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Consumer reporting 

Patient reporting 

Reporting from the general public 
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Definition consumer reporting 

A consumer report is a report of a suspected adverse 
reaction to a medicinal product as initiated by the 
consumer and without interpretation by a health-care 
professional.  
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Why consumer reporting? 
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Trial consumer reporting 2003 

•  In April 2003 trial with accepting consumer reports 
  
•  First year almost 300 consumer reports 

•  The reports from consumers contained enough medical 
information to be useful to pharmacovigilance  
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Number of reports 2000 -2013 
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WHAT IS THE CONTRIBUTION OF 
PATIENT REPORTS TO 
PHARMACOVIGILANCE? 
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Three years of experience with consumer 
reporting in the Netherlands 

•  Similarities found in age, sex, most frequently reported 
ADRs and most frequently reported drugs 

•  Differences between consumer- and healthcare 
professional reports in the categories of seriousness and 
outcome of the reported ADRs 
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Consumer’s motivation for reporting ADRs 

•  Consumer characteristics of reporters  

•  Altruism is an important factor for reporting ADRs 
 
•  The severity of ADR and need to share experiences the main 

motives to report 

van Hunsel F, et al. What Motivates Patients to Report an Adverse Drug Reaction? Ann Pharmacother 2010; 44(5):936-937 

 
van Hunsel F, et al. Motives for reporting adverse drug reactions by patient-reporters in the 
Netherlands. Eur J Clin Pharmacol. 2010; 66:1143–1150.  
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Consumers’s quotes about motives for 
reporting 

     …my motive is that this is information that has to be available to 

others and as Lareb collects this information I will report it to them. 

For me personally reporting doesn’t make a difference, I want to 

recover, and I will arrange that with my general practitioner. But this 

reaction could also happen to someone else and that should be 

known. So again it’s about making the adverse reaction known and 

taking care that the information is available… 
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Influence of media attention on consumer 
reporting 
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Comparison consumer and HP reports after 
media attention 

•  Media attention led to a peak in consumer reporting of 

ADRs but not in reporting by health professionals 

•  Qualitative analysis: Impact on quality of life through 

consumer reports! 

van Hunsel F, et al. Comparing patients' and healthcare professionals' ADR reports after media 
attention: the broadcast of a Dutch television programme about the benefits and risks of statins as 
an example. Br J Clin Pharmacol 2009; 67(5):558-564. 
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Contribution of consumer reporting to signal 
detection 

•  Consumers contribute to disseminated signals about 
drug-ADR associations 

•  Consumers’ reports of ADRs can provide a valuable 
contribution to the detection of signals  

•  This is additional to healthcare professionals’ reports 

van Hunsel F,et al. The proportion of patient reports of suspected ADRs to signal 
detection in the Netherlands: case-control study. Pharmacoepidemiol Drug Saf 2011; 
20(3): 286–291. 
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Signal detection 

•  Duloxetine and electric shock sensation 

Europharma  - Konferencja „Pharmacovigilance w 2015 r.  
– nowa praktyka, szanse i zagrożenia” 



Signal detection 

•  Duloxetine and electric shock sensation 
•  SSRIs and persistant sexual dysfunction 
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Signal detection 

•  Duloxetine and electric shock sensation 
•  SSRIs and persistant sexual dysfunction 
•  Cyproterone/ethinylestradiol and thromboembolic 

events 
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Signal detection 

•  Duloxetine and electric shock sensation 
•  SSRIs and persistant sexual dysfunction 
•  Cyproterone/ethinylestradiol and thromboembolic 

events 
•  Changes in packaging of levothroxine and ADRs 
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EU legislation 2010 

•  Strengthen the European pharmacovigilance system 

•  Direct consumer reporting to national centers 

•  Implementation July 2012 

Borg JJ et al. Strengthening and Rationalizing Pharmacovigilance in the EU: Where 
is Europe Heading to? Drug Saf 2011;34(3):187-197 
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Guideline 

•  1. Why consumer reporting?  
•  2. Definitions  
•  3. How to start a consumer 

reporting system  
•  4. Reporting of adverse reactions to 

medicines  
•  5. Special issues in reporting  
•  6. Practicalities in the organization 

of consumer reporting  
•  7. Assessment of case reports  
•  8. Use of the data  
•  9. Relations with other parties  
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How to start a consumer reporting system 

•  A functional spontaneous reporting system for health-
care professionals as a basis.  

