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      Reporting of ADRs 

• Rare and unexpected ADRs mainly 
identified in post marketing phase 
 

• Health care professionals – major source 
of spontaneous ADRs reporting 
 

• Underreporting of ADRs – identified 
problem 



 
            Why patient reporting ? 

 
• Extra source of information 
• Underreporting could be reduced 
• New and novel ADRs can be detected 
• Detection much sooner 
• Unexpected benefits also reported 
• To be considered as complement, not 

alternative to health-care professionals 



  Patient reporting offers 
   valuable information 

• OTCs, herbal medicines, problems with 
excipients and potential interactions 
 

• First hand experience with drugs 
 

• How drugs are actually used 
 

• Highlight issues of lack of adherence 
(compliance) 
 



         Patient reporting     
 drawbacks 

• Incomplete reports 
• Clear medical diagnosis seldom reported 

 
• BUT: 
• Lack of medical knowledge can be an 

advantage – less biased 
– Patients would report reactions that seem 

unlikely from the medical point of view 



What to report? 
 

• Recommended NOT to set any restrictions 
on the type of medicines  and/or ADRs 

 
• All suspected ADRs (known or not) 

serious/non serious are welcome and 
useful 



   Patient reporter(s) 

• For him/her personally 
• Parent for child 
• Children for parents 
• Spouse for spouse 
• Caregiver for person in care 

 
Note: if any of the above is medically qualified 
person – considered as health professional reporting 



           Patient’s reporting in 
Croatia 

• Introduced in 2009 
• Paper version 

available on 
HALMED’s web page 
(www.halmed.hr) 
 

 

http://www.halmed.hr/


            Croatia 1st country in            
  the world to start using 

UMC on-line application 
 

 
• August 17th, 2012 

 
• Uppsala Monitoring  
 Center application for  
 on-line patient reporting 



 

Croatia 1st country in the world  
to start using UMC application for patient 

reporting 















Effect ? 



      Yearly increase in number 
of ADR reports by patients 
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Croatian figures 

• In 2010. only 7 patients reported ADRs 
• In 2011. 16  patients’ reported ADRs 

 
• Since UMC on-line application started: 

 
  45 patients’ reports received in 2012 (more then 
85% of reports received in 4 month’s time) 

Almost 3 fold (!) increase in patient 
reporting compared to 2011 
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  Patient reports - 
Population analysis 

Reporter N 
Patient 38 
Parent for child 5 
Daughter for parent 1 
Other 1 
TOTAL 45 

Female  (N=27)  60% 
Male  (N=18)  40% 



  Patient reports – Age 
groups  
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ADRs analysis 
ADRs 
reported 

YES NO 

Serious 60% (27) 40% (18) The main motives for 
patients to report their 
ADRs to a PV centre1:  

 

• Severity of the ADR 
• Need to share 

experiences 
 

67% 

33% 

Expectedness of serious ADRs 

SERIOUS
UNEXPECTED

SERIOUS EXPECTED

1. van Hunsel et al (2010) Eur J Clin Pharmacol 66(11):1143-50.doi:10.1007/s00228-010-0865-7 



              Most frequently reported 
ADRs by patients in the 2012 

ADR Number of reports % of total amount of 
ADRs 

1 Headache 6 3 % 
2 Nausea 4 2% 
3 Rash 3 2% 
4 Diarhoea 3 2% 
5 Dizziness 3 2% 
6 Fever 2 1% 
7 Malaise 2 1% 
8 Drug ineffective 2 1% 
9 Weakness general 2 1% 



         Most frequently reported 
ADRs - comparison 

From patients in 2012 From HCPs in 2012 
 

 
 
 
 

ADR 
1 Nausea 
2 Diarhoea 
3 Headache 
4 Itching 
5 Redness 
6 Vomiting 
7 Rash 
8 Limb oedema 
9 Fever 

ADR 
1 Headache 

2 Nausea 

3 Rash 

4 Diarhoea 

5 Dizziness 

6 Fever 

7 Malaise 

8 Drug ineffective 

9 Weakness general 

  



  Most frequently reported per 
ATC classification 
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       Drawbacks of patient 
reporting 

• Data often missing: 
– Start/Stop date of the medication 
– Start/Stop date of the ADRs  
– Dosages of the medication (or wrongly reported) 

usually don’t remember or mentioned: „as per 
doctor’s advice” 

• Mostly not medically confirmed 
• Name of the curing physician not mentioned at 

all (only upon Follow up request) 



  Differences between 
patient and HCP reporting 

• Patient’s narrative is more ample compared to 
HCP ‘s narrative 

• Most of the relevant information in patient’s reports is picked 
up from narrative 

• Boxes in the structured part of the report are often not ticked 
or ticked wrongly 

• Often there is an additional ADR hidden in the narrative (not 
mentioned in the structured part of the form) or for another 
person (spouse or parent who used the same medication) 
 

 
This could be subjective, but should be taken into consideration 

*HCP - Health Care Professional 



         Challenges in implementing 
patient reporting 

• Low reporting rate when only paper version 
available 

• On-line application is quite user-friendly and 
easy to use 

• It is possible for HCPs to use patient on-line 
application, but 

• information on type of reporter often not 
completed correctly (e.g. „patient or other non-
HCP” is ticked and the reporter is, in fact, HCP) 

 



  Soon on-line reporting 
from HCPs 

 
• Taking the positive experience with patient 

on-line reporting, HALMED will start with 
HCP on-line reporting this year 



Resources 
• HALMED staff from pharmacovigilance 

department is divided per ATC classification in 
ADR management 
 

• Each assessor handles ADR reports from 
patients and HCPs in his/her ATC class 

 
• This enables them to get the whole picture of the 

ADRs reported in specific class of medication 



  Actions taken by HALMED 
to raise awareness on patient 

reporting   
• Media campaign about on-line application  
• Information on patient reporting available on HALMED’s 

web page 
• Booklet „ADR reporting – Guide for Patients” distributed 

to patient organizations, available on HALMED’s web 
page for downloading 

• Lectures delivered in Patient organizations - 7th 
European Transplant & Dialysis Games (August, 2012) 

• Link to on-line patient ADR reporting available from one 
of the most popular healthcare web portals in Croatia 
(Cybermed.hr) 
 
 
 



Actions planned 

• Booklets „ADR reporting – Guide for 
Patients” will distributed to Pharmacies 
and Doctor’s waiting rooms 

• Campaign for Patient ADRs reporting 
planned in 2nd half of 2013 



Conclusion 
 

• Patient reports are very valuable as they give us 
more detailed information and often are reported 
sooner then by HCPs 

• The goal of HALMED is to protect public health 
ensuring safe and effective medications and of  
high quality 

• Having the „whole picture”  in hand, enormously 
contributes to this goal 
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