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WHO Programme for 
International Drug Monitoring

153 full members

22 associate members

Non-member

Programme coverage

Programme member benefits
PIDM members have access to UMC’s 
resources and expertise, including 
tools, training, support, knowledge 
sharing.

VigiBase

Most records in VigiBase are 
submitted by the national 
pharmacovigilance centres 
(NCs) in member countries

Covers > 99% of World population
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Cumulative count of ICSRs (per continent)

Total ~33,291,637

Americas ~16,000,000

Europe ~8,700,000

Asia ~7,000,000

Oceania ~740,000

Africa ~480,000

2022-11-07



VigiBase Basics

• Major contributors like USA and 

EU+UK have been members for a 

long time.

• Asia increases rapidly with large

yearly contributions from e.g. South 

Korea and China.

2022-10-04

USA
44%

South Korea 7%China 6%
United Kingdom 5%

Germany 4%

France 4%

Italy 3%
Canada 2%

India 2%

Netherlands 2%

Other Members 21%

CONTRIBUTIONS SINCE 1968



HIC’s and LMIC’s contribution - cumulative

LMICs: 
Low and Middle 
Income Countries

HICs:
High Income 
Countries

16% from 
LMICs

2022-10-04
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Medication error coded reports in 
VigiBase – statistics 
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Number of Medication error coded reports
in VigiBase



Top reporting countries
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Most reported drugs/vaccines and terms in VigiBase
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Supporting capture of correct and 
complete dose information in VigiBase

2022-11-14



Previous research

• Lack of dose information

• Incorrect entered dose information

• Too high dose – no reflection

• Can we better support the reporter?

• Enter dose

• Complete and correct

• Reflect on potential signals beyond

causality assessment



Dose central to causality and preventability 
assessment 1(2)

o Causality assessment

o Bradford Hill – Biological 

gradient/Dose-response 

relationship

o The Naranjo Algorithm, or Adverse 

Drug Reaction Probability Scale

o Preventability method

o Preventability assessment



Dose central to causality 
and preventability 
assessment 2(2)

o Interactions: CYP-
inhibitors/stimulators
o Increased effect, decreased effect 

and/or Adverse drug reactions 
(ADRs)

o Dose adjustments 
o Dose titration

o Reduction due to hepatic/kidney 
impairment



The importance of dose
information

• Assess reports including dose

related terms

• 30 terms mentioning ”dose” as 

preferred term (PT)

• 862 993 reports

• Weight based drugs difficult to 

confirm reported dose

• Antibiotics

• Biological

• Etc…



Why structured dose 
information?

• Can compute daily dose 

automatically 

• For large case series

• When narrative and free-text 

information is not shared

• Easy and time efficient to find 

the dose information on the 

report



Dose statistics

VigiBase VigiFlow

Total number drug enteries

Excluding
- Foreign reports
- Duplicates
- Concomitant
- Vaccines

39,413,117 1,409,203

With all structured dose 
fields filled 

9,648,280 208,543 

Proportion 24,5% 15,2%

2022-10-31



vigiPoint
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Dose information quality

• Examples of erroneously coded doses



How can VigiFlow 
countries report dose?

• Number of fields – overwhelming

• Challenging to understand where 

to fill in what information

• Free text filed used instead (12 

million reports)

• Non-supportive interface

• Not data-driven 

suggestions/support

• Many choices

• No sanity checks



Improvement ideas

• Data-driven suggestions

• A simple entry and an advanced 

one

• Sanity checks and alerts

• Help to reflect on signals 

beyond causality



Effect goals

1. To increase the proportion of reports in VigiBase including dose 

information.

2. The entered dose be as precise and complete as possible (quality). 



Standard units, dose-interval and frequency



Threshold identification – high dose



Prototype – dose entering 1(2)



Prototype – dose entering 2(2)



Outlying dose distribution

• Demonstrate the entered dose compared to
all paracetamol-related reports shared in
VigiBase.

• Considering indication, age, route of
administration for reference distribution



Future improvements

• Include additional dosages

• Initiate the work around reflecting on possible preventable drug 

errors

• Evaluate its usefulness and impact



Uppsala Monitoring Centre (UMC)
Box 1051, SE-751 40 Uppsala, Sweden
Email: info@who-umc.org, www.who-umc.org 

Advancing medicines
safety together

alem.zekarias@who-umc.org
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