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This is the last article in a series on the use of complemen-
tary and alternative medicine (CAM) in the U.S. Part | dis-
cussed the widespread use of CAM in the U.S. and the need
for better-informed health professionals to provide patient
counseling. Part 2 reviewed government policy and regulatory
and safety concerns regarding dietary supplements.

Introduction

With the increasing popularity of CAM and dietary supple-
ments among patients in recent years, there has been a cor-
responding movement to incorporate these therapies into
mainstream medicine.! These efforts are now influencing both
the public and private sectors to invest more deeply and
broadly in the practice of integrative medicine.! However, de-
spite this increasing trend, information about policies and
practices regarding the use of dietary supplements in health
care facilities is lacking.? Evidence that does exist shows that
such policies within medical facilities are either inconsistent
or nonexistent and sometimes don’t comply with accreditation
recommendations.*® With the growing patient interest in CAM
and dietary supplements, health care facilities should establish
consistent, reasonable, and enforceable policies regarding
their use.b If these products are not included on the health care
institution’s formulary, a carefully considered policy regarding
patients’ home supply of dietary supplements should be
established.

Integrative Medicine:
A Growing Trend in Health Care Facilities

In response to increased consumer interest, mainstream
medicine has begun to incorporate certain “alternative” ther-
apies in the delivery of health care.®” This popular inter-
mingling of conventional medicine and CAM is referred to as
“integrative medicine.””

Leading academic institutions have also incorporated CAM
into medical education, clinical practice, and research.? Con-
ventional medical schools such as Columbia University College
of Physicians and Surgeons, Harvard Medical School, and
Thomas Jefferson University have established CAM or inte-
grative medicine centers, whereas others have added this
topic to their curricula.’” In addition, a national consortium of
academic medical centers has been formed to foster the
development of integrative medical practice, research, and
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training.! Hospitals outside academia are also creating CAM
programs, and health care providers have been expanding
benefits to include alternative practices.5”

Many cancer treatment centers also now offer CAM thera-
pies.® The University of Texas MD Anderson Cancer Center
provides an integrative medicine approach to cancer care that
incorporates a clinical program, research, and education.® It
offers the “Place ... of Wellness” program, which provides
more than 75 complementary therapy opportunities to help
patients with the nonmedical aspects of living with cancer.®
The Memorial Sloan-Kettering Cancer Center and the Dana
Farber Cancer Institute have also established integrative med-
icine centers.® In 2003, the Society for Integrative Oncology was
also created to provide health care professionals with a forum
for the presentation, discussion, and peer review of evidence-
based CAM research and treatment modalities for cancer care.®

The Need for Standardized Policies and
Practices

Despite the increased acceptance of CAM and integrative
medicine, these therapies are still limited in practice.” Conse-
quently, many institutions have not established formal policies
concerning CAM or dietary supplement use.'” In addition,
when institutions do attempt to integrate CAM and standard
medical practices, challenges arise.'® Because of this struggle,
the task of setting an institutional policy for CAM and dietary
supplement use seems to elude many centers.’ In addition,
when policies do exist, little is known about the content and
quality of these guidelines or howthey are implemented in an
inpatient setting.®

Perhaps the reason for the inconsistency and confusion in
hospital policies regarding CAM is that universally accepted
guidelines have not been established for the use of these ther-
apies in an institutional setting.* However, both the Joint Com-
mission and the American Society of Health-System Pharma-
cists (ASHP) have provided guidelines concerning dietary
supplement use in health care facilities.>® Notably, the Joint
Commission’s Comprehensive Accreditation Manual for Hos-
pitals defines a medication as “any prescription medication,
sample medication, herbal remedies, vitamins, nutraceuticals,
over-the-counter drugs, vaccines, diagnostic and contrast
agents, used on or administered to a person to diagnosis, treat,
or prevent disease or other abnormal conditions.” Therefore,
the inclusion of herbal remedies, nutraceuticals, and vitamins
in this definition makes it very clear that the Joint Commission
expects health care facilities to manage dietary supplements
with the same diligence and care given to any prescription or
nonprescription drug.?® A competent policy should therefore
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require, at a minimum, a rigorous analysis of the impact of
dietary supplement use on the patient’s care and condition, a
medical order, and thorough documentation of such use.?®

