Is Self Care the Best
Care?

What about Dietary and Herbal
Supplements (DHS)2

History of the Food and Drug
Administration (FDA)

1990 - Nutrition Labeling and Education
Act

Labeling required for health claims to be
consistently labeled

Prior to 1994, supplements were held to
standards of other foods

Since DSHEA

Manufacturers are not responsible for making sure products are SAFE

or EFFECTIVE

"This statement has not been evaluated by the FDA. This product is not intended to
diagnose, treat, cure, or prevent any disease”

Current Good Manufacturing Practices (GMPs)

Focus on ensuring identity, purity, quality, strength, and composition of

products

t's in a Name?2

Nutraceutical: a food stuff (as a fortified food or dietary
supplement) that provides health benefits

Fortified cereals

Vitamins/mineral supplements

Energy drinks/tablets

Probiofics

Other supplements — enzymes, extracts, etc.

Dietary Supplement Health and
Education Act (DSHEA) 1994

Redefined “dietary supplement” as a “dietary ingredient” that
was intended to supplement the diet

a vitamin,

a mineral,

an herb or other botanical,
an amino acid,

a dietary substance for use by man to supplement the diet by
increasing the total dietary intake (e.g., enzymes or tissues
from organs or glands), or

a concentrate, metabolite, constituent or extract.

Who keeps our patients safe?

United States Pharmacopeia

Voluntary participation

Center for Food Safety and Applied Nutrition (CFSAN)
Monitor for false/illegal claims
Laboratory analysis of selected products/lots
Obtain information regarding ADRs
Inspect manufacturers/distributors
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What DHS Products Are My Patients
Using?e

Good patient interview

Open-ended questions and
clarify if answers are vague

What OTC medications do you
use regularly?

What types of dietary or herbal
supplements do you use?

What types of vitamins are in your

cabinet at home that you use
regularly?

10 Most Common Natural Products Among Adults* - 2007
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Are DHS Safe and/or Effective2?e

When supplements are used WITH or in
PLACE of medicines, dangerous outcomes
can occur

Research:
Natural Medicines Comprehensive Database
National Institutes of Health

Natural Medicines Comprehensive
Database (NMCD): Efficacy Ratings

EFFECTIVE = This product has a very high level of refiable clinical evidenc
indication. Prodt fective nerally considered ap
LIKELY EFFECTIVE = This product has a very high level of reliable cliir e g
indication. Py ts rated “Likely Effective"’ are generally considered o T RS e
POSSIBLY EFFECTIVE = This product has some clinical evidence supporting ifs use for a specific indication:
er, the evidenceis limited by quantity, quality, or contradictory findings: ly
al, but do not have enough high-quality

very highlevel of re
rould be discouragec

'=ffer,h,-=h=“ forits use
afing.




Natural Medicines Comprehensive
Database (NMCD): Drug-DHS Interactions

r, gastric/duodenal ulcers, consti
burns, wound healing, osteoarthritis, cold sores, moisturizer, hemorrl
Do not use combination; contraindicated:; strongly discourar
patients from using this combination; a serious adverse outcome 3 " X :
could occur. Likely safe if used topically/orally in small doses

Modoarare Possibly Unsafe in pregnancy due to potential mutagenesis
X " N L Efficacy

Use cautiously or avoid combination; warn patients that a o 3 .

significant interaction or adverse outcome could occur. Possibly effective for constipation (all productsremoved from market 2002), and psoriast
Drug-drug/drug-disease considerations
B i . ¢ it " S Digoxin - contraindicated due to wasting of K by aloe, thus incre:
e aware that there is a chance of an interaction; advi
patients to watch for warning signs of a potential interaction. DIt Ions ~ ioc OO
Warfarin — due to potential laxative effect of oral ak

Renal dysfunction - may cause nephritis or renal failure

Black Cohosh Blue Cohosh

Uses

nopausal symptoms, induction of labor, dysmenorrhea, PMS, fever, mild s i Inducing labor/menses, antispasmodic, laxative, colic, cramping, hiccups.
Safety rheumatic diseases

Likely safe if used in appropriate doses, most studies ~6 mos Safety
ADRs: Some reports of liver damage Likely UNSAFE, multiple toxicities reported
Efficocy ADRs: mucous membrane imitation, chest pain, diarhea/cramping, hyperglycemia,
CHF, neonatal MI, shock

