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Adverse Drug Event (ADE):   An injury resulting from medical intervention related to drug. 

                                                        Adverse Drug Reactions [ADR] 

                                                        Medication errors 

                                                        Overdoses  

                                                        Allergic Reactions  

 

Adverse Drug Reaction (ADR):  

 WHO defines ADR as “A response to a drug which is noxious, unintended and occurs at doses used in man for prophylaxis, diagnosis or 
therapy.” 

 

 “ADR is any undesirable experience that has happened to the patient while taking a drug that is suspected to be caused by the drug or 
drugs.” 

 

 In conclusion, ADR is harm directly caused by the drug at normal doses, during normal use. 

 

 Example : Patient experiencing anaphylaxis shortly after taking the drug. 

 





MILD: No need of Rx, antidote or hospitalization 

MODERATE: Requires drug change specific Rx & hospitalization 

SEVERE: Potentially life threatening; permanent damage & prolonged 
hospitalization 

LETHAL: Directly or indirectly leads to death 



It is necessary to detect as well as evaluate ADR, and further develop mechanisms to prevent 
ADRs and their associated morbidity and mortality, hence it needs to be reported. 

There should be a reporting structure. 

It should be reported within the defined time frame. Preferably within 24 hours. 

The relevant staff should be aware of the ADRs, how to detect them and further 
how to report them to the concerned authorities. 

Proper corrective and preventive actions should be taken based on analysis after 
ADR is been reported. 

ADR  



                                     WHO CAN REPORT? 

 
                                                        HEALTH CARE PROFESSIONALS: 

                                                            DOCTORS 

                                                            DENTISTS 

                                                              NURSES 

                                                         PHARMACISTS 

 

                                                             OTHERS: 

                                                             PATIENTS 

                                                            RELATIVES 



           ADR REPORTING PROCESS 
SUSPECTED ADR 

 

ADR FORM 

 

CLINICAL PHARMACIST / QUALITY DEPARTMENT 

 

RCA BY PHARMACOLOGY DEPARTMENT                                     

 

PHARMACY AND THERAPEUTIC COMMITTEE                        DRUG CONTROLLER 

 

INFORMATION DISSEMINATION + ACTIONABLES DEFINED FOR HEALTHCARE PERSONNEL 
(PREVENTIVE MEASURES) 





        Some ADRs are unavoidable and cannot be prevented. However, most ADRs can be prevented by : 

1) Rational use of drugs. Avoid any inappropriate use.  

2) Pay attention to patient’s past medical history & medication history. Elicit and take into consideration previous 
history of drug reactions. 

3) Take extra care while prescribing drugs known to exhibit interactions and adverse reactions with careful 
monitoring of patients with such reactions.  

4) Beware of interaction of drugs with certain food, alcohol etc. 

5) Be particularly careful while prescribing to children, elderly, pregnant and nursing women, seriously ill and 
patients with hepatic and renal diseases. 

6) Use of appropriate dose, route and frequency of drug administration. 

7) Think of ADR, when patient shows signs or symptoms not clearly explained by course of their illness and 
immediately consider stopping the drug or reducing the dosage. 

 

 

 




