The kava crisis began in late 2001,
initiated by German health authori-
ties, Since then, numerous actions
and information from “opponents”
and “proponents” of this popular
and effective herbal remedy have
been published. As a result, Phy-
topharm Consulting collected and
reviewed all of these actions and
publications, as well as all of the kava
information currently available, and
completed a comprehensive update
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of the kava situation in an articie
titled, “In-depth investigation into
EU member states market restrictions
on kava products”, which was com-
missioned by the Centre for Develop-
ment of Entreprise (CDE).

Due to the negatively affected kava-
producing South Pacific islands, the
Pacific Islands Forum Secretariat sub-
mitted a request to the CDE for assis-
tance, resulting in the engagement of
Phytopharm Consulting by CDE to
provide scund scientific background
information to evaluate justification of
the kava restrictions initiated by Euro-
pean mernber states.

CDE is an ACP(Africa, Caribbean,
Pacific)/ EU organization created within
the framework of the Cotonou Agree-
ment. It focuses primarily on poverty
reduction in the ACP states and is
financed by the Buropean Development
Fund {EDF). lts objective is to provide
rapid, effective support to assist the
development of professicnal ACP enter-
prises and organizations operating in
the private sector. CDE operates in coop-
eration with the European Commission,
the European Investment Bank, EU
Member States and ACP countries,

All available cases of hepatotoxic side
effects connected to the consumpton of
kava-containing products, as well as all
of the existing scientific information on

kava have been reviewed and re-evaly-
ated by Phytopharm and compared to
the evaluation of these cases by the
health authorities, which led to the
restricfive measures taken against kava.
In addition, the resulting econemic con-
sequences for the main kava-producj_ng
countries in the South Pacific have also
been assessed.

This extensive report and re-analysis
builds the starting point for future strate-
gicsteps to actively rebut the (unjustified)
kava restrictions.

Background

Kava has a 1000-year history of use
in the South Pacific as a tranquilizing
ritual beverage from the rootstock of
the plant. In Europe, kava prepara-
tions have been used since at least
1886 to reduce stress and anxiety.
Throughout its traditional and
medicinal use, kava was never
shown to have any severe side effects
such as hepatetoxicity. Accordingly,
due to its historical use and modern
scientific data demonstrating safety
and efficacy, the German BfArM (the
German Federal Institute for Drugs
and Medical Devices), which is anal-
ogous in authority to the U.5, Food
and Drug Administration, has
approved kava preparations as a
nonprescription drug for the treat-
ment of anxiety disorders, stress and
restlessness. Until a short time ago,
kava, with its centuries old reputa-
tior, was one of the top ten best sell-
ing herbs worldwide. However, in
the last months of 2001 the situation
changed dramatically and kava was
subjected to actions of the interna-
tional health authorities. A small
number of adverse reactions report-
edly associated with the use of kava
products brought kava to the atten-
tion of health agencies in Europe and
America,

In Neovember 2001, European reg-
ulatory authorities placed restric-
tions on the sale of food supplements
and herbal medicines containing
kava. These restrictions were based
on the actions taken by the German
and Swiss health authorities. Finally,
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the BfArM in Germany was the first
authority to ban kava on June 14, 2002,
Aside from Germany, France, Japan
and Switzerland, the most recent kava
bans and recalls have taken place in
England, Australia, Canada, New
Zealand and Singapore, including
voluntary recalls in almost all Euro-
pean countries. To date, kava-contain-
ing products are still Jegal in the US.
However, due to immense negative
publicity, most companies marketing
kava products have stopped selling
their products because they fear pos-
sible lawsuits from consumers or
organizations.

Economic Impact of
Worldwide Kava Restrictions

The current kava restrictions are an
economic disaster for producers and
traders in the South Pacific Islands, par-
ticularly for the principal kava-produc-
ing countries including Fiji, Hawaii,
Samoa, Tonga and Vanuatu.

In recent vears, a promising market
developed for kava because of the
increased worldwide demand for it. In
1998, when the export figures from the
South Pacific islands reached its peak
level, it was among the top-selling
herbs in the U.5. and one of the fastest-
growing herbs, posting 473% growth
between 1997-1998. In the South Pacif-
ic region the annual production of kava
was estimated to be about $200 million.
Inthe U.S., kava was widespread in the
nutraceutical and food supplement
market. Furthermore, the pharmaceu-
tical market was centered in Germany
with an estimated 1.3 million users.

