PHARMA-FORM-32-6.0-EN- attached to PHARMA-SOP-17


Adverse event / Adverse drug reaction / Special situation* form 
	[DSM-16257-014-ESP]
Please send e-mail immediately to mail.farmacovigilancia@servier.com 

	Year of birth   or   Age           Gender
 Height
 Weight
     Patient number

|_|_|_|_|            or   |_|_|_|          M / F
   |_|_|_|
     |_|_|_|
        |_|_|_|_|_|_|_|_|_|_|

    

	Observed adverse event:
	 Date of onset 

|_|_|  |_|_|  |_|_|_|_|
	 Until (if recovered)
|_|_|  |_|_|  |_|_|_|_|

	
	
	

	Serious:
 No

 Yes, because: (please choose below) 


 Fatal

 Life-threatening 


 Hospitalisation or prolongation of hospitalisation 

 Persistent or significant disability or incapacity 


 Congenital anomaly/birth defect

 Medically significant
	Outcome:

 Recovered  


 Recovered with sequelae


 Recovering  


 Not recovered


 Fatal  


 Unknown

	General disease(s) / Concomitant disease(s) (please indicate year of first diagnoses): 


	Course (please enclose relevant findings e.g. laboratory, hospital reports, histology, etc...):


	Causal relationship with the studied drug:
⁬�
 No
�         
 Yes

 Not applicable
If yes, please specify dates of treatment with the studied drug in the table below on the first line: 
If no or not applicable, please indicate whether the adverse event /special situation is related to a Servier medicinal product (as mentioned in the following table):
 
 No
�         
 Yes
please specify which Servier medicinal product: ……………………………….

	Medication list
	Daily dosage /
application
	Administered
from
to
	Indication

	
	
	-
	

	
	
	
	

	
	
	-
	

	
	
	-
	

	
	
	
	

	Name of physician: 

Speciality: 

Address:

Phone:

 (stamp, if available)
	Date:                                                          

 Signature:

	
	


Special situations*: situations where no adverse events occurred but information needs to be collected: exposure during pregnancy (maternal and/or transmission of a medicinal product via semen following paternal exposure) or breastfeeding, abuse, misuse, medication error, overdose, off label use, drug-drug or drug-food interactions, occupational exposure, lack of efficacy, any suspected transmission via a medicinal product of an infectious agent, unintended therapeutic benefit … 
Stamp