Possibly effective for menopausal symptoms .
v ® i ? Efficacy
Drug-drt rug-di nsideration: " "
ugdilg/digidtea SRR Insufficient evidence to rate
Atorvastatin — may cause elevated LFTs or liver damage 4 . .
o - Drug-drug/drug-disease considerations
CYP 2Dé6 substrates — black cohosh may inhibit, resulting in increased levels of: g
amitriptyline, framadol, paroxetine, flecainide, and others Diabetes —may increase blood glucose levels

Hepatotoxic drugs - may enhance potential for liver toxicity Hypertension —may increase bloodpressure through vas

Chondroitin Cinnamon (Cassia cinnamon

Uses

heart disease, aromatase inhibitor induced joint pain, GERD. ! " ” ;
N e 1 “ucec ot pain Type 2 diabetes, flatulence, diarthea, prevention of N/V, loss of appetite,

common cold, angina, impotence, abortifacient
Neii=1)%

lly for 2 months - 6 years Likely safe when used orally, possibly unsafe in high doses long-term

bly safeifiused intramEse R ICIREER ADRs: well tolerated, possible hepatotoxicity from large amounts, due to

Efficacy coumarin in compound

Possibly effe - Efficacy
Insufficient eviden e for dry eye, GERD, M, psoriasis

Drug-Drug/Drug-disease considerafions Insufficient evidence for diabetes
Moderate interaction with warfarin, Drug-drug/drug-disease considerations
Asthma - could cause incr i Hepatotoxic herbs/supplements

P e L Diabetes — may lower blood glucose levels




CoEnzyme Q10

Uses

Cardiac diseases (CHF, angina, dilated and hypertrophic cardiomyopathy), dicbetes
hyperte: bipolar, statin-induced myopathy, macular degeneration,

Safety

Likely safe when used orally of doses up to 1-3mg/kg/day for up to 9 months
Efficacy

Possibly effective for patients with CV disease, fioromyalgia

Insufficient evidence for: Hypertension, statin induced cardiomyopathy
Drug-Drug/Drug-disease considerations

Moderate - alkylating agents, BP meds (may lower BP), and warfarin (decreased INR)

- doxorubicin

Echinacea

To reduce the symptoms/duration of the common cold/URI, immunostimulant fo
infections, migraines, dyspepsia

Likely safe whe d short-term orally
ADRs — Gl upset, rash, fever, heartburn, unpleasant tas
Efficacy

yeast infections (when used with topical antifungal)
Drug-drug/drug-disease considerations

CYP 1A2 ~inhibition by echinacearesults in increased lev
iazepam, ondansetron, propranolol, verapamil, theophyline, and warfarin

CYP 3A4 — inhibition of intestinal 3A4 an
other out), but may dlter levels of medi

orin:

Fish Oil/Omega 3/EPA/DHA

Uses.

fipidemia, hypertriglyceridemia, coronary artery disease, hypertension, bip
theumatoid arthrifis, R syndrom

Safety

Likely safe when used in doses <3g per day

Possibly unsafe when dietary fish oils are consumed in large amounts (e: ally deep sea fish)
Efficacy

Effective — hypertriglyceridemia

Likely effective — cardiovascular disease
Drug-Drug/Drug-disease considerations

- Anfiplatelet/anticoagulant medications including wor
platinum containing

Moderate - Antihype
Mood disorders ~hypomania may result

vention of UTI, neurogenic bladder, urinary deodorizer, typs
Safety
Likely safe when used appropriately

ADRs - Gl/diarrhea in large doses (3-4L/day), may increase risk for uric acid kidney stone
formation

[Sjilelel%

Possibly effective for reduci

Possibly ineffective for diabetes
Drug-drug/drug-disease considerations

(P 2C9 substrates— flavonoidsin cranberry may inhibit 2C9, resulfing in higher levels of
amitriptyline, celecoxib, fluvastatin, glipizide, tamoxifen

Warfarin — cranbermry may inhibit degradation, which may lead to incre

Evening primrose oil

nstrual syndrome (PMS), mc)m\cm eudome'r\osl
Reynaud's syndrome, MS, cancer, hyper
obesity/weight loss cnobencneurupom,r

