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	BLAU FARMACÊUTICA
	ANNEX I - SOP CORP FVG 003/1

	ADVERSE EVENT REPORT FORM

	Notifier Name:
(Healthcare Professional)
	Professional Category:

	
	Registration Number:                                           
	FU:

	Telephone:
	E-mail:

	Address:
	CEP:

	Company:
	CNPJ [Corporate Taxpayers Registration]:

	PATIENT INFORMATION

	Patient Initials
	Date of birth
	Age
	Gender
	Pregnancy
	Height:
	Weight

	
	 ____/ ____/ ___
	
	
	
	
	

	Main Diagnosis:

	Hospitalized:         FORMCHECKBOX 
YES     FORMCHECKBOX 
 NO   
Hospitalization start date: __/__/____

	Relevant medical history:


	Allergy or other previous reactions:


	SUSPECT DRUG

	Drug
	Presentation
	Batch
	Manufacturing
	Expiry

	Dosage
	Route of Administration
	Indication / Reason for Use
	Start Date
__/__/____
	Finish date
__/__/____



	Discontinued drug:               FORMCHECKBOX 
YES     FORMCHECKBOX 
 NO   
	If yes, on what date?
____/_____/____

	Did the patient present adverse event prior to the suspected drug?  FORMCHECKBOX 
YES     FORMCHECKBOX 
 NO   
If yes, on what date? __/__/____     Describe the previously presented adverse event:


	CONCOMITANT DRUGS

	Drug
	Dosage
	Route of Administration
	Start date
	Finish date

	Reason of the indication:
	Batch

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	ADVERSE EVENTS

	Event:
	Start date

	Finish date


	Event:
	Start date

	Finish date


	Event:
	Start date

	Finish date


	Event:
	Start date

	Finish date


	Event:
	Start date

	Finish date


	Corrective measures – Treatment administered to control the adverse event or any other related procedure.


	Clinical report of the case and reactions, with relevant laboratory data (Also use this field to describe any relevant fact considered important or clarify any information recorded in another field).


	CLINICAL OUTCOME

	 FORMCHECKBOX 
Recovered
Inform the date of recovery:    __/__/____
	 FORMCHECKBOX 
 In recovery

	 FORMCHECKBOX 
Recovered with Sequels

	 FORMCHECKBOX 
Not Recovered

	 FORMCHECKBOX 
Unknown Outcome


	Death?
	 FORMCHECKBOX 
YES
	 FORMCHECKBOX 
 NO
	Cause of death:


	Required hospitalization?
	 FORMCHECKBOX 
YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NOT APPLICABLE OR/AND UNKNOWN

	Extended hospitalization?
	 FORMCHECKBOX 
YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NOT APPLICABLE OR/AND UNKNOWN

	Was there the risk of death?
	 FORMCHECKBOX 
YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NOT APPLICABLE OR/AND UNKNOWN

	Did the event disappear/improve with
the withdrawal of the drug?
	 FORMCHECKBOX 
YES
	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NOT APPLICABLE OR/AND UNKNOWN

	Did the event disappear/improve with
the dose adjustment?
	 FORMCHECKBOX 
YES
	 FORMCHECKBOX 
 NO

	 FORMCHECKBOX 
 NOT APPLICABLE OR/AND UNKNOWN

	Did the event reappear after reintroduction
of the drug?
	 FORMCHECKBOX 
YES

	 FORMCHECKBOX 
 NO
	 FORMCHECKBOX 
 NOT APPLICABLE OR/AND UNKNOWN

	RELATIONSHIP OF SUSPECTED DRUG TO THE ADVERSE EVENT (NARANJO ALGORITHM)

	
	 FORMCHECKBOX 
 Defined

	 FORMCHECKBOX 
 Probable

	 FORMCHECKBOX 
 Possible:

	 FORMCHECKBOX 
 Doubtful

	 FORMCHECKBOX 
 Not evaluated by the rapporteur


	Date that the report was filled
	Stamp / Signature of rapporteur

	______/_____/_______
	


Attach additional page if necessary.
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