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Learning Objectives:

 Introduce the concepts pharmacovigilance, adverse drug event, and adverse 
drug reaction

 Describe the pharmacovigilance framework and the roles of different
stakeholders in patient safety

 Explain how to report adverse drug events



Pharmacovigilance 
(WHO 2002)

“the science and activities relating to the 
detection, assessment, understanding and 
prevention of adverse effects or any other drug-
related problem”



Pharmacovigilance General Objectives

 to improve patient care and safety in relation to the use of drugs, and all medical 
and paramedical interventions;

 to improve public health and safety in relation to the use of drugs;

 to contribute to the assessment of benefit, harm, effectiveness, and risk of drugs, 
encouraging their safe, rational, and more effective (including cost-effective) use;

 to promote understanding, education, and clinical training in pharmacovigilance 
and its effective communication with health professionals and the public



Pharmacovigilance is not just a science of adverse drug reactions (ADRs) 

Patient Safety 

any drug-related problem that results in adverse events



Adverse Event

Medical occurrence temporally associated with the use of a medicinal product, but 
not necessarily causally related

Adverse Drug Events (ADEs)



Adverse Reaction (WHO 1972)

A response to a drug that is noxious and unintended, and that occurs at doses 
normally used in humans for the prophylaxis, diagnosis, or therapy of disease or for 
the modifications of physiological function

Adverse Drug Reaction (ADR)
clinical symptom, variation in a laboratory test or other diagnostic measures 



Adverse Drug 
Reaction 

A significant ADR as any unexpected, unintended, undesired, or

excessive response to a drug that

1. Requires discontinuing the drug (therapeutic or diagnostic)

2. Requires changing the drug therapy

3. Requires modifying the dose (except for minor dosage adjustments)

4. Necessitates admission to a hospital

5. Prolongs a stay in a healthcare facility

6. Necessitates supportive treatment

7. Significantly complicates diagnosis

8. Negatively affects prognosis

9. Results in temporary or permanent harm, disability,
or death.



Side Effect

Unintended effect occurring at a normal dose related to the pharmacological properties

an “expected, well-known reaction resulting in little or no change in patient management” that occurs with a 
“predictable frequency and whose intensity and occurrence are related to the size of the dose’’



Serious ADE or ADR

Any untoward medical occurrence that at any dose

 results in death

 is life-threatening

 requires inpatient hospitalization or prolongation of existing hospitalization

 results in significant disability or incapacity



Overview of Pharmacovigilance Systems

Pharmacovigilance systems are an integral part of healthcare policies

Effective pharmacovigilance systems require cooperation among various actors, 
such as regulators, pharmaceutical companies marketing a drug, healthcare 
professionals, and patients 

Pharmacovigilance reports originally focused on reporting ADRs 

 any drug-related problems



Pharmacovigilance Report

a pharmacovigilance center report includes the following

 unexpected lack of efficacy

 quality defects

 drug abuse

 medication errors

 interactions with traditional and herbal drugs

 poisoning events





Possible Factors Resulting in ADE



Pharmacovigilance 
Framework 

International organizations and Healthcare 
Organizations, Regulators, Manufacturers, Healthcare 
Professionals, and Patients

Prevent and management of ADEs

Effective and timely communication between different 
stakeholders is a key aspect to share and utilize scientific 
information pertaining to pharmacovigilance 



Characteristics of Good Pharmacovigilance Systems

 Easy to use

 Allows reporting by patients and healthcare providers 

 Well-structured reports to facilitate analysis 

 Standardized procedures and definitions 

 Allows analysis of product class level and on an individual product level 

 Procedures for analysis of aggregated information 

 Efficient communication practices improve awareness to report ADRs 

 Training of healthcare professionals 



Features of A Good Pharmacovigilance Report

 Description of ADEs

 Suspected and concomitant product therapy details (e.g., dose, dates of therapy)

 Patient characteristics (e.g., age, sex), baseline medical condition, comorbid condition, family history, other risk 
factors

 Documentation of the diagnosis

 Clinical course and outcomes

 Relevant therapeutic measures and laboratory data

 Dechallenge and rechallenge information

 Reporter contact information

 Any other relevant information 



Spontaneous Reporting on Adverse Drug Reactions

Spontaneous and voluntary reporting of suspected ADRs 

 Diffusion of responsibility (many professionals feel someone else shall report the event, and finally no one 
is responsible for taking it forward)

 Technical insufficiencies for reporting to the pharmacovigilance system

 Fear of punishment or blame for harming the patients

 Time constraints in reporting and follow-up if any

 Institutional policies that discourage reporting of ADEs due to concerns for reputation

 Lack of training and motivation to healthcare professionals shall decrease abilities to detect ADRs or ignore 
them



Mandatory Reporting on Adverse Drug Reactions

When a new drug is approved for marketing, for a few years it is mandatory to report ADEs to the 
regulators

Manufacturers provide technical and financial support to healthcare facilities to enable reporting

The pharmacovigilance report should be submitted to regulators at prescribed intervals



How To Report Adverse Drug Events?

 Standardized forms 

The national and institutional ADE reporting format is 
standardized in international format

1. Healthcare professionals could report ADEs to regional 
or national pharmacovigilance centers
 After the ADE data are collected, they are analyzed for causality, 

severity, and preventability

 If a causal relationship is established, it will be considered as an ADR

2. The national center will forward these reports to the 
WHO collaborating center for International Drug 
Monitoring





Pharmacovigilance in Iran

The Pharmacovigilance Center (PVC) of Iran began its activities under the supervision of the Iran Food and Drug 
Administration (Iran FDA) in 1991

a full member of the WHO International Drug Monitoring Program in 1998

voluntary through the yellow card scheme and https://adr.ttac.ir/
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