However, despite guidelines established by both the Joint
Commission and ASHP, policies and practices in health care
facilities regarding the management of dietary supplements
are still often inconsistent and wrought with confusion.? Stud-
ies have revealed that many institutions have not yet come to
a strong consensus regarding such policies.*® In one study that
surveyed 302 pharmacy directors in acute-care facilities, only
62% had developed and implemented policies regarding di-
etary supplements, whereas the remaining 38% of respondents
indicated that no such policy existed.* Additional findings for
this study are listed in Table 1.*

Even among hospitals that do have written policies con-
cerning dietary supplements, the quality of guidelines varies
and some may even compromise patient safety and quality of
care.*? In a 2008 survey of 109 National Association of Chil-
dren’s Hospitals and Related Institutions (NACHRI), only 44%
of these health care facilities reported having written policies
that included vitamins and minerals, herbs, and other dietary
supplements.? In addition, only 46% of the facilities surveyed
required potential drug—dietary supplementinteractions to be
documented, and only 32% made surgical preoperative rec-
ommendations regarding dietary supplement products.®
Investigators for this study concluded that only 11% of the 109
hospitals surveyed satisfied the 10 quality indicators that they
had established for policies regarding the use of dietary sup-
plement in health care facilities.

Key Concerns When Developing Strategies
For CAM and Dietary Supplement Usage

Unfortunately, adapting current hospital policies and phar-
macy practices to patients’ use of dietary supplements is com-

plicated by alack of FDA regulations and safety data for these
products.® Health care professionals are also often unaware and
uninformed about adverse effects and drug interactions that
can occur with dietary supplements.® The lack of regulation,
evidence, and knowledge of these products further emphasizes
the need for pharmacists to accurately research their use in
order to prevent reactions or interactions.® Patients receiving
acute care may also have differing responses to dietary sup-
plements, depending on their underlying pathology and other
drug therapies they are taking.

Comorbidities are also common in patients, so pharmacists
must actively monitor the use of these products, just as they
do for prescription medications.® Because some dietary sup-
plements affect clotting dynamics or cause additive sedation,
patients taking these products may have to follow additional
precautions prior to surgery and anesthesia.® Doctors and
pharmacists also need to educate patients that even though
dietary supplement therapies are often considered “natural,”
they can have an impact on the chemical balance in the body,
just as prescription drugs do.® In order to educate patients,
health care provider education is critical.”

One of the most significant questions regarding dietary sup-
plement policies in health care facilities is whether to confis-
cate a patient’s home supply upon admission, replace it with
items from an institutional formulary, or establish practices that
ensure the safe use of these substances.’ Banning dietary sup-
plement use increases the risk that patients might smuggle
these agents into the hospital and hide them from clinicians
and other staff workers.> Consumers tend to be loyal to certain
products and brands that are unlikely to be on a health care
facility’s formulary.’ Federal law also allows patients access to
dietary supplements, irrespective of medical advice.? For these
reasons, existing policies in many facilities allow patients to
bring their own supply of these products from home.® This

Table | Policies and Practices Regarding Dietary Supplements in Responding Institutions

% Respondents Reporting
Policy or Practice
Institutions With Institutions Without
Policy Policy

Policy or Practice (n=163) (n=104)
Written order by authorized prescriber required in medical record 89 93
Supplement use documented in medication administration record 75 8l
Mechanism in place for identification by health care practitioner prior to use 75 68
P&T committee reviews and approves supplements for inclusion in formulary 68 66
Supplement use documented in pharmacy database 65 67
Dietary supplements prohibited at institution 30 9%
Nonformulary requests and forms submitted prior to supplement use 29 28
Written/signed patient consent obtained prior to supplement use 12 3t

* = significant difference (= 16.405; d.f.=|;P <0.0001). 1 2= 5.866; d.f.= I;P <0.015.

d.f. = degree of freedom.