Safety

Likely safe

ADI well tolerated, may increase risk of pregnancy compl
Efficacy

Possibly effective for breast pain, osteoporosis
Drug-drug/drug-disease considerations

Anticoagulants/antij g /NSAIDs — may have an gulant
effects of other med

Phenothazines lorpromazine, efc) - may put patients at ris

Flaxseed/Flaxseed Oil

&), BPH, ADHD

Safety

Likely safe when used orally for up to 6 months
|Siilelelel%

Possibly effective for carpal tunnel syndrome (topical)

Possibly ineffective for diabetes, hyperlipidemia, rheumatoid arthritis
Drug-Drug/Drug-disease considerations

Moderate - Anficoagulant/antiplatelet medications, antihypertensives lower BP)




e Garlic

Orally: hypertension, hyperlipidemia, coronary disease, atherosclerosis, MI, earaches, H. pylori infe&fion, Glnger
thma, fubercuic
y: finea, onychomy Uses

t vaginitis with y Motion sickness, morning sickness, dyspepsia, flatulence, CINV, RA, osteoarthritis, PONV,

Safety migraine, prevention of withdrawal from SSRI discontinuation

Like e when Nel{=h%
ADR: Likely safe
Efficacy ADRs - (at doses >5/day) abdominal discomfort, heartburn, diarrhea
ly five for att Efficacy
Drug-drug/drug-disease considel Possibly effective for morning sickness, PONV, verfigo

lant/a effects of warfa INR) and other a . .

i Rl 1K) and ofher ar Drug-drug/drug-disease considerations
Contraceptives-may j 3
Anticoagulants/antiplatelet agents — may 1INR in patients on warfarin, and m

CYP 2E1 with LMWH and clopidogrel/ticlopidine

agents
CYP 3A4 - conflicting a me may increase insulin levels and cau:
Calcium channel blockers — may have additive eff
arfarin

Ginseng

Uses

Orally: Mental acy mer’s, § dementia, difficulty ' gl et e A
oraly: Sl Rl R, difficu Stress reliever, general tonic, stimulant, diuretic, digestive aid, anem

stimulating immune function, breast cancer

Topically: wound dre:
IVzincre a w 0 gnition, metastatic colon cancer

Safety

Safety
ssibly sa S¢ 5 <
Likely safe if using appropriate orals (NOT seeds oral) Possibly safe when useclcie LEIRIRERIIRES)
ADRs - Gl upset, resflessness, weakness, spontaneous bleeding, intracranial bleed (rare) ADRs—_G\ insomnia, vaginal bleeding, tachycardia, cerebral arteritis, SJS, cholestati

i hepatitis, amenorrhea
Efficacy
sibly effective for age-related memory impairment, dementia, dic Efficacy
drug/drug-disease considerations Possibly effective for diabetes (lower post-prandial glucoses), and RTI

Anticoa /antiplatelet/NSAIDs it
when combined with other anfic

g-drug/drug-disease considerations
Antidiabetics - may lower blood glucose levels
MAOIs - theoreticalinterference by ginseng
Warfarin - | INR, avoid concomitant use

d Green tea extract
Glucosamine

Orally: (usually in combination with chondroitin): osteoarthritis, rheumatoid arthritis,
glaucoma, TMJ, joint pain, back pain
5 P - - rate amounts
ally: (with shark cartilage, camphor, or chondroitin) for osteoarthriti & montr) 0 14

ul jarhea
ibly safe when used short term (up to 24 weeks) e
ADRs — mild flatulence, cramping, abdominal bloating
Efficacy
ufficient evidence to rate
drug/drug-disease considerations
Diabetes— MAY increase insulin resistance or decrease insulin production

Chemotherapy - theoretical resistance development fo etoposide and doxorubicin

Warfarin - 1 INR, resulting in increases in bleeding/bru Lithium -

Hyp vith MA tine. e




Hawthorn

Uses
Orally: CHF, coronary circulation disorders, angina, arrhythmias, to increa:
cardiac output, hypotension AND hypertension, anxiolytic

Topically: boils, sores, ulcers, itching, frost bite:
Safety

Possibly safe when used orally short term (16 weeks)

