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Today..

Monitoring of drug risks

Pharmacovigilance system of the Czech Republic

The major challenge for recent period
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Why post authorization monitoring?

Life of Clinical Trials



Why post authorization monitoring?

Real World



Czech Pharmacovigilance System

Task of the pharmacovigilance system according 
legislation:

State Institute for Drug Control shell:

– collect and evaluate the information on the risks of 
medicinal products (MP)

– adopt measures for minimisation and preventoin of the 
risks associated with the use of MP
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Pharmacovigilance

Roles of  SÚKL: 

We collect, put information into the database and 
statistically assess adverse drug reactions reports 
from the Czech Republic

We closely collaborate with other EU member states 
EU

Main task: identification of NEW NOT DESCRIBED 
drug risks
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Advers Drug Reactions

Advers Drug Reaction (ADR) – adverse and 
unintended response to the product administration

Serious ADR - result in death, are life-threatening, 
require hospitalisation (or prolongation), result in 
disability or are demonstrated as a congenital 
anomaly or birth defect in offspring

Unexpected ADR – nature, severity or 
consequences of which are not consistent with the 
information laid down in the SmPC

Farmakovigilance



The major problem - underreporting 

Underreporting – about 97-98% 

Description of real clinical practice without 
collaboration with healthcare professionals is not 
possible

It is wonderful for pharmacovigilance system when 
HCP report ADRs
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Interventions to improve ADRs reporting

Education of healthcare professionals – physicians, 
pharmacists:

About importance of reporting

Why to report?

What to report?

How to report?

We provide information about drug risks

9. 3. 2017© 2012  STÁTNÍ ÚSTAV PRO KONTROLU LÉČIV

11



9. 3. 2017© 2012  STÁTNÍ ÚSTAV PRO KONTROLU LÉČIV

12

Doctor, I have terrible itching. 
I´ve had such rash since I have
been using the new drug.



SÚKL accept all ADRs reports

Information on www.sukl.cz

Web form

Paper form (pdf for printing)

E-mail: farmakovigilance@sukl.cz

Via phone call

Farmakovigilance
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ADRs reports in Czech Republic 2007-16
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ADRs reports in  2016

totally 3 695 reports

Seriuos ADRs - 3 210 (87%)

Death - 174

Hospitalization - 857

Patients reports - 1079, medically confirmed 125 
(11,6%)
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Communication and dissemination of information

Communication – patients and health care 
professionals

SÚKL website – Important information

Dear healthcare professional letter - SÚKL website, 
special symbol on DHPC – CAVE!

Target communication to Czech learned societies

National ADRs newsletter – 4 times a year

Educational materials for new drugs
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National ADRs newsletters – Nežádoucí účinky léků

http://www.sukl.cz/sukl/nezadouci-ucinky-leciv-
informacni-zpravodaj

You reported to us – interesting cases

Information regarding new risks/ annual ADRs 
reports numbers

Information How to report

It is possible to subscribe for reciving on email 
farmakovigilance@sukl.cz
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Real world data

Lack of real world data from CZ

Possible recourses:

– Assurance companies

– UZIS –

– ??



Reporting of medication Errors
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Biggest challenge for CZ pharmacovigilance

Review of fluoroquinolons long lasting ADRs 

– Persistence of side effects mainly affecting musculoskeletal 
and nervous systems

– These side effects are of particular importance when the 
medicines are used for less severe infections.



Take home message

The major problem and also challenge of 
pharmacovigilance in CZ is ADRs underreporting

Lack of real world data in the CZ
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Doctor, I have terrible itching. 
I´ve had such rash since I have
been using the new drug.

jana.mlada@sukl.cz



STÁTNÍ ÚSTAV PRO KONTROLU LÉČIV

Šrobárova 48, 100 41 Praha 10

tel.: +420 272 185 111

fax: +420 271 732 377

e-mail: posta@sukl.cz
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