conventional
drugs, such as the level of botulism toxin in Botox® or
the level of belladonna alkaloids in pupil-dilation
drugs. For the small percentage of homeopathic med-
icines derived from a medicinal substance that would
be toxic if administered full strength, the FDA requires
a substantial margin of error'” (in the case of bella-
donna, a 1,000-fold margin of error).

e The FDA’s spectroscopic analysis of 1,000 bottles of
the teething tablets revealed a 10-fold variation in the
amount of belladonna, the potentially toxic ingredient,
but even the highest concentration was 1,000 times less
than the safe amount—meaning that a baby would have
to swallow 1,000 tablets of the highest concentration at
one time.

¢ Hyland’s itself does a spectrographic analysis of every
batch of teething tablets to ensure safe dilution levels.

* HealthCanada, the Canadian equivalent of the FDA,
issued an advisory immediately after the FDA’s, stat-
ing that it would take no action because it had received
no complaints of belladonna toxicity (only four verified
safety claims in 11 years)'' and considered the tablets
safe.'” Hyland’s Teething Tablets (a popular brand in
Canada) are manufactured in the United States.

There are no reports of harm from young children swal-
lowing an entire bottle of 135 teething tablets, which they are
apt to do because the tablets consist primarily of sugar. The
FDA case reports include one of a toddler ingesting about
50 tablets with no side effects (7667724). The FDA advisory



warning parents using teething tablets to be on the alert for
common infant behaviors such as drowsiness and restlessness
received media attention out of proportion to the amount of
evidence, which the FDA admitted it had not yet begun to
examine. The resulting media attention amplified the false
impression that homeopathy is harmful, both among the public
and among healthcare professionals.

Zicam®: A Supplement Incorrectly Marketed
as a Homeopathic?

The only other example in recent years of an FDA action
based on possible harm from a homeopathic remedy was its
2009 advisory against Zicam"™. Homeopathic medicines are
allowed to make label claims, that is, claims on the label that
they are effective against a particular health condition—in fact,
they are required to do so under FDA regulations—whereas
supplements are not allowed to claim such effectiveness."'
Zicam®™ made a label claim (that it was effective against colds)
based on its homeopathic production method, but it contained a
substantial amount of zinc and therefore acted as a supple-
ment."? Whether it should have been regulated as a supplement
or as a homeopathic medicine will be examined below.,

While the FDA has a safety threshold for dilutions of toxic
starting substances such as belladonna, it does not restrict the
dilution level of nontoxic substances such as zinc, the active
ingredient in Zicam®. Zinc is an essential mineral, sold as a
supplement and nontoxic when taken orally (except in mega-
doses). It has been known to cause anosmia (loss of the sense
of smell) in a small percentage of users; 1% of users in one
study.'* The manufacturers of Zicam® used a homeopathic
dilution process—but only in the first step of the process, a
10% solution called a 1 X potency. This lelt measurable
amounts of zinc, enough to cause anosmia in a small per-
centage of users.

In addition, Zicam®™ used a route of administration (intra-
nasal, applied directly to the nose) that had never before been
used for homeopathy. (Many other homeopathic products use
this 10% dilution of a nontoxic medicinal substance without
causing side effects: apparently Zicam® caused anosmia by an
unfortunate combination of the unique delivery route and a
nontoxic medicinal substance causing a side effect in that
specific tissue.) By providing full-strength zinc applied di-
rectly to the nose, the alleged benefits of Zicam as well as its
infrequent side effect were both based on its action as a sup-
plement, not its action as a homeopathic medicine. In fact,
Zincum (homeopathic zinc) is not known as a medicine for
colds."*"”

So was Zicam® a bona fide homeopathic medicine or a
supplement masquerading as homeopathic in order to make a
label claim? Both views are possible. It was technically correct
to call it a homeopathic medicine because it followed FDA
regulations, but its mechanism of action was as a supplement
rather than a homeopathic medicine (more about homeopa-
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thy’s mechanism of action below). Either way, it is an outlier
among homeopathic medicines and cannot be used to imply
toxicity for homeopathy overall.

Unfortunately, the media coverage did exactly that. The
coverage was disproportionate to the problem (no one died).
An Associated Press (AP) article that was picked up by media
around the world implied that homeopathy is toxic, based on
this incident and the misleading information that homeopathic
medicines are made from alcohol.'® The article implied that the
alcohol content can cause toxicity without any FDA evidence
to support the claim.