ADRs - vertigo/dizziness
Efficacy

Possibly ineffective for CHF
Drug-drug/drug-disease considerations

Cardiac - DO NOT give if patient is taking beta-blockers, calcium channel
blockers, digoxin, nitrates, PDE-5 inhibitors, as this may result in additive effects
resulting in vasodilation and hypotension

Melatonin

Jlly: jetlag, insomnia, BDZ/nicotine withdrawal, finnitus, Aizheimer's, ion, BS, vari
perpigmentation

nt against UV light and sunbum

"NS depression if taken with EtOH, BDZ or other depr

s — isolated reports of minor bl mpaired prothrombin activity with
pl

f melatonin, which may

~may impair g utilization and enhan linre:

S-adenylmethionine (SAMe)

Uses
Orally: dep n, anxi e ise, fibromyailgia, osteoarthritis,
’s, improving mental performance, liver cirhosis

d for fibromyalgia, depression and Alzheimer

PO/IM/IV for up to 2 years
ADRs - with high doses flatulence, nausea, vomiting, diarrhea, constipation, dry mouth, mild
insom! head e
[Siifelele%
Likely effective for depression and osteoarthriis
ibly effective for AIDS myelopathy, fioromyalgia, and intrahepatic
Drug-drug/drug-disease considerations

MAOIs/Antidepressants/serotonergic drugs — additive seroton effectsincrease
serotonin syndro /P ive crisis (pentazocine, framadol, meperidine, dextromethorphan

and antide
Parkinsor a, leadin mptor

ty disorders, stress, ADHD, insomnia, restle: s, epilepsy ion, RTls
. pain, UTls, venereal disease

in disorders including y, fo promote wound healing, analgesic, poultice for
O , mouthwash for

Nelch%

Possibly unsafe when used orally: potential for hepatotox

months)

ADRs — Gl upset, dry mouth, EPS, hepatotoxicity (banned in Switzerland, Germany, C
|Siilelele%

Possibly effec anxiety, BDZ withdrawal
Drug-drug/drug-disease considerations

CNS depressants— may have additive effects with BDZ, barbitu

CYP 1A2, 2C9, 2C19, 2D6, 2E1, 3A4, p-glycoprotein~ inhibition of the: ymes by kavc
lead to increased levels or side effects icat
mine antago

Milk thistle (silymarin)

Uses
Orally: liver disordersincluding toxic iver damage caused by chemicals, jaundice, hepatic cirrhosis,
and dyspepsia, diabetes, stimulating breast mik flow, prostate cancer
ty
Likely safe when used orally and appropriately (up o 41 months studied)

ADRs - laxative effect, nausea, diarrhea, dyspepsia, flatulence, abdominal discon 5
precipitate allergy in patients allergic to ragweed, marigolds, chrysanthemums, daisies and

Efficacy
Possibly effective for diabetes and dyspepsia

Drug-drug/drug-disease considerations
CYP 2C9, 3A4 —inhi of this enzyme results in altered levels of warfarin, verapamil, tamoxifen,
statins, diazepam, and others
Estrogens/glucuronidated drugs - silymarin may in beta-glucosidase, which is responsible for
clearing esfrogens

Saw Palmetto

Uses
Orally: BPH, mild diuretic, sedative, anti-inflammatory, antiseptic, aphrodisiac, prostate
cancer
Safety
Likely safe when used orally and appropriately (1 year)
ADRs - HA, dizziness, GI complaints, postural hypotension, ejaculation disorders
Siilelele]
Possibly ineffective for BPH
Drug-drug/drug-disease considerations
agulant/antiplatelet drugs — known to prolong bleeding time, caution in patient
taking these meds
Contt ptives — may have antiestrogenic effects




St. John's Wort

n, anxiety, mood disturt iated with

inflamm in, burns, to's

g altered le
imatinib, MA

Conclusions

DHS are not wellregulated

Use of DHS (as self care) are increasing rapidly
Prospective RCTs are limited

Drug interactions may be rare, but can be severe

Health care professionals can increase safety through increasing
personal knowledge to help patients choose supplements safely

Drug-Drug Interactions (Common)

Warfarin & other anticoagulant medications
Antiplatelets

Medications that are metabolized through CYP 3A4

Is Self Care the Best
Care?




