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Learning objectives
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After this presentation, participants can

 Define pharmacovigilance

 Identify cases which should be reported to the national drug authoritiy

 Report a case to Swissmedic



77 year old woman
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 Invasive ductal HER2 positive breast cancer

 Hypertension, dyslipidemia

 Medication:  

– Aspirin 100 mg/d

– Amiodarone 200 mg/d (indication unclear)

– Atorvastatin 10mg/d

 Skin reaction 4 weeks after starting paclitaxel (Taxol®)

 Change to docetaxel (Taxotere®) 



77 year old woman

4

 3 days later: burning in face, hands, feet, dysphagia and 

diarrhoea

 Hospitalisation

 Pharmacovigilance-reporting: Taxane-induced severe skin 

and mucous membrane reaction

Hammann et al. BJCP 2017



Pharmacovigilance report
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 Severe mucocutaneous reaction not labelled in the taxane product informations

 Likely DDI between paclitaxel/docetaxel und amiodarone

 Taxanes are CYP 2C8 substrates. Amiodarone inhibits CYP 2C8

 4 similar cases in the WHO database VigiBase®

 Pharmacokinetic analysis:  80% reduction in docetaxel clearance, half-life prolonged from 11 

to 100 hours
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1. What is pharacovigilance?



What is pharmacovigilance?

8

Pharmakon (gr.) = Medicinal product

Vigilia (lt.) = alterness



What is pharmacovigilance?
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Pharmacovigilance is the science and activities relating to the detection, 

assessment, understanding and prevention of adverse effects or any other 

medicine/vaccine related problem. 

https://www.who.int/teams/regulation-prequalification/regulation-and-safety/pharmacovigilance



What is pharmacovigilance?
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 ....  post-marketing

 ..... spontaneous reporting by healthcare professional and patients

 ..... underreporting ~ 96%

 ..... does not provide information on incidence or prevalence
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2000-5000 people exposed



Causality or coincidence?

Patient 1

Exposure to drug

Medical event

Patient 2

Patient 3

Patient 4

Patient 5

Zeitachse



2. History



History
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Modified from Fornasier et al, Int J Clin Pharm (2018) 40:744–7



McBride WG. Thalidomide and congenital abnormalities. Lancet. 1961; ii:1358

Fornasier et al, Int J Clin Pharm (2018) 40:744–7



3. Process



Pharmacovigilance Process
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ADR: adverse drug reaction

DHPC: direct health professional communication

MAH: marketing authorisation holder

RPVC: regional pharmacovigilance centre

WHO-UMC:  WHO Uppsala Monitoring Centre

Report to Swissmedic:

triage

RPVZ:

1. Causality assessment

2. Generate PV-report

3. Enter data into

platform

ADR Swissmedic 

assessment

WHO-UMC 

VigiBase

Data analysis

Positive signal 

confirmed

DHPC

Swissmedic and 

MAH change 

labelling or licensing

Every report

counts



Direct Health Professional Communication 

19https://www.swissmedic.ch/swissmedic/de/home/humanarzneimittel/marktueberwachung/health-professional-communication--hpc-/dhpc-

tecentriq-atezolizumab.html



DHPC letter
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Who has to report what, and how?
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 HMG Art. 59 und AMV Art. 63/66/Anhang 3; 1.1.2019

 Personen, die Arzneimittel berufssmässig anwenden oder abgeben oder als 

Medizinalperson dazu berechtigt sind haben eine Meldepflicht



Who has to report what, and how?
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 Suspected severe ADRs:

– fatal

– life-threatening

– resulting in hospitalisation or longer hospital stay

– severe or permanent harm (inkl. Teratogenität)

– medically important

 Suspected unknown ADRs

 ADRs which are inadequately described in the product information

 Suspected quality defect

Unsere Patientin



Who has to report what, and how?
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Who has to report what, and how?
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 Suspected severe ADRs:

– fatal

– life-threatening

– resulting in hospitalisation or longer hospital stay

– severe or permanent harm (inkl. Teratogenität)

– medically important

 Suspected unknown ADRs

 ADRs which are inadequately described in the product information

 Suspected quality defect

Time limits

asap within 15 days

within 15 days

within 60 days

A suspected causal association is sufficient for a report



Who has to report what, and how?
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 Anonymised patient details: age, sex, weight

 ADR details: severity, start date, treatment

 Suspected drug , start date, stop date, dose, indication

 Outcome after stopping and/or restarting drug

 Comedication

 Risk factors

 Differential diagnoses e.g. for hepatopathy alcohol consumption, USS report, serology



Who has to report what, and how?
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Swissmedic (homepage)

Form (paper or 
MS Word) 

Online Platform 
«ElViS» 

RPVZ

Post - Fax - Email

http:// www. swissmedic.ch   Humanarzneimittel  Marktüberwachung  Pharmacovigilance 

Swissmedic

Work up

Causality 

assessment

since 1.1.2021



Who has to report what, and how? Online

27https://feds.eiam.admin.ch/adfs/ls/



Who has to report what, and how? Paper/email
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Available here

https://www.swissmedic.ch/swissmedic/de/home/humanar

zneimittel/marktueberwachung/pharmacovigilance/formula

re.html

Reporters receive acknowledgement of receipt from

Swissmedic within 2 days and the final report (if one is

generated) within 4 weeks. 

https://www.swissmedic.ch/swissmedic/de/home/humanarzneimittel/marktueberwachung/pharmacovigilance/formulare.html


4. Organisation in Switzerland



Organisation in Switzerland
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>20 Mio. Meldungen

Signale
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https://www.swissmedic.ch/swissmedic/de/home/humanarzneimittel/marktueberwachung/pharmacovigilance.html



5. Implications and outlook



Implications of Pharmacovigilance
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 Post-marketing surveillance  public safety

 Safety signals mean drug authorities can

– Implement changes in the product information

– Withdraw drugs from the market

 Essential for all new drugs (if possible, report all ADRs) 

 Can also deliver new information about „old“ drugs
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1953 – 2013

7 of 462 were antitumoral agents
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Onakpoya 2016



Outlook
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 Year on year increase in reports since 2012 (mainly industry-driven)

 New online reporting platform Q2

 KVG 58a 1.4.2021: Quality development contracts

 Data protection

 Training

 Quality

 Artificial Intelligence in ADR detection, reporting and interpretation



6. Summary



Summary
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 Definition of pharmacovigilance

 Cases which need to be reported, by whom and how

Things to consider in your teams

• Include PV-reports in SIWF logbook

• Reporting: use as a DOPS or EPA exercise

• ElVIS-Expert 

• Involve students

• Get in touch - we are happy to help



Thank you for your attention and ADR reports
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anne.leuppi-taegtmeyer@usb.ch vigilance@usb.ch
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