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RESUMEN

Introduccion: La hipertension arterial resistente, definida como aquella que persiste a
pesar de la administracion de tres o mas farmacos antihipertensivos (incluido un
diurético) en dosis adecuadas, es un importante factor de riesgo cardiovascular y de
mortalidad.

Objetivos: Evaluar la técnica de denervacion simpatica renal mediante ablacion con el
catéter de radiofrecuencia endovascular Symplicity®, respecto a su seguridad, eficacia
y/o efectividad en el tratamiento de la hipertension arterial resistente. Se evaluaran
principalmente los cambios producidos en la presidon arterial sistolica y diastélica a
corto y largo plazo y sus efectos sobre la morbimortalidad cardiovascular.

Métodos: Se realiz6 una busqueda de la literatura cientifica hasta julio de 2012 en las
siguientes bases de datos: Medline, Embase, HTA, DARE, NHSEED, Cochrane Library Plus,
ISI Web of science, IME, Clinical Trials Registry y Central Base de datos Cochrane. De los
articulos resultantes se seleccionaron Unicamente aquellos que cumplieron los criterios
de seleccion, procediéndose posteriormente a la extraccion de datos y a una sintesis de
la evidencia.

Resultados y discusion: La busqueda bibliografica aportd 289 articulos de los que diez
cumplieron los criterios de inclusion. La evidencia cientifica proviene de tres estudios
del Symplicity Clinical Trial Program, y de otros siete estudios, algunos extension de los
anteriores. Los estudios presentaron diferentes disefos experimentales, cinco de ellos
series de casos, observandose importantes limitaciones metodologicas.

Conclusiones: La técnica de denervacion renal reduce la presion arterial,
manteniéndose hasta 2 anos después de realizado el procedimiento, aunque con un
patrén de presion arterial por monitorizacion ambulatoria a los 6 meses, similar aunque
menos pronunciado. Otros efectos beneficiosos observados fueron una mejora del
metabolismo de la glucosa, de la funcion diastolica y de la gravedad de la apnea
obstructiva del suefio. La técnica se mostré6 segura, con baja incidencia de
complicaciones inmediatas y a corto y medio plazo. Sin embargo, la evidencia actual se
basa en un pequefo numero de estudios, con limitaciones como: reducido tamafo
muestral, solapamiento de pacientes, presencia de conflictos de interés, corto
seguimiento, posibles sesgos en la evaluacion de variables y gran heterogeneidad en la
respuesta a la ablacion simpatica renal.

Recomendaciones: Existe incertidumbre sobre la eficacia, eficiencia, efectividad,
seguridad y utilidad terapéutica de la ablacion simpatica renal por radiofrecuencia en el
tratamiento de la hipertension arterial resistente, por lo que en el momento actual no
se recomienda su incorporacion como prestacion sanitaria a la cartera de servicios. Se
recomienda la realizacion de ensayos clinicos aleatorizados, que evallen la técnica a
largo plazo y su impacto sobre la reduccion de la morbimortalidad cardiovascular, que
comparen los diferentes métodos de denervacion renal existentes, y de estudios de
coste-efectividad.
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SUMMARY

Introduction: Resistant arterial hypertension, defined as that which persists despite
administration of three or more antihypertensive drugs (including a diuretic) in
adequate doses, is an important cardiovascular and mortality risk factor.

Objectives: To assess the renal sympathetic denervation technique using Symplicity®
catheter-based endovascular radiofrequency renal-nerve ablation, in terms of its safety,
efficacy and/or effectiveness for treatment of resistant arterial hypertension.
Assessment focused mainly on the changes brought about in short- and long-term
systolic and diastolic blood pressure, and their effects on cardiovascular morbidity and
mortality.

Methods: A search of the scientific literature was made until July 2012, covering the
following databases: Medline; Embase; Health Technology Assessment (HTA); Database
of Abstracts of Reviews of Effectiveness (DARE); NHS Economic Evaluation Database
(NHSEED); Cochrane Library Plus; ISI Web of Science; Indice Médico Espafiol (IME);
Clinical Trials Registry; and Cochrane Central Database. From among the papers yielded
by the bibliographic search, only those that met the selection criteria were selected;
data were then extracted and the evidence summarised.

Results and discussion: The bibliographic search yielded 289 papers. Of these ten met
the inclusion criteria, with the scientific evidence being drawn from three studies in the
Symplicity Clinical Trial Program and another seven studies, some of which were an
extension of the former. The studies had different experimental designs -with five being
case series- and displayed important methodological limitations.

Conclusions: The renal denervation technique reduces blood pressure, which is
maintained up to 2 years after performance of the procedure, though ambulatory
monitoring at 6 months shows a blood pressure pattern that is similar albeit less
pronounced. Other beneficial effects observed included an improvement in glucose
metabolism, diastolic function and severity of obstructive sleep apnoea. The technique
showed itself to be safe, with a low incidence of immediate and short- and long-term
complications. Current evidence is nevertheless based on a small number of studies,
with limitations that include: small sample size; overlapping of patients; presence of
conflicts of interest; short follow-up; possible biases in the evaluation of variables; and
a high degree of heterogeneity in the response to renal sympathetic nerve ablation.

Recommendations: In view of the uncertainty surrounding the efficacy, efficiency,
effectiveness, safety and therapeutic utility of radiofrequency sympathetic renal-nerve
ablation in the treatment of resistant arterial hypertension, its incorporation into the
health service portfolio is not recommended at the present time. Accordingly, there is a
need: firstly, for randomised clinical trials, aimed both at assessing the technique in the
long term and its impact on the reduction of cardiovascular morbidity and mortality,
and comparing the different existing renal denervation methods; and secondly, for cost-
effectiveness studies.
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