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	SUSPECT ADVERSE REACTION REPORT
	

	
	
	
	
	
	
	
	
	


I. REACTION INFORMATION 
	1. Patient Initials 
	1a. Country 
	2. Date of birth 
	2a. Age 
	3. Sex 
	[bookmark: _GoBack]4-6 Reaction Onset 
	8-12 Check All 

	(first, last) 
	  
	Day 
	Month 
	Year 
	Years 
	  
	Day 
	Month 
	Year 
	Appropriate to an adverse reaction 

	7 + 13 DESCRIBE REACTION(S) (including relevant tests/lab data)  
	◻ Patient died 
◻ Involved or
Prolonged Inpatient Hospitalization 
◻ Involved Persistent or Significant
Disability or incapacity 
◻ Life-threatening
◻ Congenital Anomaly
◻ Other Medically Important Condition


II. SUSPECT DRUG(S) INFORMATION 
	14. SUSPECT DRUG(S) (include generic name) 
	20. Did the reaction
abate after stopping the drug? 
◻ YES ◻ NO ◻ NA 

	15. Daily Dose(s) 
	16. Route(s) of Administration 
	21. Did the reaction reappear after reintroduction? 
 

	17. INDICATION(S) FOR USE 
	◻ YES ◻ NO ◻ NA 

	18. THERAPY DATES (from/to) 
	19. THERAPY DURATION 



III. CONCOMITANT DRUG(S) AND HISTORY 
	22. CONCOMITANT DRUG(S) AND DATES OF ADMINISTRATION (exclude those used to treat reaction)
 

	23. OTHER RELEVANT HISTORY (e.g. diagnoses, allergies, pregnancy with last menstrual period, etc.) 


IV. MANUFACTURER INFORMATION 
	24a. NAME AND ADDRESS OF MANUFACTURER 
	26-26a. Name and address of the  reporter (include ZIP CODE) 

	ORIGINAL REPORT NO. 
	24b. MFR CONTROL NO. 
	 

	24c. Date Received By Manufacturer 
	24d. REPORT SOURCE
   Study       Literature
◻ Health Professional 
◻ Regulatory Authority ◻ Other
	

	Date of this Report 
	25a. REPORT TYPE
◻ Initial ◻ Follow-Up 
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