Orriginally published in Bazzie KL, et al. Am | Health Syst Pharm 2006;63(1):65—-70. © 2006, American Society of Health-System Pharmacists, Inc.
All rights reserved. Reprinted with permission. (R1030)*
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practice makes it particularly important to identify home sup-
ply dietary supplements in order to avoid surgery-related or
drug-interaction risks.>®

Some health care facilities allow the unrestricted use of
dietary supplements.® However, hospitals that do not require
dietary supplement identification, that allow patients to take
these products irrespective of risk, or that do not securely store
these products are not meeting Joint Commission accredita-
tion guidelines.® Such a policy is also contradicted by ASHP
guidelines, which discourage the availability of a home supply
of dietary supplements at a patient’s bedside. The ASHP rec-
ommends that pharmacists identify all dietary supplement
products before they are used and that self-administered med-
ications be avoided if possible.'® The ASHP also advises that
self-administration of dietary supplements during a stay in the
health system may increase the risk to patients and liabilities
to health care professionals and institutions.' If an institution
decides to allow patients to use dietary supplements, the ASHP
also recommends that a prescribed order for the specific di-
etary supplement be entered into the patient’s medical record
and that a pharmacist review and verify the order.’

When developing policies concerning dietary supplements,
health care providers are therefore faced with a difficult
dilemma—acquiesce to patient preferences or impose pater-
nalistic policies that deny patient choice.? Such decisions
should involve both legal as well as clinical considerations and
expertise in order to create a policy that responds to patients’
interests and that honors clinical sensibilities.’

Liability Issues for Health Care Facilities

When creating policies concerning CAM and dietary sup-
plements, many hospitals struggle with balancing patient care
and legal and ethical concerns.? Relatively little has been sci-
entifically proven regarding the efficacy and safety of most
CAM and dietary supplement treatments, so these therapies
are still considered to be nonstandard care.’ Because of this
lack of efficacy and safety data, it is often not possible for
health care practitioners to make informed recommendations
regarding dietary supplement use.® Therefore, the risk of un-
foreseen adverse effects from dietary supplement use by a pa-
tient during an admission places significant liability on clini-
cians and hospitals.® Risk management, the potential for
malpractice claims and awards, and the rising costs of mal-
practice insurance coverage must therefore be considered
when dietary supplement use policies are being established.!

These liability risks also contribute to the lack of dietary sup-
plement policies in health care facilities because rather than
establish a formal protocol, many medical centers prefer to
leave all decision-making to the individual clinician.’ Such a pol-
icy then presents significant liability issues for physicians,
who can be held liable whether or not they have recommended
that a patient use dietary supplements.® Furthermore, even
though the medical literature tends to blame dietary supple-
ments for adverse drug interactions, it is unlikely that con-
ventional medical products and procedures would be exempt
from legal claims and awards regarding these interactions.!

As a safeguard against liability, some hospitals are also sat-
isfied to counsel patients against dietary supplement use and
then document the patient’s decision to go against medical ad-
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vice in the patient’s record.” However, even allowing the hos-
pital nursing staff to administer potentially toxic dietary sup-
plements of uncertain benefit may be seen as unethical and
places significant liability on health care facilities and physi-
cians.’

Yet another approach taken by some facilities to reduce po-
tential liability is to request that patients sign a liability waiver
or provide informed consent prior to permitting the use of
dietary supplements.' However, some experts have suggested
that the absence of safety and efficacy data for these products
prevents the valid use of informed consent.? Patients may also
refuse to sign a release and may surreptitiously use dietary
supplements, which would continue to expose a health care
facility to legal liability.®

Current Common Policies in Health Care
Facilities

In place of a formal written policy, some health care centers
have adopted other strategies regarding patient dietary sup-
plement use.’ These strategies often resemble the established
protocol for patient use of a home supply of prescription or
over-the-counter medications.®

According to this informal protocol, during the intake
process, a physician or nurse typically interviews the patient
and identifies which conventional pharmaceuticals, dietary
supplements, or other substances the individual is taking.>’
The pharmacy staffis then informed about these substances.’
The pharmacist then researches the medical literature to iden-
tify any potential problems that may occur with the use of
these medications, supplements, and other products.’ Because
of a lack of efficacy and safety data regarding dietary supple-
ments in the medical literature, this step presents a challenge
and places a great deal of responsibility on the pharmacist.®
Pharmacists should prepare for this responsibility by using
whatever resources are available that will help them increase
their knowledge about dietary supplements.®