In fact, the AP article seemed designed in advance to pro-
mote the idea that homeopathy is toxic. The interviews for the
article were conducted months before the Zicam™ recall, with
the journalist privy to an FDA action that had not yet been
made public, and were narrowly focused on the concept of
alcohol content. This author was the professional homeopath
interviewed for the article, providing extensive information
about research on homeopathy and its clinical effectiveness,
none of which was included in the article. The reporter asked
multiple questions about the alcohol content and was repeat-
edly told that homeopathic medicines do not contain alcohol,
with rare exceptions. Yet, the article focused on the purported
dangers of the alcohol content. A pharmacy safety expert from
Harvard Medical School was quoted as saying, “Very often,
the only active ingredient is alcohol, and patients don’t know
that, and they get a buzz on. The therapeutic effect is no greater
or less than a martini.”'” This unfounded assessment could best
be explained by the journalist providing incorrect information,
then asking a leading question.,

The Zicam® incident may provide a better example of bi-
ased media coverage ol homeopathy than ol danger from
homeopathy. The entire article seemed designed to discredit
homeopathy—it was published in major newspapers around
the world under headlines such as “Homeopathy Not Without
Harmful Side Effects.” Yet, it cited only two examples, which
were inconsistent: the harm from Zicam® was blamed on zinc
rather than on alcohol, and no examples of harm from alcohol
were provided.

Call for Increased Regulation of Homeopathy

A NEJM perspectives article has called for more stringent
regulation of homeopathy,' based on the FDA recall of Zicam®
(the article was published before the FDA action against Hy-
land’s Teething Tablets). Homeopathy is regulated by the FDA
under its own regulatory board, the Homeopathic Pharmaco-
poeia of the United States (HPUS; a parallel compendium to
the United States Pharmacopoeia). It achieved this status as
part of the Food, Drug, and Cosmetics Act of 1938 due to the
cfforts of a senator from New York, a homeopathic physician
elected based on his success as New York City’s public-health
commissioner using homeopathy to stem the Spanish flu epi-
demic.'” Homeopathic medicines have NDA numbers like
drugs, and almost all have over-the-counter (OTC) status.
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(A small percentage are available only by prescription be-
cause their starting substance is a prescription drug or ille-
gal substance, even when it is only present as non-toxic
nanoparticles.)

The regulation of homeopathy is closer to that of conven-
tional drugs than to that of supplements and herbs.'" As with
conventional drugs, complaints to the FDA can trigger an FDA
advisory or recall. The FDA prioritizes whether and when to
act on these complaints. To put this in context, it has not yet
acted on the Acute Liver Failure Study Group’s 2004 challenge
to acetaminophen’s OTC status based on more than 450 deaths
and more than 55,000 emergency room visits per year due to
acetaminophen toxicity.*’

The current regulation of homeopathy is appropriate,
given homeopathy’s overall safety and effectiveness, ad-
dressed in detail below. It assigns the regulation to those pro-
fessionally trained in homeopathy rather than to experts in
conventional medicine, because homeopathy operates within a
different therapeutic paradigm requiring a different approach
to regulation.

The NEJM perspectives piece recommends that homeo-
pathic medicines should be required to prove their safety and
efficacy via randomized controlled trials (RCTs) as prescrip-
tion drugs are required to do. However, this system has failed
to protect the consumer from conventional drugs, which cause
more than 100,000 deaths per year, compared to a dozen deaths
per decade—none of them verified—that are ascribed to ho-
meopathy. Nor is it sufficient to ensure efficacy of drugs, as
evidenced by fluoxetine recently revealed to be no more ef-
fective than placebo for mild depression yet which is still on
the market.”' The British National Health Service has esti-
mated that only 13% of its treatments (drugs and others) are
beneficial, while 50% are harmful or of unknown effective-
ness (4% and 46%, respectively). Furthermore, drugs are often
prescribed for conditions for which they are not proven: this
“off-label use™ constituted 21% of prescriptions in a 2006
study, with 73% of this type of prescription having poor or no
scientific support.*>*? A regulatory system inadequate for
prescription drugs is unlikely to improve the safety and effi-
cacy of homeopathic medicines; homeopathic medicines are
already safer and in some cases more cffective than pharma-
ceuticals, as will be discussed later in this article.

