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Herb—-drug Interaction

Despite the lack of sufficient information on the safety of herbal products, their use as alternative and/or
complementary medicine is globally popular.

Of serious concern is the concurrent consumption of herbal products and conventional drugs.

Herb—drug interaction (HDI) is the single most important clinical consequence of this practice. Using a
structured assessment procedure, the evidence of HDI presents with varying degree of clinical significance.

While the potential for HDI for a number of herbal products is inferred from non-human studies, certain
HDIs are well established through human studies and documented case reports.

Various mechanisms of pharmacokinetic HDI have been identified and include the alteration in the
gastrointestinal functions with consequent effects on drug absorption; induction and inhibition of metabolic
enzymes and transport proteins; and alteration of renal excretion of drugs and their metabolites.



Herb—drug Interaction

The effects could be synergistic, /or antagonistic. Poor reporting on the part of patients and the inability
to promptly identify HDI by health providers are identified as major factors limiting the extensive
compilation of clinically relevant HDIs.

An increased level of awareness of HDI is necessary among health professionals.

With the increasing number of plant-sourced pharmacological actives, the potential for HDI should
always be assessed in the non-clinical safety assessment phase of drug development process.

More clinically relevant research is also required in this area as current information on HDI is
insufficient for clinical applications.




Herbal Supplements $HEs

« The use of dietary and herbal supplements is very common around the world.

« They are available without a prescription, over the counter in nearly every
retail store and at multiple sites on the Internet.

« Suppliers of dietary supplements are not required by the FDA to prove that
their products are safe and effective as drug manufacturers must do with
prescription and over-the-counter medications.



Herbal Supplements

 They may make many unsubstantiated claims to be beneficial to the
patients including their ability to alleviate pain, improve memory, boost
Immune system, regulate gastrointestinal system, help lose weight, lower
lipids, reduce serum glucose, help fall asleep, reduce dysmenorrhea, and
make the heart healthy.

« Their quality Is not always assessed, and contamination may be a major
problem with certain herbal products.



Herbal Supplements

o Often times the herbal products studied are Iin combination
products containing other herbals making it difficult to establish
which ingredient, If any, Is responsible for the perceived benefit or
side effects.

o Herbal products should never take the place of prescribed
medications or be used without physician.
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PGX (poly glycoplex)
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Cap Chitosan
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Valerian Officinalis Extract

160mg

Melissa Officinalis Extract

80mg
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Ginseng

* Ginseng has been shown to induce CYP3A4, which could
decrease the effectiveness of drugs such as calcium channel
blockers, some antihypertensive and statin medications, and
some antidepressants (MAO-I) and midazolam.

« Studies on the effect of ginseng on the
warfarin have had mixed results.
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BLACK COHOSH

There Is potential concern for interactions with OATP2B1, which
could reduce the effectiveness of such drugs as amiodarone,
fexofenadine, glyburide, and many statin medications.
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GREEN TEA

e (Green tea extract has been shown to increase simvastatin concentrations.

 Green tea extract may Inhibit the drug transporters OATP1Al and
OATP1A2, which are involved in the transport of many medications,
Including statins, fluoroquinolones, some beta blockers, imatinib, and
antiretrovirals.
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GREEN TEA

« Green tea extract has been associated with hepatotoxicity, and several drug interactions
have been reported when consumed in large quantities.

\'\\ \\4\

\

« (Green tea contains trace amounts of vitamin K and consumption of large amounts of tea
can theoretically antagonize warfarin's effects.
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