The physician then discusses the risks and benefits of di-
etary supplement use with the patient.? The focus of this con-
versation generally concerns safety rather than efficacy.’ If the
product is safe yet has questionable efficacy, then it’s up to the
patient to decide whether it’s worth the expense.’ Even if the
pharmacy staff considers a dietary supplement product to be
unsafe, generally it is still the patient’s decision whether to con-
tinue to using it.” However, the institution usually documents
the patient’s decision in the chart by dictating it, writing a
note, or including the information in an e-mail that is printed
and included in the patient’s medical record.’

After these steps, the physician may then write an order al-
lowing the patient to use dietary supplements from a home sup-
ply.® The nursing staff collects the dietary supplements the
patient has brought into the health care facility and sends
them to the pharmacy.’ The pharmacist then attempts to ver-
ify the identity of the products.® The pharmacist relabels the
identified dietary supplements and returns them to the
patient’s floor, where they are stored in the medication room
or cart.’ A nurse then administers the agent or dietary sup-
plement according to the dose and schedule ordered by the
physician and documents the patient’s use in the medication
administration record (MAR).
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This system works, but it is time-consuming for the health
care facility staff. Furthermore, not all physicians comply with
such a system.? Some physicians simply advise patients not to
take dietary supplements, whereas others bypass making any
recommendation by referring patients to the pharmacy staff
for information.’

Additional Elements Suggested for Inclusion
In Dietary Supplement Policies

Other emerging ad hoc approaches may also provide sensi-
ble methods for developing policies that address the wide-
spread use of dietary supplements among patients.> Areas for
improvement in dietary supplement policy that have been
identified include establishing a comprehensive policy that
applies to all dietary supplements, enhancing methods for
documenting patient use, and establishing guidelines for pre-
operative use.® It has also been suggested that research be con-
ducted to precisely determine the relationship between facil-
ity policies, quality of care, and patient outcomes.?

Several features that have also been suggested for inclusion
in a dietary supplement policy:

1. Emphasize only evidence-based use. Health care facilities
may consider limiting dietary supplement use by allowing pa-
tients to only take products that have been proven safe.” Evi-
dence that either supports or contradicts a product’s use
should also be shared with patients in order to permit them to
participate in decision-making.’ Patients should be encour-
aged to communicate their preferences, and clinicians should
be prepared to respond about whether such choices are con-
sistent with the medical literature.’

2. Restrict patient use only to products that have undergone
quality assurance testing. Because dietary supplements (par-
ticularly Chinese herbals) may be adulterated, quality assur-
ance testing for these products are critical.” Health care
facilities should therefore allow patients to take only high-
quality dietary supplements.’ Such products are made by man-
ufacturers that use pharmaceutical grade-ingredients and
submit to third-party quality assurance testing by the U.S.
Pharmacopeia (USP).?

3. Limit clinicians’ scope of practice. Health care facilities
might also consider limiting their providers’ scope of practice
with respect to dietary supplements. Some centers ban all of
their health care practitioners from recommending dietary
supplements, whereas others allow pharmacists, dietitians,
and nutritionists to make such recommendations because they
are deemed to have relevant expertise.’

4. Provide adequate informational resources to health care
practitioners. Even if a facility or a health care provider doesn’t
recommend dietary supplements, patients may still ask ques-
tions about these products.’ For this reason, informational
resources, particularly about dietary supplement safety, should
be made available to clinicians within the hospital pharmacy
or information center.’ Education regarding dietary supple-
ments might also be included in the curriculum offered by
health care institutions.’

5. Emphasize an overall health strategy to patients, and limit
the use of dietary supplements to wellness care. Some health care
facilities have reported concerns that patients think of dietary

supplements as a “magic pill.” In such situations, an effort
might be made to refocus the patient on an overall health
strategy for symptom relief and disease cure.” Health care
institutions may also find it helpful to reduce patient reliance
on dietary supplements as part of a treatment regimen and,
instead, to emphasize the potential role of these products in
health maintenance.® This approach may help to obviate the
common phenomenon of patients equating the use of dietary
supplements with conventional medications used in the man-
agement of medical conditions.’