Instead, homeopathic medicines are vetted through a process
that includes provings, a testing method appropriate for ho-
meopathy’s therapeutic paradigm, as part of their inclusion in
the HPUS. “The difference [in the approval process for ho-
meopathic medicines versus conventional drugs] reflects ...
the necessity for data collection techniques that are specific to
the therapy ... data collection from provings are much more
useful [than RCTs] in developing a more complete symptom
picture that offers insight into clinical effectiveness.™"

The RCT standard is more appropriate for a system of

medicine based on introducing a single foreign molecule into
the body, whereas homeopathy’s mechanism of action is based
on electromagnetic signaling, thermoluminescence, or other
form of information transfer, according to research in materials
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science and ultra-high dilution physics.™* " It is considered

the gold standard, at the top of the hierarchy of evidence in
medicine, but the RCT format is increasingly being questioned
by experts from within conventional medicine. Professor Sir
Michael Rawlins, in the distinguished Harveian lecture to the
Royal College of Physicians of London in 2008, provides a
detailed analysis of the limitations of the RCT model and the
value of other forms of research design: “Hierarchies place
RCTs on an undeserved pedestal for ... although the technique
has advantages it also has significant disadvantages.”*’

The RCT standard is also being questioned because results
can be skewed to fit the desired outcome of the funding source.>
Government agencies such as the Agency for Healthcare Re-
search and Quality,*' the Patient-Centered Outcomes Research
Institute,’? and the Office of Research Integrity®* are currently
questioning the value of RCTs or requiring other measures such
as real-world outcome studies.

Natural systems of healing (such as naturopathy and acu-
puncture as well as homeopathy) can best be studied via
large-scale outcome studies such as those being done on ho-
meopathy in Europe.** *® The RCT model of pinpointing the
action of one drug for one specific condition is cumbersome
for the use of homeopathy in chronic diseases because ho-
meopathy is individualized to the patient in these situations
(thus 10 patients with the same diagnosis are likely to receive
10 different homeopathic medicines). However, the RCT
model can work in acute conditions in which one particular
homeopathic medicine is of almost universal effectiveness,
such as Nux vomica to help addicts with post-withdrawal
symptoms,®” or the use of homeopathy for an epidemic as
described below (with placebo-controlled trials limited by
cthical considerations).

Homeopathy's Risk—Benefit Ratio

In this era of spiraling healthcare costs™ and the rise of
antibiotic-resistant microbes,*” homeopathy offers many ben-
efits to individual consumers and to the healthcare system at
large.

Safety

Homeopathy has been safely used in the United States and
around the world for 200 years. The two examples cited above
are the only examples of FDA actions based on safety concerns
in recent years. A report by the Rocky Mountain Poison
Control Center to the FDA’s public hearings on homeopathy in
2015 cited only two deaths from homeopathy in a decade,*
and even those deaths were not verified: the poison control

"Readers interested in homeopathy’s mechanism of action but
who find the physics in these studies daunting are encouraged to
view Dr. Bell’s explanation of her research, “Pursuing the Biological
Basis of Homeopathic Remedy Response,” at https://www.youtube
.com/watch?v=0_sQjsKv8ic&t=3347s



center does not investigate the product being reported, and
consumers often misuse the word “homeopathic™ believing it
to be synonymous with “herbal™ or “holistic.”

Studies from Europe, where homeopathy is part of the
healthcare system in most countries, document its relative lack
of side effects. For example, areview of Germany’s drug safety
database on more than 300 million doses of homeopathic
medicines (and other similarly prepared medicines) revealed

only 46 case reports considered “serious,” mostly consisting of

redness, rashes, and swelling (most likely due to the medicines
being delivered by injection, a method not used in the United
States)." The lack of side effects has the benefit of increasing
patient compliance, as in a study comparing homeopathy to
fluoxetine for depression (showing comparable benefits, but
more patients on fluoxetine dropping out of the study due to
“troublesome side effects™).**

The comparison to conventional medications will be famil-
iar to readers: as of 2011, an estimated 81 million hospitalized
Americans had experienced a serious adverse reaction to a
prescription drug each year, and an estimated 128,000 per year
had died as a result* Only 1 in 12 new drugs provides a
clinical advantage over existing ones for the same condition,
“while the proportion with serious harms has gone up from [ in
5 towards 1 in 3."* Off-label prescribing (prescribing a drug
for a condition for which it has not been tested) makes the
balance even worse, with 75% of off-label prescribing not
“supported by sound evidence.”**

