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Editorial:
PHARMACOVIGILANCE
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Burgos, Espafia

bcuevas @ hgy.es

Version en espanol

I'n accor dance with the definition established by the World Health
Organization (WHO), Phar macovigilanceisthe science that collects,
monitors, investigates and evaluates the infor mation on the effects of drugs,
biological products, medicinal plants, and traditional medicines, in order to
identify new adver se reactions, to deter minetheir frequency and prevent
danger to patients. To achieve this, WHO established the International
Phar macovigilance Program in 1968 with the idea of pooling all the existing
data on adverse drug reactionst.

Arising from thisinitiative the Health Authorities of each country have
drawn up precise guidelinesto protect patients from possible damages from
drugs. The Spanish Pharmacovigilance System (SEFV) comprisesthe

Phar macovigilance Centres of each Autonomous Community, the Spanish
Medicines Agency (AEMPS) and health professionals. Royal Decree 711/2002,
of 19 July, isthe law that regulates the phar macovigilance of drugsfor human
usein SpainZ.

One new aspect of European legisation on Phar macovigilanceisthe
encour agement of direct notification by the public of suspected adverse
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reactionsthat they detect3; for thisreason, notification by patients and users
will be of great importancein thefuture.

In Spain, natification of an adver se reaction is made using a yellow card
system communicating thisfact to the pharmaceutical industry or to Regional
Phar macovigilance Centres, with the current possibility of on-line

notification?4.

Theinterest of the scientific community on the problemsarising from adver se
reactionsisobvious by theincreased number of publications observed in the
last few years. Thus, the publication of suspected adver se drug reactions,
which include those found in phytother apy, alter native medicines, vaccines or
other biological or health productsisimportant for post-marketing
surveillance. For thisreason, it isrecommended to follow the directives
supported by the International Society for Phar macoepidemiology (I SPE)?
and the International Society of Phar macovigilance (I FoP)S.

Another important facet arethe activitiesor projects associated with the
teaching and learning of skills by students or health personnel on the subject
of Pharmacovigilance, highlighting, within thistraining dimension, the
existence of cour ses enabling the student to widen these skills by studying for
aMaster's Degree’.

Phar macovigilance also has a resear ch aspect related to the use of drugs and
their impact on the population; this hasled to Phar macovigilance Centres
participating in different projects, such as phar macoepidemiological studies,
studiesto stimulate notifications, and obser vational studies on this aspect, and
cost-effectiveness studies, where the results would subsequently be
communicated in literature sessions, presentations at confer ences, and
publications.

Among the research projects, highlighted for itsrelevance, isthe
"EUDRAGENE project" on the influence of genetic polymorphismsin
serious adver se drug reactionsS; an international project funded by the
European Commission, and which attemptsto genetically identify
populations at risk of developing serious adver se drug reactions; a new

wor king hypothesisthat has generated a sense of great expectancy among the

scientific community®.

REFERENCES

1.- Organizacion Mundial de la Salud. Per spectivas politicas de la
OM S sobre medicamentosL a far macovigilancia: garantia de

seguridad en el uso de los medicamentos. Ginebra. Octubre de 2004.

2.- Boletin Oficial del Estado. Real Decreto 711/2002, de 19 dejulio,

http://biomed.uninet.edu/2011/n2/editorial2-en.html


http://apps.who.int/medicinedocs/pdf/s6166s/s6166s.pdf
http://apps.who.int/medicinedocs/pdf/s6166s/s6166s.pdf
file:///D|/BIOMED/LA-WEB/2011/n2/ http://www.boe.es/boe/dias/2002-07-20/pdfs/A26876-26882.pdf 

Rev Electron Biomed / Electron J Biomed 2011;2:12. Editoria: PHARMACOVIGILANCE.

por el que seregulalafarmacovigilancia de medicamentos de uso
humano.

3. Directiva 2010/84/ue del Parlamento europeo y del Consgjo de 15 de

diciembre de 2010, que modifica, en lo querespectaala
farmacovigilancia, la Directiva 2001/83/CE por la que se establece un
codigo comunitario sobre medicamentos para uso humano. Diario
Oficial dela Union Europea 31.12.2011

4.- Ingtituto de Far macoepidemiologia. Universidad de Valladolid

5.- International Society for Phar macoepidemiology.

6.- International Society of Phar macovigilance (I SoP)

7.- Master en Farmacovigilancia. Universitat de Barcelona.

8.- European collaboration to establish a case-control DNA collection
for studying the genetic basis of adver se drug reactions. London
School of Hygiene and Tropical Medicine Keppel Street, London. UK

9- Giacomini KM, Krauss RM, Roden DM, Eichelbaum M, Hayden
MR, Nakamura Y. When good drugs go bad. Natur e 2007; 446: 975-
977

CORRESPONDENCE:

Beatriz Cuevas Ruiz PhD.

Servicio de Hematologia y Hemoterapia. Complejo Asistencial Universitario
de Burgos.

Burgos, Espafia

Mail: bcuevas @ hgy.es

http://biomed.uninet.edu/2011/n2/editorial2-en.html


file:///D|/BIOMED/LA-WEB/2011/n2/ http://www.boe.es/boe/dias/2002-07-20/pdfs/A26876-26882.pdf 
file:///D|/BIOMED/LA-WEB/2011/n2/ http://www.boe.es/boe/dias/2002-07-20/pdfs/A26876-26882.pdf 
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ%3AL%3A2010%3A348%3A0074%3A0099%3AES%3APDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ%3AL%3A2010%3A348%3A0074%3A0099%3AES%3APDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ%3AL%3A2010%3A348%3A0074%3A0099%3AES%3APDF
http://eur-lex.europa.eu/LexUriServ/LexUriServ.do?uri=OJ%3AL%3A2010%3A348%3A0074%3A0099%3AES%3APDF
http://www.ife.uva.es/
file:///D|/BIOMED/LA-WEB/2011/n2/www.pharmacoepi.org
http://www.isoponline.org/
http://www.il3.ub.edu/es/master/master-farmacovigilancia.html?gclid=CIqM6-31vKsCFbEntAodcwzzsg
http://www.eudragene.com/
http://www.eudragene.com/
mailto:bcuevas @ hgy.es

