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	ADVERSE EVENT REPORT 


I -  EVENT INFORMATION

	Patient
	
	Date of birth
	
	
	Event onset
	

	initials/

no(study)
	Country
	Day
	Month
	Year
	Age
	Sex
	Day
	Month
	Year
	

	
	
	
	
	
	
	
	
	
	
	Indicate all appropriate to

the Adverse Event

	
Medical term(s) (MedDRA LLT and code)
Case narrative (including “verbatim/reported terms” and relevant tests/lab. data) 


	 FORMCHECKBOX 

Results in death

 FORMCHECKBOX 

Is life-threatening

 FORMCHECKBOX 

Requires hospitalisation or     prolongs hospitalisation

 FORMCHECKBOX 

Results in persistent or significant 
disability or incapacity

 FORMCHECKBOX 

Is congenital anomaly or birth
        defect

 FORMCHECKBOX 

Is important medical event

* * * * *

 FORMCHECKBOX 

None of the above



II -  SUSPECT DRUG(S) INFORMATION

	Suspect drug(s) (include generic name)


	Did the event abate after stopping drug?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 UnK

	Daily dose(s)


	Route(s) of administration


	

	Indication(s) for use


	Did the event reappear after reintroduction?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 UnK

	Therapy dates 

from    -    -     to   -    -   
	Therapy duration (days/months)

                 
	


III -  CONCOMITANT DRUG(S) AND HISTORY

	Concomitant drug(s) and dates of administration (exclude those used to treat event)

drug name       active substance         indication(s)             dates (from  /  to)                 daily dose            freq.        route

                                                                                                                                                                                           

	Other relevant history (e.g.: diagnostics, allergies, pregnancy with last month of period, etc)



	IV - COMPANY INFORMATION 
	V - REPORT SOURCE INFORMATION

	Name and address of  the Company managing the case: 


	- Health. Authority (references)

 (Heath Authority case ID number)
__________________________________________

- Health Professional (initial, qualification, address) 

	Company case ID number:




 (identification number by the Company)
	- Literature 

 (journal references)

	Date of receipt 

-     -
	Source:     FORMCHECKBOX 
 Health Authority 
               
                  FORMCHECKBOX 
 Health professional

                  FORMCHECKBOX 
 Study      FORMCHECKBOX 
 Literature      FORMCHECKBOX 
 Other
	- Clinical study 

 (title-code / initials and address of the Investigator)

	Date of this Report

-     -
	Report Type

 FORMCHECKBOX 
  Initial           FORMCHECKBOX 
  Follow-up
	- Consumer, Lawyer, non-health Professional

 (initial, qualification, address)
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	ADVERSE EVENT  REPORT 


Continuation page  on  the  case  ID  n.:                 

	Describe Event(s) (continued)

Concomitant drug(s) (continued)
Other relevant history (continued)
Adverse Event information

Drug relationship by initial Reporter: 

Drug relationship by Company: 

Expectedness: 

Intensity: 

Actions taken with the suspected Drugs: 

Outcome: 

Company comment 



(continued on next page)