Effectiveness

Randomized controlled studies comparing homeopathic
medicines to a leading drug for a particular condition are rare.
In addition to the just-cited study on fluoxetine, a homeopathic
combination remedy for vertigo in another study was compa-
rable in effectiveness to betahistine.*’

Large-scale outcomes studies, comparing the overall results
from homeopathic versus conventional treatment, have been
conducted more frequently and have shown better results be-
cause they have greater model validity for homeopathy. A
French study showed that children treated by a homeopathic
physician for URIs were significantly more likely to have a
positive result of treatment compared to children treated with
an antibiotic; they also had fewer complications, better quality
of life, and their parents needed fewer family sick-leave days.*®
An international primary care outcomes study comparing ho-
meopathic and conventional treatment for acute respiratory
and ear complaints found that children experienced complete
recovery or major improvement at a significantly faster rate
than children undergoing conventional care.*” A study seeking
to replicate this study showed that onset of improvement was
faster in the homeopathic group, and adverse drug reactions
occurred more frequently in adults in the conventional group.*®

Homeopathic treatment was compared to standard of care
in a prospective observational study of German children
with otitis media: the homeopathically treated group recov-
ered more quickly, and fewer than 5% ended up receiving
antibiotics.”
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Cost savings )

Homeopathic medicines cost as little as one cent per dose,”
providing immediate cost savings and also long-term benefits
by reducing the influence of pharmaceutical profits on medical
doctors and medical decision making. Long-term studies on
patients who choose homeopathic versus conventional pro-
viders indicate that the former tend to recover more quickly
from chronic illnesses and require less medication over
time.*>” The Swiss government five-year study of homeop-
athy included a cost-effectiveness study showing a 15% re-
duction in the cost of claims made against its mandatory health
insurance.’’ A Brazilian study indicated that even though ho-
meopathic physicians ordered fewer tests than conventional
family health doctors, they were able to resolve patients’
problems.>

Replacing Antibiotics to Stem the Rise
of Antibiotic-Resistant Microbes

A study on a homeopathic cough syrup with or without ad-
ditional antibiotics demonstrated that the antibiotics added no
therapeutic value yet added unwanted side effects™: coughs,
although often viral in nature, are a leading reason why anti-
biotics are prescribed in the United States. A study in France,
where people can choose a conventional or homeopathic pe-
diatrician or primary-care doctor, comparing children offered
homeopathic or conventional treatment for recurrent colds
found that the former had fewer recurrences, fewer compli-
cations, and better quality of life, and the parents needed fewer
sick-leave days.”” A recent double-blind placebo-controlled
trial of homeopathy versus conventional treatment for acute
ear infections showed that the homeopathy group recovered
faster and had a much lower rate of antibiotic prescriptions (0%
vs. 97.5%).>*

Adjunctive homeopathic treatment has even been shown to
be beneficial for accelerating resolution of severe, potentially
fatal sepsis in a research study in the intensive care unit
(ICU).>® In the same ICU at the University of Vienna Hospital,
homeopathy was used to revive terminal patients for whom
conventional medicine had nothing more to offer; before-and-
after labs and diagnostic imaging document their revival by
homeopathy.®

Animal studies have demonstrated homeopathy’s effec-
tiveness compared to antibiotics, for example in preventing
diarrhea and kennel cough in piglets,””*® and mastitis in dairy
cows.”’

Quelling Epidemics
Homeopathic medicines can be immediately effective in
epidemics, obviating the need for slow and costly drug devel-

opment.”’ Meticulous records kept by public-health officials,

*For example, a homeopathic remedy kit for home use containing
100 tubes (each with about 1.000 pellets) is available online from
several homeopathic manufacturers for $225 or $2.25 per tube, with
one dose typically being two pellets.
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hospitals, and physicians provide historical evidence that ho-

meopathy is effective in epidemics such as cholera for which
- « . ~ . 2

conventional medicine still lacks effective treatment.®'* In the

great Spanish Flu pandemic following World War I, tens of

millions of people died worldwide—except those treated with
homeopathy. who had only a 1% mortality rate.*®