A Suggested ‘Model Policy’ for Health Care
Facilities

Despite the lack of consensus concerning dietary supple-
ment policies in health care institutions, it is agreed that a
model policy should be reasonable, enforceable, and, ideally,
based upon established pharmacy practices.® It has therefore
been suggested that such a model policy should include the fol-
lowing specific features:®

¢ a physician’s order, including the name, source, dose,
and schedule of the dietary supplement

¢ the identification, labeling, and recording of the substance
by the hospital pharmacy

e secure storage of the product in the medication room or
cart

¢ administration by the patient or nurse, which is docu-
mented in the MAR

e the reporting of any adverse events associated with
dietary supplement use internally to pharmacy and risk
management personnel, as well as externally to the FDA’s
MedWatch program

It is also recommended that this model policy include
provisions for educating health care providers so that they are
prepared to make clinical decisions and discuss dietary sup-
plement use with patients.?

A protocol for a patient’s use of dietary supplements from a
home supply that follows these recommendations was devel-
oped at Children’s Hospital in Boston (Figure 1).° This proto-
col was reviewed and approved by the institution’s directors of
pharmacy and nursing services, the P&T committee, and
attorneys for the Risk Management Foundation of Harvard
University.® In accordance with this policy, physicians use
preprinted physical and admission history forms during intake
that prompt an inquiry about patients’ use of dietary supple-
ments.® A physician must then write an order that specifies the
dose and schedule for any dietary supplements the patient will
be allowed to take after hospital admission.® Although consul-
tation with a pharmacist is not required, clinicians are en-
couraged to use holistic medicine and medical toxicology serv-
ices as well as online pharmacy databases.”

The dietary supplements in the patient’s home supply are
then sent to the pharmacy, but they are relabeled only if they
can be definitively identified.® The pharmacy maintains an
ongoing record of patients’ dietary supplement use.’® The
dietary supplement is then locked in the medication room
until the dosing schedule calls for its administration.’ The
nurses then delivers the dietary supplement to the patient or
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Figure | Protocol for handling home supply dietary supplements among inpatients at Children’s Hospital of Boston.

Identify herbal product/dietary supplement (DS) use
“Use of herbal product or dietary supplement” is defined as occurring within the last 48 hours. Physician must identify DS use.
Information about use is analogous to medication use and is recorded in chart, nursing assessment tools, and progress notes.
If a DS is to be used, its administration must be ordered by written physician order. Toxicology service is consulted to support

clinical decision-making.

The DS is sent to hospital pharmacy

Chinese (Asian) patent medicines not allowed under any
| circumstance; Ayurevedic medications potentially banned.

\

Administration is documented in the MAR.

Pharmacy identifies and labels the DS; nursing manages the DS in patient care areas
If a DS can be identified, it is relabeled; if a DS cannot be identified, it is not relabeled.
The DS is returned to the patient’s floor, where it is locked in the medication room.
Nursing staff, according to written physician order, gives the DS to the patient or family and directly observes ingestion.

Nursing staff monitor for adverse effects

\]

Adverse effects are documented; reporting to the hospital Risk Management Office and to MedWatch.

Toxicology service is consulted to assist in identifying the causative agent and to support clinical decision-making.

from Springer Science + Business Media.’)

MAR = medication administration record. (Adapted from Boyer EW. | Med Toxicol 2005;1[1]:30—34. With kind permission

caregiver for administration. After observing ingestion by the
patient, the nurse records the event in the MAR.® If any adverse
events are observed, they are reported internally to hospital
pharmacy and risk-management personnel and externally to
MedWatch.?

