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	CASE REFERENCE Nº
	



	
	CASE REFERENCE Nº
	1

	
	

	Safety issues
In animals	
In humans	
Lack of expected efficacy	
Withdrawal period issues	
Environmental problems	
	Reporting country:

Purchase country : 

Report source:

		1. ADDRESS OF COMPETENT AUTHORITY 
	
	
	2. NOMBRE Y DIRECCIÓN DE LA PERSONA QUE ENVIA LA COMUNICACIÓN:
	

	


	



		2. NAME AND ADDRESS OF SENDER
	
	
	2. NOMBRE Y DIRECCIÓN DE LA PERSONA QUE ENVIA LA COMUNICACIÓN:
	

	





	




	 Date complaint  received by sender:
				                      (dd/mm/yy)

 Type of report :   Initial             Follow up                 (date,case number)
 Person who reported the reaction :   veterinarian            owner            physician            pharmacist            other :

	
	3. VETERINARIAN/PHYSICIAN/PHARMACIST
	
	
	4.ANIMAL OWNER / HUMAN PATIENT 
	

	 Name :

 Address :


Telephone  Nº                               E-mail:
	  Name :

  Address :


Telephone  Nº                               E-mail:

	

	
	5. ANIMAL DATA
	Nº animals treated :           Nº of animals showing signs :             Nº of animals died:        

	
 Animal characteristics (animal(s) showing signs) :
 Species :				Breed / production type:
 Sex / physiological status :   female           male           pregnant            neutered            lactating            other :
 Weight (kilos) :						Age :
 State of health at time of treatment :   good                  fair                   poor                  critical     	unknown     
 Reason(s) for treatment (prevention against what disease (s) or initial diagnosis) :


	
	6. PRODUCT DATA
	

	 Trade Name (include dosage form and strength :			M.A. number :

 
 Active substance(s) (INN):							ATC vet code(s):
Batch Nº:			Expiry date :			Storage details :
Treatment details :
 Dose / frequency :					Route /site of administration :
 Start date of treatment : 		Stop date of duration : 		Who administered the product.	                
								veterinarian          owner               other   
Use according to label     yes      	unknown 	 no           explain:
Action taken  after reaction:	drug withdrawn      	dose reduced 	 other           
¿Did reaction abate after stopping drug?    yes                no                not applicable    
¿Did reaction reappear after reintroduction?    yes                no                not applicable   
 List all other relevant medications given to animal(s): 
Give the list of the other veterinary medicinal products used concurrently and go to special field for completion of details (page 3)





	
	

	
	7. REACTION  DATA  (applicable for all types of adverse reaction (s) reported following administration of veterinary product(s)): 
	
	
	Date of onset signs:

Duration of reaction:
	

	Describe the sequence or events including administration of product(s), all clinical signs, site of reaction, severity, pertinent lab test, necropsy results, possible contributing factors (if necessary use extralabel sheet): Include details of treatment given  address this adverse reaction. 






Were the signs treated?
	No                       Yes                    

Outcome of reaction to date:

	
	Killed/euthanised
	Died
	Under treatment
	Alive with sequalae
	Recovered
	unknown

	 Nº of animals :
	
	
	
	
	
	

	 Date when :
	
	
	
	
	
	

	
	8. ATTENDING VETERINARIAN’S LEVEL OF SUSPICION THAT PRODUCT CAUSED REACTION

	Possible               unlikely               no attending vet         


	9. PREVIOUS EXPOSURE AND REACTION (S) TO PRODUCT


Previous exposure to this product?     no               yes               Date(s):

Previous reaction to this product?         no               yes               Describe:

De challenge information:



	
	10. DETAILS OF SUSPECTED ADVERSE REACTION (S) IN HUMANS
			

	Patient details:       sex :                    Age/date of birth :                      Occupation (with relevance to exposure) :
Date of exposure:  __/__/__      Date of reaction : __/__/__  
 Nature and duration of exposure, reaction details (including symptoms and outcome): 




	
	11. CAUSALITY ASSESSMENT RELATED TO PRODUCT
	

	 Classification :	A (probable)                 B (possible)                O (unclassified)               N (unlikely)  		

Reason for classification:						


	12. OVERALL CAUSALITY ASSESSMENT RELATED TO ALL SUSPECTED PRODUCTS



	
FOR COMPETENT AUTHORITY USE ONLY






	NAME AND TITLE OF PERSON RESPONSIBLE OF THE INFORMATION
                      
                                        
Signature:                                                 Date:
	NAME AND TITLE OF LOCAL QPPV                      
                                        


Signature:                                                 Date:




[image: Dibujo en blanco y negro

Descripción generada automáticamente con confianza media]
	CASE REFERENCE Nº
	





To replicate for each product used concurrently

	
	

	
	6.DATA FOR PRODUCTS ADMINSITERED CONCURRENTLY-PRODUCT  1 Enter sequential number 2 or higher
	

	

 Trade Name (include dosage form and strength :			M.A. number :

 
 Active substance(s) (INN):							ATC vet code(s):
Batch Nº:			Expiry date :			Storage details :
Treatment details :
 Dose / frequency :					Route /site of administration :
 Start date of treatment : 		Stop date of duration : 		Who administered the product.	                
								veterinarian          owner               other   
Use according to label     yes      	unknown 	 no           explain:
Action taken  after reaction:	drug withdrawn      	dose reduced 	 other           
¿Did reaction abate after stopping drug?    yes                no                not applicable    

¿Did reaction reappear after reintroduction?    yes                no                not applicable   
 List all other relevant medications given to animal(s): 
Give the list of the other veterinary medicinal products used concurrently and go to special field for completion of details (page 3)


	
	8. ATTENDING VETERINARIAN’S LEVEL OF SUSPICION THAT PRODUCT CAUSED REACTION

	

Possible               unlikely               no attending vet         


	9. PREVIOUS EXPOSURE AND REACTION (S) TO PRODUCT



Previous exposure to this product?     no               yes               Date(s):

Previous reaction to this product?         no               yes               Describe:

De challenge information:



	
	11. CAUSALITY ASSESSMENT RELATED TO PRODUCT
	

	
 Classification :	A (probable)                 B (possible)                O (unclassified)               N (unlikely)  		

Reason for classification:						




LABIANA LIFE SCIENCES, SAU is responsible for the processing of your personal data and informs you that your data will be processed in accordance with current personal data protection regulations, including Regulation (EU) 2016/679 of 27 April 2016 (GDPR) and Organic Law (ES) 3/2018, of 5 December (LOPDGDD). The purpose of this processing is to analyze and promptly send information regarding the adverse events you have reported to the Medical Authorities, and to monitor your case. The processing of your data is legitimized by a legal obligation of the marketing company to notify the supervisory authorities about the product's adverse events. Your data will not be shared with third parties unless legally required, for vital interests, or with providers acting as data processors. The data will be retained for the period necessary to fulfill the processing purpose. Once the data is no longer needed for this purpose, it will be blocked, with technical and organizational measures in place to prevent any processing, including viewing. The blocked data will be accessible only to judges, courts, the public prosecutor, or public administrations, to fulfill legal obligations. After the blocking or suppression period, the data will be deleted. You are informed that you can exercise your rights to access, rectify, transfer, and delete your data, as well as restrict its processing and object to it, by writing to LABIANA LIFE SCIENCES, SAU at Av. Europa, 34 - D, 28023 POZUELO DE ALARCÓN (Madrid) or by emailing datoslife@labiana.com. If you believe your data was processed in breach of the law, you have the right to file a complaint at www.aepd.es
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