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Irtrodluction

A Herbal Medicinal Product HMF) may be classified
either as a herbal with a Wel-Established Usefs \WEU) or
a Traditichal Herbal Medicinal Product (THMP). Its status
primarily depends on the toxico-pharmasalogical profile
and the way the preduct is presented on the mar ket

Although scientific reseatch on quality, safety and efficacy
may beessentialy the same for both categories, the
manufacturer may prasent the HMF in either category

as kong as the product conforms toone of the two main
Council Dirsctvees 1,2 The main differences betwesn thess
two categories are cutlined in tabke 1.
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Tablel: The main differences and similarities for THMPS
and herbals with WWELL

Proct of efficacy for HMPs

If the product efficacy has been proven scientifically, the
HMPF is probablhy a herbal with WELL Scientific proot
should be wellfounded with appropriate in witro and in vivo
clinical trials, and with the relevant statistical backing. If no
scientific efficacy is proven, the product may bea THMP
However to qualify under this category the medicinal
product should cover a traditional use for maore than 20
wears, with af least 15 vears within the European Unicn. If
thiz is fulfilled the product may procesd akong the THMP
line. Ctherwise, additional information is required for the
product to reach the market, etther as a THMP with more
bibliographical data, of as a herbal with WEL with more
clinkcal data,

Routes of administration for HMPs

The route of administration has also an important
implication on the categorisation of 2 HME A THMP should
be administered orally, topically or by inhalation. |n the case
of hetbals with WEL these can be administersd through
ary route of administration, This is because THMFS,

intended to cantral or treat mincr medical conditions, may
Retemnces

be presented as over-the-counter I2TO) produscts for self
treatment, whike herbals with WEL are usually intended
to control ortreat more senous medical condticons and
thersfore require medical supervision. The latter are the
presctiption-only medicines (FOM).

DCoses and dosage tegimens for HMF=

In spite of their medical intent, HMPs should contain
speciic herbal preparations or herbal substances with a
speciic dose range and frequenay of administration. This is
mandaton as a guide to the general public and healthcare
professionals such as physicians and pharmacists, If the
dases and dosing regimen are not insluded within the
package leaflst (PLY and the HMP packaging, the product
wiill fail o reach the market. Since these HWMPs are usualby
extracts, the extracts are adjusted according to a valuable
reference substance Thess substances may be active
markers, .2 compounds that exhibit the pharmacolgical
activity stated, or analytical markers, ie compounds that
indicate the strong presence of a class of compounds

but do not necessarily contribute to the phar macological
activity Thesas categorize HMPs into standardised and
quantified extracts, respectively However thers are other
HIMPs that cannot be standardised or quantified, and in
most cases, such extracts are not granted a markating
autherization: Further olassfication of HMFs within thess
categoties, 15 bevond the scope of this atticlke.

Aaditional active constiusnts to HMPs

If there are ne addtional active constituents then the
product is likely to be classified as either 2 THMP or a
herbal with 2 WELL Howewer, additional active constitusnts
that are allwed in herbal preparations are vitamins and
minerals. If these do not have a pharmacolgical ok,
witarming and minerals may be omitted from the herbal
medicinal product. On the other hand, f thess are retained
in the product, the quantities should be according to o less
than the daily maximum rquirements, depending on the
frequency of daily administration. 3 If there are other active
constituents other than vitamins and minerals, the product
may be aither madiied to eliminate these constituents,
paticularly if the constituents are toxic, of elss considerad
as a herbal combination product. Combination products
that are not supportad by a traditional use may onby

be considerad as herbals with WEL as bong as there is
bibliographic proct of clinical efficacy.4

Conclusion

The distinctive characteristics of HMPs guide healthcare
professionals towards rational use of plant-detived natural
products. This facilitates the infegration of green medicing,
with an optimum quality-safety profile, within modsrn
preactibing and dispensing practices
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