Consequently, the land area planted
with kava in the South Pacific has
increased to almost 30,000 acres to ful-
fill the increased worldwide demand
of kava. Therefore, the livelihood of
many Scuth Pacific people being
engaged in the growing and produc-
tion of kava is heavily dependent on a
prospering kava business,

Negative publicity from these
actions, together with the numercus
kava bans, alerts and market recalls, as
well as press reports, has greatly dis-
advantaged the kava growing indus-
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try. Kava exports, especially from the
South Pacific countries of Vanuatu,
Fiji, 5amoa and Tonga to the European
and U.S. markets, came to a halt in late
2001 and caused an 80% decline in the
market between 2001 and 2002. Con-
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U.S. and Europe, companies using
kava in pharmaceutical or food prod-
ucts were also confronted with severe
profit setbacks.

Scientific Re-Evaluation
of all Kava Cases

Well over 2000 years of traditional
and ceremenial use of kava as a bever-
age has demonstrated that it is an
effective and safe anxiolytic. For
patients suffering from panic attacks
or anxiety, taking kava preparations is
often the first step toward a “normal,”
anxiety-free life. The efficacy and safe-
ty of kava in the treatment of condi-
tions of nervous anxiety, stress and
restlessness has been proven by 20
clinical trials, including more than
10,000 patients. The positive risk-ben-
efit ratio of kava is supported by post-
marketing experience in the U.5,,
Europe and other countries as well as
by several expert commissions imple-
mented by the German Health Min-
istry (e.g. Commission E).

The adverse event reports originat-
ed mainly in Germany, Switzerland
and the U.S, From the 76 reported cas-
es examined and evaluated, only four
of them possibly relate to the intake of
kava. Most experts have criticized the
conclusions made by the German

‘research asiwell-as other

health authority BfArM because the
relevant case reports were predomi-
nately insufficient due to inconclusive
and missing information. Numerous
experts and health authorities such as
the U.S. FDA agree with Phytopharm’s
analysis and confirm kava as a safe
and effective drug/supplement for
treating anxiety and stress disorders.
Furthermore, kava, in contrast to syn-
thetic anxiolytics, does not lead to
dependence. The withdrawal of the
marketing authorization would only
have been reasonable if it had been
proven that kava had no benefit or that
the side effects were so severe that the
risk-benefit ratio was infinitely nega-
tive. This is not true for kava, as its
risk-benefit ratic should be regarded
as positive. Regarding the total risk,
kava is safer than synthetic drugs and
side effects or not, there are no syn-
thetic drugs that reduce anxiety like it,

The incidence of hepatotoxicity with
kava use is calculated to be 0.23 cases
per 1 million daily doses. The causality
in most cases remains questionable
due to co-medication (other drugs
including Paracetamol), a history of
alcohol abuse or viral infections, which
are all known to interfere with liver
function. Other psychotropic agents
like benzodiazepines, neuroleptics or

trate‘gie_s--‘tﬁat‘- mighit be used: i
European imarkets; Establish a detailed action plan and timetable, inctuding a strong PR campaign; lmplement an executive

anti-depressants are known to have
similar or higher incidents of hepato-
toxic adverse effects.

So, if kava is banned today then syn-
thetic drugs with a high and proven
potential of severe side effects should
be banned, e.g. the situation with Vali-
um several years go. Hence, the with-
drawal of market authorization of kava
preparations should be judged as
unjustified,

Certainly the protection of the public
against dangerous and toxic treat-
ments, whether they are aiternative or
conventional, is of highest pricrity, and
the reports of liver problems associat-
ed with kava consumption have to be
thoroughly investigated and inconsis-
tencies followed up. However, there
are no convincing reasons te apply
stricter assessment criteria for botani-
cal remedies than for conventional,
synthetic drugs. In addition, it is high-
ly questionable as to why the authori-
ties have not considered less strict but
effective measures and applied them to
“dangerous” drugs, such as improved
product labeling and risk information
in package leaflets. In this context, it
has to be stated that German phy-
tepharmaceutical companies already
voluntarily provide such risk informa-
tion with their kava products. Sy

committee to coordinate the planned strategy and actions‘and estimate the costs of an appropriate strategy and discuss

possible sources of funding,

These recent European activities give some hope that kava is not yet completely lost and that there may be a realistic
chance to successfully restore the former good reputation of this herb. The number of voices backing kava and calling for a

fight against the unjustified and unfair worldwide kava bans

are constantly coming forth, These voices when unified in a strong

lobbying and PR strategy will heip to build a betrer future for kava and in general for the recently discredited herbals sector

due to an increasing negative press.
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