	Adverse Event Reporting Form
	

24 h Phone: +44 (0)20 3751 1888
e-mail: drugsafety@consilienthealth.com 



	For Bonteque use only                                                                           Case ID:      
Date of initial receipt by MAH/Publication initial receipt date by MAH:      

	Received by:      
	Signature of receiving person: ____________________________________


1) PATIENT DETAILS
Please note that at least one information concerning patient details should be included in order to evaluate your report as valid.
	Initials

     
	Date of birth or age

     
	Gender

 FORMCHECKBOX 
 Female               FORMCHECKBOX 
 Male
	Weight (kg)

     
	Height (cm)

     


2) REPORTER INFORMATION
Please note that the full name and phone number or e-mail of the reporter should be included in order to evaluate your report as valid.

	Full name
     
	Address (street, city, country)

     

	Phone number

     
E-mail

     
	Reporter’s qualification

 FORMCHECKBOX 
 Physician 

 FORMCHECKBOX 
 Pharmacist 
 FORMCHECKBOX 
 Other Healthcare Professional
	 FORMCHECKBOX 
 Patient
 FORMCHECKBOX 
 Other Non -Healthcare Professional
 FORMCHECKBOX 
 Publication first author 

	Date of report

     
	Reported to the Authority?

 FORMCHECKBOX 
 Yes                   FORMCHECKBOX 
 No                    FORMCHECKBOX 
 Not known


3) ADVERSE EVENT DESCRIPTION (AE) 
Please note that adverse event description should be included in order to evaluate your report as valid.

	Description of a case report
     

	Adverse event / diagnosis
If diagnosis not known, give symptom(s)
	Relatedness of the adverse event to drug?*
	Date of AE onset
	End date or duration of AE
	Outcome**
	Is the AE serious? (No/Yes)
If Yes, add number as stated below***

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     


Select appropriate number:

*Relatedness: 
1 – Highly probable; 2 – Probable; 3 – Possible; 4 – Doubtful, 5 – Not related; 6 – Not specified

**Outcome: 
1 – Recovered/Resolved; 2 – Recovered/Resolved with sequel; 3 – Recovering/Resolving; 4 – Fatal; 
5 – Not recovered/not resolved; 6 – Unknown
***Seriousness:
1 – Death; 2 – Life-Threatening; 3 – Hospitalization/Prolonging Hospitalization; 4 – Resulting in Persistent or Significant Disability or Incapacity; 5 – Congenital Abnormality or Birth Defect; 6 – Other Significant Medical Event

4) SUSPECT DRUG(S)
Please note that the brand and/or active substance name should be included in order to evaluate your report as valid.
	Brand and/or active substance name
	Indication(s)
	Lot no.
	Expiry date
	Dosage, route of administration, pharmaceutical form
	Start date
	End date
	Action taken with suspect drug*

	     
	     
	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     
	     
	     


*Select appropriate number: 
1 – Dose reduced; 2 – Dose increased; 3 – Dechallenge; 4 – Rechallenge;
5 – No action taken; 6 – Not reported
Please note that providing the information in sections 5-7 is not mandatory but it could facilitate the analysis of adverse reaction(s) reported. Therefore, we would like to kindly encourage you to provide this information.

5) RELEVANT INFORMATION ON ADVERSE EVENT (AE)
	Adverse event
Provide details of each symptom
	Did AE improve after stopping/reducing drug?
	Did AE reappear after drug reintroduction?

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Not known
	 FORMCHECKBOX 
 Not applicable
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Not known
	 FORMCHECKBOX 
 Not applicable

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Not known
	 FORMCHECKBOX 
 Not applicable
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Not known
	 FORMCHECKBOX 
 Not applicable

	     
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Not known
	 FORMCHECKBOX 
 Not applicable
	 FORMCHECKBOX 
 Yes
	 FORMCHECKBOX 
 No
	 FORMCHECKBOX 
 Not known
	 FORMCHECKBOX 
 Not applicable

	If death occurred, specify the cause and date:      

	Post Mortem/Autopsy performed?                  FORMCHECKBOX 
 Yes (If 'Yes', please attach Findings/Report)                 FORMCHECKBOX 
 No


6) OTHER DRUGS (drugs interacting with suspected drug should be described in section 4)

	Brand or active substance name
	Indication(s)
	Dosage, route of administration, form
	Therapy*
	Start date
	End date

	     
	     
	     
	     
	     
	     

	     
	     
	     
	     
	     
	     

	*C – concomitant drug; T – drug administered to treat adverse event; P – drug previously taken (therapy ended before adverse event)


7) RELEVANT MEDICAL HISTORY, CONCURRENT DISEASES
	
 FORMCHECKBOX 
 Cigarettes                            FORMCHECKBOX 
 Alcohol                          FORMCHECKBOX 
 Allergies     If yes, what kind?      


Bonteque Consulting Ltd having its registered seat at 29 Westcott Crescent, Hanwell W7 1PL London, United Kingdom is the controller of personal data included in the form. The legal basis for the processing of personal data are Article 6 (1) (c) and Article 9 (2) (i) of the General Data Protection Regulation (EU) 2016/679 of 27th April 2016. The provided personal data are processed solely for the purpose of fulfilling the obligations to monitor the safety of use of medicines in compliance with Regulation (UE) no 520/2012 of 19th June 2012. The recipients of your personal data will be only entities authorized to obtain personal data on the basis of the law. You have the right to access your data and the right to correct them. Your personal data will be kept as long as the medicine is authorised and for 10 years after the marketing authorisation has ceased to exist. You have the right to lodge a complaint with the supervisory authority when you consider that the processing of your personal data violates the provisions of the General Data Protection Regulation.
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