Recent examples of the effectiveness of homeopathic med-
icines against epidemics include the annual leptospirosis epi-
demic in Cuba, in which millions of people have been
protected more effectively than with the previously used
pharmaceuticals.** One year when the drugs were in short
supply, homeopathic prevention used with 2.3 million people
stopped the epidemic in its tracks. The results could be com-
pared both to previous years and to the rest of the island where
the drugs were used: the intervention was “strongly associated
with a drastic reduction of disease incidence resulting in
complete control of the epidemic.” The protective effect con-
tinued into the following year: a 84% reduction in leptospirosis
in treated areas compared to a 22% increase in untreated areas.
A careful reanalysis was able to eliminate possible con-
founders such as variance in rainfall.®®

A meningococcal epidemic in Brazil in 1998 provided the
opportunity to compare those protected with a homeopathic
medicine against those who were not. In this government-

funded study of nearly 90,000 people, there were four cases of

meningococcal disease among those protected compared to 58
cases that would have been expected, based on the rate among
the unprotected cohort. This represented a 95% protection rate
in the first six months and a 91% protection rate over the year.®®
Laboratory studies also indicate homeopathy’s effectiveness
against epidemic diseases such as malaria®” and Japanese en-
cephalitis®; in the malaria study, homeopathic treatment was
more effective than pyrimethamine, the standard of care.

Obstacles to Inclusion

Physicians and other healthcare practitioners may well
question these asserted benefits of homeopathy, given its ex-
clusion from our healthcare system and general lack of fa-
miliarity with it in the United States. Or they might well ask
why homeopathy is not a part of mainstream medicine here as
it is in Russia, India, and many countries in Europe and South
America. In France, for example, 95% of primary-care phy-
sicians and pediatricians prescribe homeopathic medicines®’;
France has the best healthcare in the world, according to the
World Health Organization.” India has hundreds of homeo-
pathic hospitals, several hundred thousand professional ho-
meopaths, and 100 million people who depend on homeopathy
as their sole method of healthcare.”!

Obstacles to the acceptance of homeopathy include:

e The myth that it cannot possibly work because there is
nothing in it. Recent research on homeopathic solu-
tions using transmission electron microscopy shows
the presence of nanoparticles of the medicinal sub-
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stance.”™ A number of possible mechanisms of action
are emerging through the research in materials science
and ultra-high dilution physics cited earlier.

The myth that homeopathy is unproven. In fact, there
are more than 1,000 research studies documenting the
effectiveness of homeopathy available in an online
database; 352 of them were published in peer-reviewed
journals, and 198 of those were RCTs.”* Of 22 meta-
analyses, 20 showed at least a trend in favor of ho-
meopathy, according to the Swiss government.”? A
Swiss “Health Technology Assessment” committee
spent five years reviewing all the research, as well as
conducting its own research on its citizens’ use of
homeopathy versus conventional medicine, and de-
cided as a result to continue covering it as part of their
national health insurance.” The committee’s findings
were published in a 300-page book.”!

The myth of evidence-based medicine. The myth that
conventional medicine is evidence based while holistic
modalities are not is belied by the review in the British
Medical Journal: among thousands of common medi-
cal treatments, the research showed only 13% were
found to be beneficial and 23% likely to be beneficial,
while 4% were likely to be harmful or ineffective and
46% were unknown in their effectiveness.””

Lack of funding for research on homeopathy. Because
homeopathic medicines are not patentable, there is
insufficient profit generated to support research by
homeopathic manufacturers in the United States.
Conventional pharmaceutical companies spend more
than $100 billion dollars a year on research,”® while
there is little or no funding for research on homeopa-
thy. Homeopathy needs substantial additional research
funds for large-scale trials and replications of its trials,
areas in which homeopathic research is weak.

The pharmaceutical industry’s influence on the media,
based on the billions of dollars it spends on direct-to-
consumer advertising.

Media coverage focused on negative press about ho-
meopathy. Certain studies seem deliberately designed
to discredit homeopathy, as they were co-authored by
opponents of homeopathy and relied on heavily ma-
nipulated statistics. They have received disproportion-
ate media coverage, both for the general public and for
physicians. In fact, they are the only widely cited
studies on homeopathy. The 2005, Shang et al.’s study
used arbitrary and undisclosed standards to reduce 110
research trials to just eight described as “higher qual-
ity” and to conclude that homeopathy works no better
than placebo.”” However, all 21 studies identified in
the study as higher quality would show that homeop-
athy works better than placebo.”® An independent
statistics expert cited its “flawed statistical methods.”””
A more recent study on 151 placebo-controlled RCTs
showed homeopathy is 1.5-2.0 times more likely to
work than placebo.™



