ADVERSE REACTION REPORT
1. PATIENT’S DETAILS

	Patient Initials
	Date of Birth/Age
	Weight (kg)/ height (cm)
	Sex: Male/Female
	If female, pregnant?

	
	
	
	
	( Yes

( No

( Unknown


2. ADVERSE REACTION 

	Adverse Reaction (s)
	Start Date
	End Date
	Ongoing

	1.
	
	
	(

	2.
	
	
	(

	3.
	
	
	(

	4.
	
	
	(


3. SUSPECTED DRUG

	Brand name
	Generic name
	Start date
	End date
	Bach No.
	Indications for use
	Action Taken with the drug:

	
	
	
	
	
	
	( Drug discontinued
( Unknown
( No change
( Other

	Admin.Rout, Dose, frequency:

	
	
	
	
	
	
	( Drug discontinued

( Unknown

( No change

( Other

	Admin.Rout, Dose, frequency:


4. CONCOMITANT MEDICATION

	Brand name
	Generic name
	Admin

Rout
	Unit Dose
	Freque

ncy
	Start date
	End date
	Bach No.
	Indications for use
	Action Taken

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	


5. SERIOUSNESS AND CAUSALITY

	( Not Serious

Serious:

( Death

( Life threatening

( Involved or prolonged hospitalization, date…………………..

( Disability/incapacity

( Congenital anomaly

( Other medically important condition
	Reporter’s Causality (if Health Care Professional):

( Not related 

( Unlikely

( Possible

( Probable

( Certain
	 Outcome:

( Resolved without sequelae

( Resolved with sequelae

( Not resolved

( Unknown

( Death, date:………………

( Autopsy


6. CASE NARRATIVE (Please provide full details of the event)

________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
RESULTS OF LABORATORY TESTS

	Date
	Test 
	Result
	Unit
	Normal low – high range
	Comments

	
	
	
	
	-
	

	
	
	
	
	-
	

	
	
	
	
	-
	

	
	
	
	
	-
	


RESULTS OF DIAGNOSTIC PROCEDURES
	Date
	Procedure and results

	
	

	
	

	
	


7. RELEVANT MEDICAL & FAMILY HISTORY
____________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________________
8. REPORTING SOURCE

Reporter’s Name……………………………………………………………………………………………………..

Address……………………………………………………………………………………………………………….

Occupation……………………………………………………………………………………………………………

Tel. No………………………………………………………………………Date……………………………….…..

