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Part one  

Objectives – 

1. The foundations of pharmacovigilance (PV) 

2. Terminology and definitions 

3. Instructions to complete the yellow form  
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History 
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Pharmacovigilance  Collaborating Centers 
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The process of drug development 
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Terminology & Definitions 

• Adverse Drug Event (ADE) 

• Adverse Drug Reaction (ADR)  

• Side Effect (SE)  
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Adverse Event (AE) 
 

Any untoward medical occurrence that 
may present during treatment with a 
pharmaceutical product but which does 
not necessarily have a causal relationship 
with this treatment. 

e.g. A hospitalized patient experiences syncope 
when getting out of bed. 
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Side Effect (SE) 
 

Any unintended effect of a 
pharmaceutical product occurring at 
normal dosage which is related to the 
pharmacological properties of the drug. 
  e.g. Antihistamines (taken for allergies)   

   Drowsiness (can be beneficial!) 
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Adverse Drug Reaction (ADR) 
 

A response which is noxious and 
unintended, and which occurs at doses 
normally used in humans for the 
prophylaxis, diagnosis, or therapy of 
disease, or for the modification of 
physiological function (WHO, 1972). 

e.g. Heparin  Bleeding  
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Frequency of ADRs 
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Causality Assessment  
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Causality Assessment  
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Serious Adverse Event or Reaction is any 
untoward medical occurrence that:  
 

• Results in death 

• Is life-threatening  

• Requires inpatient hospitalization or prolongation 
of existing hospitalization 

• Results in persistent or significant 
disability/incapacity 

• Teratogenic  
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Minimum Information  
to report an ADR 

• Patient information  

• Suspected product  

• Suspected reaction 

• Identifiable reporting source   
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The yellow card 

Electronic form for ADR submission: 
http://fda.gov.ir/form_show/171 
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The most important reason for  
under-reporting of ADRs? 
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