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Lo que se siembra se cosecha

La calidad de los que sale de la base de datc
depende de la calidad de los que entra
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Parametros de calidad

Accuracy Duplication
Does the information represent Does the data set contain multiple

0KS -aNBI Ré¢ @It dzSa O2 NNFB efpréséntations of the same case?

Completeness gc? li’]nst’ézsrgeerrl)gﬁdent data items
. ) ) 5
Are all critical items included® provide conflicting information?

Are they recorded in a usable way?

Conformity Precision
Do the data values conform Integrity Is the output level of detail
to specified formats and Can related records be supported by input data?
controlled vocabularies? linked together?

Understandability
Curre_ncy _ Relevance Can the data be interpreted
Is the information up to date? g the data fit for purpose? correctly?No ambiguities?
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Adverse reaction is suspected Adverse reaction is reported Adyerse reaction is recorde
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Drug / Adverse reaction
pattern is analysed

Drug usage recommendation is revised
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Un joven del4 anoses tratadoconibuprofen 4008’2
mgdos veces al dipor unesguince en el tobillo
Alsegundo diale tratamiento desarrollairticaria

de pies a cabezaabios inchados, picazony
colapsosa los30 minutosde haber tomado el
medicamento. La presion sanginea es&l&50
mmHg,el ritmo cardiaco es de 144/mirkl se
recupera inmediatamente despues que de gue, en
emergencia, lo tratan coadrenalina y fluidos v

El paciente habia sido tratado con ibuprofen erfrobable
muchas ocaciones ateriores sin presentar
problemas. m




Completeness Score

U Manera de medir l@galidad de la informaciomen losICSRs

U Cada reporte recibe una puntuacion dea 1, calculada desd&0
parametros importantes para el analisis

Fecha de inicio de la reaccion
Edad al inicio de reaccion
Indicacion
Resultadofesenlace
Sexo
Comentarios (texto libre)
Pais
Dosis
Notificador primario
Tipo de reporte
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vigiGrade- Completeness Score

w Fecha de inicio

frorencc 0% ERRRRRY

w Edad
w Indicacioén
wdesenlace
W Sexo

{Apoyoc 10% penalidad

wCommentarios
wPais

wDosis

wNotificador primario
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Validez de un caso

—
.
VigiBasé®

Codificacion a
diccionarios!

No es parte d&/igiGrade pero
es importante para la calidad e
la base de datos
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vigiGrade- Completenessscore
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ORIGINAL RESEARCH ARTICLE

vigiGrade: A Tool to Identify Well-Documented Individual
Case Reports and Highlight Systematic Data Quality Issues

Tomas Bergvall - G. Niklas Norén -
Marie Lindqguist

 Springer Inicmational Publishing Switscrland 2013

Abstract
Background Tndividual case safety reports of suspected
harm from medicines are fundamental to post-marketing
surveillance, Their value is directly proportional to the
amount of clinically relevant information they include. To
improve the quality of the data, communication between
stakeholders is essential and can be facilitated by a simple
score and visualisation of the resulis.
Objective The objective of this study was W propose a
measure of completeness and identify predictors of well-
documented reports, globally.
Methods  The Uppsala Monitoring Centre has developed
the vigiGrade completeness score to measure the amount of
relevant infi in format, with-
out reflecting whether the infi i blishes causality

well-documented and identified all such reports in the
WHO global individual case safety report database, Vi
Base, from 2007 to January 2012, We utilised odds ratios
with statistical shrinkage to identify subgroups with
uncxpectedly high proportions of well-documented reports.
Results  Allogether, 430,000 (13 9%) of the studied reports
achieved C = 0.8 in VigiBase. For VigiBase as a whole,
the median completeness was (.41 with an interquartile
range of 0.26-0.63. Two out of three well-documented
reports come from BEurope, and two out of three from
physicians. Among the countries with more than 1,000
reports in total, the highest rate of well-documented reports
is 65 % in Italy. Tunisia, Spain, Portugal, Croatia and
Denmark each have rates above 50 %, and another 20

between the drug and adverse event. The vigiGrade com-
pleteness score (C) starts at 1 for reports with information
on time-to-onset, age, sex, indication, outcome, report type,

have rates above 30 %. On the whole, 24 % of
the reports from physicians are well-d; 1 1
with only 4 % for health p

Notably, Denmark and Norway have more than 50 % well-

dose, country, primary reporter and For each
issing dimension, a penalty is detracted which varies with
cal relevance. We classified reports with € = 0.8 as
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anticle {doi:10.1007/540264-013.0131-x) contains supplementary
maderial, which is available to authorized users.
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| reports from consumers/non-health profes-
sionals and higher rates than for physicians, The rate of
well-documented reports for the E2B format is 11 %
compared with 22 % for the older INTDIS (Intemational
Drug Information System) formal. However, for F2B
reports entered via the WHO programme’s e-reporting
system VigiFlow, the rate is 29 %.

Conclusion  Overall, only one report in eight provides
the desired level of information, but much higher pro-
portions are observed for individual countries. Physicians
and e-reporting tools also generate greater proportions of
well-documented reports overall. Reports from consum-
era/non-health professionals in  specific regions have
excellent quality, which illustrates their potential for the
future. rade has already provided valuable informa-
tion by highlighting data quality issues both in Italy and
the USA.
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vigiGrade: A tool to identify
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reports and highligth systematic
data gquality issues.
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Como usamos el Completeness Score?
- Comunicacion con los paises

Se envian graficos
semestralmente
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Completenes$core a nivel de ICSR:
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