Perhaps even more damaging was the 2015 Australia com-
mission report, widely perceived to represent an official posi-
tion of the Australian government against homeopathy,
although the government continues to provide insurance cov-
erage for homeopathy. Proposed by an anti-homeopathy lob-
bying group, a review committee chaired by a known skeptic of
homeopathy used arbitrary standards (such as requiring that
studies have more than 150 subjects and a perfect quality
score) to conclude that “there are no health conditions for
which there is reliable evidence that homeopathy is effec-
tive.”™" A detailed rebuttal has been submitted to Australia’s
Ombudsman to have the report retracted.* In the meantime,
“Homeopathy is bunk, study says™ has been a typical head-
line.*

None of the positive studies about homeopathy are men-
tioned in the media, nor are the detailed responses to the
negative studies. The message of the Shang study (“homeop-
athy is no better than placebo) and of the Australia report
(“homeopathy is proven not to work for any condition™) con-
tinue to be repeated in the popular press and specialized media
for healthcare professionals, just as the FDA action against
teething tablets has received widespread coverage and physi-
cians’ analysis of its lack of evidence has received none.

¢ The pharmaceutical industry’s influence on physicians’
access to information: the pharmaceutical industry
underwriting continuing medical education confer-
ences, drug reps who visit doctors’ offices reporting the
latest research favorable to their products, advertising
in medical journals, and even the content of the jour-
nals.*!

e Publication bias against homeopathy. Studies submit-
ted to peer-reviewed journals are routinely rejected
when they include the word “homeopathy” and ac-
cepted when submitted to another journal with the
word “homeopathy” deleted.™ The study on homeop-
athy’s effectiveness in the leptospirosis epidemic in
Cuba was rejected by journals that had previously ac-
cepted articles by the same authors.®®

Recommendations for Increased Regulation

The author agrees with the authors of the NEJM perspectives
piece that homeopathy needs additional regulation. However,
homeopathy’s low risk of harm and great potential benefit
indicate that the existing regulatory system should stay intact,
with only minor changes to make it more user-friendly for
consumers and to prevent non-homeopathic products fraudu-
lently posing as homeopathic. Specifically:

e Single or individual (not combination) homeopathic
medicines are currently required by the FDA to carry
an indication for use on their label. These are confusing
for consumers, as each homeopathic medicine can treat
more than one condition, and each condition could be
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treated by more than one medicine. Lachesis, for ex-
ample, may state “hot flashes™ as its indication for use,
a deterrent to the male consumer seeking to treat his
sore throat, for which Lachesis is also an effective
medicine. Omitting this mandatory indication for use
would make homeopathy less confusing for consumers.

e Combination products containing homeopathic medi-
cines and supplements should not be labeled as ho-
meopathic, nor should they be allowed to make label
claims as if they were purely homeopathic: this exist-
ing regulation needs to be strictly enforced.

e Combination products consisting solely of homeo-
pathic medicines should continue to be allowed label
claims consistent with the HPUS indications for at least
one of the ingredients.

e Homeopathic products available OTC should not carry
a label claim for a chronic condition that requires
medical supervision. Current FDA regulations already
prohibit this: homeopathic products are only catego-
rized as OTC if appropriate for self-treatment. How-
ever, this regulation is rarcly enforced, and these
products are widely available online and in stores.
They need to carry a warning label such as “Use only
under medical supervision as an adjunct to conven-
tional medical treatment,” given the difficulty with
strict enforcement of the existing regulation.

Conclusion: Need for a New Therapeutic Order

A new therapeutic order is being proposed by a physician®
and a group of naturopaths.® While differing in the details,
both propose inverting the current triage of healthcare for
chronic illness in which holistic modalities are resorted to only
after conventional drugs and surgery have failed. Instead, these
authors propose a “first do no harm” order of treatment inter-
ventions: life-style modifications including changes in diet,
exercise, and stress reduction, followed by energy-based mo-
dalities such as acupuncture and homeopathy. The next step, if
necessary, would be the high potency supplements of natu-
ropathy and functional medicine, followed by drugs and sur-
gery only as a last resort. These authors contend that upending
the current triage is necessary to reform our current healthcare
system, which is by far the most expensive in the world yet
provides the worst results among high-income countries.*’
Both proposals include homeopathy high on the priority list. It
is hoped that this article has dispelled any concerns about the
safety of homeopathy or the need for further regulation.
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