–  Staff with knowledge in handling spontaneous reports are 
already available 

–  A reporting form has already been developed and can be 
adapted for consumer reporting 

–  Procedures for assessing reports have already been established 
–  A database for storing reports is probably available 
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How to start a consumer reporting system 

•  Get health authorities and consumer and patient 
organizations on board 

Europharma  - Konferencja „Pharmacovigilance w 2015 r.  
– nowa praktyka, szanse i zagrożenia” 



Guideline 

•  1. Why consumer reporting?  
•  2. Definitions  
•  3. How to start a consumer 

reporting system  
•  4. Reporting of adverse reactions to 

medicines  
•  5. Special issues in reporting  
•  6. Practicalities in the organization 

of consumer reporting  
•  7. Assessment of case reports  
•  8. Use of the data  
•  9. Relations with other parties  
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Means of reporting 

Van Hunsel et al. Drug Safety 2012; 35 (1):45-60 
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Reporting form 

•  Accessibility 

•  Content 
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Van Hunsel et al. Drug Safety 2012; 35 (1):45-60 
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Lareb 

•  Different forms for HCPs and consumers 

•  Different forms for drugs and vaccines 
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Reporting of adverse drug reactions to 
medicines 

•  Means of reporting 
•  Reporting form 
•  What to report 
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What to report? 

•  ADRs of registered drugs 

•  Medications errors  
•  Counterfeit drugs 
•   Herbals and vitamines 
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Promotion 

•  Increase awareness 

  of the possibililty: you can! 
  of the importance: you should! 

•  General  

•  Targeted 
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Magazine 
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Promotion 
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Promotion 

•  General  
 
•  Targeted 
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Consumer and patient organisations 

•  Questionnaires 

•  Screening of reported ADRs  

•  Respondents asked to fill in the reporting form 
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Consumer and patient organisations 

•  Good respons (25%) 

•  Willingness to provide follow up information 

•  Reports contribute to signal detection 
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Guideline 

•  1. Why consumer reporting?  
•  2. Definitions 
•  3. How to start a consumer 

reporting system  
•  4. Reporting of adverse reactions to 

medicines  
•  5. Special issues in reporting  
•  6. Practicalities in the organization 

of consumer reporting  
•  7. Assessment of case reports  
•  8. Use of the data  
•  9. Relations with other parties  
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Handling of consumer ADR reports 

•  Differences in route of handling 
–  Coding 
–  Assessment 
–  Feedback 
–  Follow-up 
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Example of Feedback from NL 

Dear (name reporter),  

Thank you for reporting to the Netherlands 
Pharmacovigilance Centre Lareb. Your report has been 
registered under the number 12345.  
 

Lareb recently published about aggressive behavior during 
the use of antidepressant medication (SSRIs). Aggressive 
behavior is described in the official information leaflet of 
fluoxetine. This reaction is mainly seen in users under 18 
years. The extent to which adverse drug reaction occur and 
which adverse drug reactions occurs varies per person. 
Unfortunately this cannot be predicted. Recovery of the 
aggressive behavior after withdrawal of fluoxetine is an 
indication for a causal relation.  
 

Your report will be included in the Lareb database. This 
is a database in which all adverse drug reactions of all 
drugs in the Netherlands are collected. In this way, 
Lareb gets a good overview of the safety of medicines 
and will take action if necessary.  

Thank you again for reporting. 

Best regards,   
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Handling of consumer ADR reports 

•  Differences in route of handling 
–  Coding 
–  Assessment 
–  Feedback 
–  Follow-up 

•  Duplicate detection 
•  Sharing reports with international databases 
•  Signal detection 
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•  The role of the patient in 

pharmacovigilance 

•  The added value of patient reports to 
pharmacovigilance 

•  Maintaining and developing patient 
reporting systems 

•  Promoting patient reporting systems 
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Take home message 

•  Consumer reporting of 

ADRs helps to broaden 

our insights on the safety 

of drugs, which is 

ultimately the goal of all 

our pharmacovigilance 

activities 
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