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	ANNEX 4

	
	TEMPLATE OF ONLINE REPORT FORM 
OF ADVERSE EVENTS
	Code : PT-PVG-001

	
	
	Version : 02.0
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	1
	REPORTER
	Name and surname:
     
Address:

     
Tel. Nr:

     
E-mail:

     @     
Title:

     

	2
	PATIENT INFORMATION
	Name (initials): 
     
Sex: 

Male  FORMCHECKBOX 


Female  FORMCHECKBOX 

Age: 

       FORMDROPDOWN 

Weight: 

    Kg

	3
	SUSPECTED DRUG
	     

	4
	ADVERSE EVENT(S) :
	     

	5
	Description of adverse event(s) :

     

	OTHER INFORMATION

	6
	Country
	     

	7
	Is it a clinical trial?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	8
	Medical history:
	     

	9
	Date of reaction onset
	      

(dd/MM/yyyy)

	10
	Was the reaction treated?
	 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

	11
	Outcome
	 FORMDROPDOWN 


	12
	Hospitalization?
 FORMCHECKBOX 
 Yes

 FORMCHECKBOX 
 No

If yes,  Address:      

	SUSPECTED DRUG

	13
	Indication in this case:
	     

	14
	Dosage
	     

	15
	Route of administration
	     

	16
	Date of first administration
	      

(dd/MM/yyyy)

	17
	Date of last administration
	      

(dd/MM/yyyy)

	18
	Duration of drug administration
	       FORMDROPDOWN 


	19
	When the reaction started, the drug was
	Withdrawn  FORMCHECKBOX 
          Maintained  FORMCHECKBOX 
          Decreased  FORMCHECKBOX 
          Increased  FORMCHECKBOX 
          Unknown  FORMCHECKBOX 


	20
	What was the immediate result?
	     

	21
	Was the drug reintroduced? 
	Yes  FORMCHECKBOX 

     No   FORMCHECKBOX 
      Dosage:       

	22
	Did the reaction recur on readministration? 
	Yes  FORMCHECKBOX 

     No   FORMCHECKBOX 


	23
	Prior use of  this  drug:     Yes FORMCHECKBOX 

      No FORMCHECKBOX 


	If yes, did an adverse reaction occur?    Yes  FORMCHECKBOX 

No FORMCHECKBOX 

If yes,  describe: 

	24
	Concomitant medication
	     

	25
	What is  your  opinion  on  the  causal relationship:
	     


Form completed on:      


(dd/MM/yyyy)


By:      
NB: Please  send  this  form  without  delay  by  fax: (02/412.09.69) or by E-mail: (dptpharmacovigilance@smb.be) to the  Pharmacovigilance Department  of Laboratoires  SMB  SA.
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