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Editorial

La salida de este número y el final del año coinciden con dos buenas noticias. La primera es 
que, tras más de un año de trabajo, ya está lista la nueva web de Fitoterapia.net. Aparte del 
evidente cambio estético, se ha pretendido hacer una página que resultara más fácil de leer, 
adaptada a los dipositivos móviles y vinculada a las redes sociales. Además se ha mejorado el 
funcionamiento del buscador general y estamos ultimando el buscador avanzado, un apartado 
que esperamos resulte de especial utilidad para los usuarios.

La segunda buena noticia, largamente esperada, está relacionada con el rizoma de kava (Piper 
methysticum G. Forst). Pese a que se trata de una droga usada desde hace más de 1.000 años 
por las sociedades de Polinesia, que nunca se había relacionado este uso con síntomas de 
toxicidad, esta droga -que contaba con un importante nivel de prescripción y de dispensación 
por su interesante actividad ansiolítica- de forma sorprendentente se presentaron una serie 
de casos entre los años 1999 y 2000 que la relacionaban con una toxicidad hepática. En con-
secuencia, en verano de 2002, la agencia del medicamento alemana (BfArM, Bundesinstitut 
fü r Arzneimittel und Medizinprodukte) estableció una prohibición de comercialización sobre 
los productos de kava, que se extendió a toda Europa y que aún perdura. La novedad es que 
recientemente una sentencia de un tribunal de Colonia, ratificada por el Tribunal Superior de 
Justicia de Münster (contra la que no cabe recurso) ha dictaminado que la prohibición debe 
levantarse, al considerar que no había pruebas consistentes que relacionaran el kava con los 
supuestos casos de toxicidad y que, incluso, el consumo de productos de kava entraña menos 
riesgo que los medicamentos convencionales usados como ansiolíticos. Esto puede suponer 
el final de la prohibición, primero en Alemania y después en Europa, y que los profesionales 
de la salud podamos volver a prescribir y dispensar kava, con el consiguiente beneficio para 
nuestros pacientes. Esperamos que 2016 sea el año del kava. A este respecto recomendamos 
la lectura del artículo: Kuchta K, Schmidt M, Nahrstedt A. German Kava Ban Lifted by Court: 
The Alleged Hepatotoxicity of Kava (Piper methysticum) as a Case of Ill-Defined Herbal Drug 
Identity, Lacking Quality Control, and Misguided Regulatory Politics. Planta Med 2015; 81: 
1647.1653.
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Court Decision in Favour of Kava
after 13 Years of Quarrel
!

Until the year 2002, extracts of the rhizome and
roots of the Melanesian plant kava [Piper methys-
ticum G. Forst. (Piperaceae)] were marketed in
Germany and other countries in the form of me-
dicinal products licensed for the treatment of sit-
uational anxiety. After receiving a series of case
reports concerning alleged liver toxicity, the Ger-
man regulatory authority BfArM (Bundesinstitut
für Arzneimittel und Medizinprodukte; Federal
Institute for Drugs and Medical Devices) decided
in the summer of 2002 to cancel all drug registra-
tions for allmedicinal products containing kava by
a simple administration decision, with the excep-
tion of homeopathic dilutions of 4D (1:10000) or
higher. Formally, the benefit-risk ratio was de-
clared negative. Other regulators outside Ger-
many soon followed this decision. The conse-
quences of this ban were felt worldwide and led
to an economic disaster in many South Pacific
states. Within Europe, the kava ban deprived
physicians of an effective and comparatively safe

medication, creating a “therapeutic gap nobody
wished for” [1].
BfArMʼs decision was internationally interpreted
as a decision to protect the consumer from poten-
tial adverse effects. Consequently, the toxicity is-
sue was rigorously debated by international sci-
entists. Many experts questioned the causality of
the case reports of liver toxicity. Consequently,
numerous comments, reviews, and original pa-
pers were published both prior to and soon after
the kava ban [2–14].
However, there seems to be a major misunder-
standing in the international perception of the
major issues causing a shift of the benefit-risk bal-
ance towards a negative outcome: Whereas the
international debate was always focused on the
risk side, the German authority had in fact based
the withdrawal of marketing authorisation pri-
marily on a denial of clinical efficacy [15,16].
A most recent development demands a reexami-
nation of the entire state of affairs concerning this
psychoactive botanical drug. After more than a
decade of a de facto “ban” of all kava-containing
medicinal preparations, the German administra-
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Kava, the rhizome and roots of Piper methysticum,
are one of the most important social pillars of
Melanesian societies. They have been used for
more than 1000 years in social gatherings for the
preparation of beverages with relaxing effects.
During the colonial period, extract preparations
found their way into Western medicinal systems,
with experience especially concerning the treat-
ment of situational anxiety dating backmore than
100 years. It therefore came as a surprise when
the safety of kava was suddenly questioned based
on the observation of a series of case reports of
liver toxicity in 1999 and 2000. These case reports
ultimately led to a ban of kava products in Europe

– a ban that has been contested because of the
poor evidence of risks related to kava. Only re-
cently, two German administrative courts de-
cided that the decision of the regulatory authority
to ban kava as a measure to ensure consumer
safety was inappropriate and even associated
with an increased risk due to the higher risk in-
herent to the therapeutic alternatives. This ruling
can be considered as final for at least the German
market, as no further appeal has been pursued by
the regulatory authorities. However, in order to
prevent further misunderstandings, especially in
other markets, the current situation calls for a
comprehensive presentation of the cardinal facts
and misconceptions concerning kava and related
drug quality issues.
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