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CONFLICT OF INTEREST - DISCLOSURE



Can patients identify adverse drug reactions?

Can patients contribute with meaningful information to 
pharmacovigilance?

Are there barriers preventing patient from reporting?
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LEARNING QUESTIONS
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PHARMACOVIGILANCE: KEEPING THE 
PATIENT SAFE

PhV
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Medication
Errors
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efficacy
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misuse

Interactions
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BURDEN OF ADRS

Cause of mortality & 
morbidity

In- & outpatient
burden

Direct & indirect
costs

Bouvy et al. Drug Saf 2015



Measurement of on -
market performance

Smarter collection
of ADRs
Improved engagement
HCP-patients
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PHARMACOVIGILANCE: HOW DOES THE 
FUTURE LOOK LIKE?

Arlett et al., Clin Phar Ther 2019



PATIENT REPORTING OF 
ADVERSE DRUG REACTIONS
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1960s

Early reporting
systems

Patient reporting
generally not
accepted

1980-2000s

Public health crises: 
HIV/AIDs, cancer

Change of
paradigma in 
science

2000s

High-profile drug
safety cases

Calls for 
pharmacovigilance
to adapt
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PATIENT REPORTING & INVOLVEMENT IN 
PHARMACOVIGILANCE: WHY?
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PATIENTS REPORTING IN THE EUROPEAN 
UNION

Banovac et al., Drug Saf 2017
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PATIENT REPORTING LEVELS DIFFER IN 
EUROPE

MD

Pharmacist

Nurse

Other HCP

Patient
Lareb, Highlights 
2017

Infarmed, Relatório
Casuística 2018
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EXAMPLES OF PATIENT-REPORTED ADRS

Levonorgestrel
intrauterine device –
Anxiety, panic attacks, 
mood changes, sleep
disorders, and
restlessness

Hyperthyroidism 
symptoms including 
palpitations, fatigue, and 
headache – thyroxine 
(packaging change)

High-dose vitamin
B6 products -
development of
neuropathy

Gabapentin -
pathological 
gambling 

Curling of hair in 
female patients
taking alitretinoin

Alting et al, Drug Saf Cas Rep 
2018 
Inacio et al, IJCP 2018
Hunsel et al, Exp Op Drug Saft
2018
Watson et al, Drug Saf 2018
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WHAT DO PATIENTS ADD TO 
PHARMACOVIGILANCE - SUMMARY OF 
EVIDENCE

Confirm or add new
information Report different ADRs Impact of life

Complement
information provided
by HCP

Subjective factors, 
more detail

Inacio et al., BJCP 2917



BARRIERS TO PATIENT 
REPORTING 

Poor awareness

Lack of feedback

Responding to HCPs not
reporting patients’ ADRs
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HOSPITAL PHARMACISTS’ CONTRIBUTION

Lareb, Highlights 
2017

Infarmed, Relatório
Casuística 2018



European Association of Hospital Pharmacists 25th Congress / Pedro 
Barroso Inácio 18

PHARMACISTS’ BARRIERS TO REPORTING

Hughes et al, 
Pharmacoepidemiol Drug
Saf. 2019 



• Mobile Apps
• Reporting app can 

help in increasing 
reporting 

• Patient
Organizations
• Important source 

of creating links 
with patients 
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REACHING OUT TO PATIENTS

• Cooperation with 
Pharmacovigilanc
e Centres
• Helps with missing 

information
• Several activities to 

increase reporting 



Patient reporting adds new, 
important information

Regulatory environment is
changing – patients first

Patient-centeredness is
going to increase
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CONCLUSIONS



Pharmacovigilance’s scope and
methods have been changing

Patient reporting adds meaningful
information on ADRs & impact in life

Pharmacists have a role to play in 
involving patients
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TAKE HOME MESSAGES 



THANK YOU!
OBRIGADO!
KIITOS!
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Pharmacology and Pharmacotherapy, 
University of Helsinki

• ResearchGate: 
https://www.researchgate.net/profile/Pedr
o_Inacio2

• LinkedIn: pedrombinacio
• pedro.inacio@helsinki.fi
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