Each aspect of this policy is designed to educate clinicians
regarding dietary supplement use, engage patients, or adhere
to directives from credentialing organizations.® Providing ed-
ucational services to physicians and encouraging discussion
with patients broadens clinical knowledge about dietary sup-
plement use.® Requirements for physician’s orders, pharmacy
and nursing documentation, and the secure storage of dietary
supplements complies with Joint Commission accreditation re-
quirements.® The patients’ sense of participation in their own
medical care is enhanced by allowing them or a caregiver to
administer the dietary supplement.’® In addition, allowing self-
administration may relieve the hospital staff of ethical and
legal burdens regarding the administration of dietary supple-
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ments with unknown benefits and toxicities.® This suggested
model strategy, however, does not include a request of patients
to provide informed consent with respect to dietary supple-
ment use.’

P&T Committee and Formulary
Considerations

After a health care facility has a dietary supplement policy
in place, decisions must be made about which products, if any,
to include on both inpatient and outpatient formularies and
which brands to stock.? The survey of NACHRI hospitals found
that most formularies (99%) in these hospitals do include
vitamins and minerals (Table 2).> However, only 2% of these
institutions’ formularies include herbs, and only 38% include
other types of dietary supplements (such as probiotics or mela-
tonin).® The most frequently cited reasons for including dietary
supplements on the inpatientformularies for these institutions
were a prior review by the P&T committee, safety data, clini-
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cal evidence, availability of standardized products,
physician demand, cost, and proofof quality of the
product (Table 3) .2

Table 2 Formulary Availability and Policies About Dietary

Supplements

An effective approach taken by one managed Variabl No. (%
health care organization was to form a P&T sub- ariable 0. (%)
committee to evaluate common dietary supple- | Written policy regarding inpatient use

11
ments for eff}cacy. apd safety. The.goal was to Herbal products 86 (79)
develop a guide listing P&T committee recom-
mendations regarding dietary supplement use.!! Other dietary supplements 74 (68)
The st}bcon%mit'tee met mgnthly and evaluated the Vitamins and minerals 51 (47)
following criteria concerning these agents:
Other policy 8(7)

* proposed or common uses Answered yes to all three (vitamins and minerals, herbs, 48 (44)

e evidence-based indications, if any and other dietary supplements)

e adverse events, drug interactions, and - - — -

precautions Policy based on national guidelines about dietary supplements 18 (17)
¢ dosing and other recommendations for use Policy on staff recommendations on use of dietary supplements™*

e formulation and origin

& Staff may make recommendations 70 (64)

The P&T subcommittee then assigned a rec- Staff may not make recommendations 18 (17)
ommendation of “neutral,” “use with extreme cau- Policy does not specify 38 (35)
tion,” or “negative” to 85 different dietary supple- Y P
ments.!! The evidence-based guide for dietary Other 17 (16)
supplement use that .thIS P&T subcommittee Available on inpatient formulary
developed was well received and met the dual goals
of responding to patient demand and providing on- Vitamins and minerals 108 (99)
going education to clinicians.! ‘ Herbal products 2Q)

The ASHP’s “Statement on the Use of Dietary .

Supplements” is also a valuable source of guid- Other dietary supplementst 41 (38)
ance regarding the review of dietary SUIJplementS * Not all respondents answered this question,and more than one answer was
for formulary inclusion.* The ASHP recommends | allowed.

that dietary supplements undergo a formulary t+ Other dietary supplements include products such as fish oil, melatonin,
review process at least as rigorous as that for pre- | chondroitin,and glucosamine.

scription and nonprescription drugs.! The ASHP From G.ardiner Petal. Pediat.rics‘2008; 121(4):e775—e781.

advises that the inclusion of any product in a health ©American Academy of Pediatrics

system’s formulary should be based on compara-

tive data regarding efficacy, adverse effects, potential thera-
peutic advantages and disadvantages, the potential for drug—
dietary supplement interactions, and cost.!® The ASHP
guidelines also advise that the lack of evidence of safety and
efficacy for dietary supplements and the variability in product
content and quality make most of these products unsuitable for
inclusion in health system formularies.™

Conclusion

With increased patient use of CAM and dietary supple-
ments, health care facilities should establish consistent, rea-
sonable, and enforceable policies regarding the use of these
products.® If they are not included on the formulary for a
health care facility, a carefully considered policy regarding
patients’ home supplies of dietary supplements needs to be
established.
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