

[image: ] 	                             PHARMACOVIGILANCE FORM
SUSPECTED ADVERSE DRUG REACTION REPORT	Initial report              
SPECIAL SITUATION REPORT
                                                             	Follow up report     
DSM-16257-014

INITIAL / FOLLOW UP  NOTIFICATION DATE  (D0= clock start):

	First information :	�☐  Letter	�☐  Telephone                      �☐  Visit     Other Other
	
	�☐ Other

	(specify; ……………………………..)
Contact person :	�☐  Field representative                �☐ Other……………

	

	


REPORTER1:

	Name: 


	Reporter type:
☐  General practitioner          ☐ Specialist :     ………………………………………………………………………           ☐  Pharmacist                                                                                 ☐  Hospital
☐  Other Health care professional (Dentist, nurse, other):…………………………………….
☐  Patient himself     	☐  Relative	  ☐  Other:…………………………………..


	Address: 


	Phone number/email address: 



    1All personal data have to be anonymised before sending to Global PV
· Notified by the reporter to Health Authorities: �☐  unknown �☐  yes => Agency Reference Number :……………………


PATIENT IDENTIFICATION  (to be completed in agreement with local regulation):

	SURNAME (Initial):  I_I
  (first letter)
	FIRST NAME (Initial):  I_I
  (first letter)
	Gender:
	Date of Birth:
(dd-MMM-yyyy)

	
AGE:
	AGE GROUP2
	Weight (kg):
	Height (cm):


   2 Foetus / Neonate / Infant / Child / Adolescent / Adult / Elderly / Very elderly

RELEVANT MEDICAL HISTORY: 

	Medical History

	Start Date
	Ongoing
	End Date

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	



PREVIOUS  RELEVANT TREATMENTS:
	
	Product
	Daily dose
	Start Date
	End Date
	Therapy duration
	Indication(s)
	Route of administration

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	



CURRENT  TREATMENTS:
	
	SUSPECT DRUG(S):

	Product 3
	Daily dose
	Start Date
	End Date
	Therapy duration
	Indication(s)
	Route of administration

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	3 If the suspect drug is a generic, specify the manufacturer 




	CONCOMITANT DRUG(S):

	Product
	Daily dose
	Start Date
	End Date
	Therapy duration
	Indication(s)
	Route of administration

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	



REPORTED  EVENTS /SPECIAL SITUATION

	EVENT
As reported by the reporter
	SERIOUSNESS
yes/no
if yes, specify seriousness criteria4
	
GRADING if applicable
	ONSET Date
	Ongoing/  End Date
	
OUTCOME5
at report date

	
CAUSALITY assessment of the reporter

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	



4 Death / Life-threatening / Hospitalization / Hospitalization prolongation / Persistent, significant disability, incapacity / Congenital anomaly, Birth defects / Medically significant
5 Fatal / Recovered with sequelae/ Recovering / Recovered/ Not recovered/ Unknown


	ACTION TAKEN WITH SERVIER DRUG
	RECHALLENGE:
	RECHALLENGE Results:

	 Drug maintained
 Drug discontinued
 Dose reduced
 Unknown
	 Not done
 Done
 Involuntary
 Unknown
	
 AE reoccurred
 AE did not reoccur
 Unknown




NARRATIVE (template):

This case was received from XXX in COUNTRY.
The patient was a XX-year-old male/female with a medical history of XXX (chronological order or by SOC if more relevant) since MMM-year.
S/he has been treated with SERVIER PRODUCT (dose, route of administration) since day-MMM-year for indication diagnosed in MMM-year. Other suspected drugs included…​
Concomitant treatments included… (daily dose, start date, indication if not already reported as medical history). 
Event description in chronological order starting with dates​:
On dd-MMM-yyyy, s/he experienced EVENT / SPECIAL SITUATION
       Onset date: occurrence of 1st signs et symptoms (if hospitalisation, date of hospitalisation)​
 Relevant examination/tests for positive and differential diagnosis (biology with reference values and units, ECG, radiology, Ultrasound, etc.). This includes negative results to exclude differential diagnoses, Final diagnosis​, 
Treatment of the reaction​, 
Action taken regarding SERVIER PRODUCT and/or other treatments , 
Outcome of the event ​, Information on the evolution after drug discontinuation/ reintroduction if any​


	No further information could be obtained after several attempts.
Follow-up information received on dd-MMM-yyyy




Report completed on date: ………………………..
	





BY:……………………………………………………
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