	[image: image1.jpg]



	IRISH MEDICINES BOARD

ADVERSE REACTION/EVENT REPORT FORM

HUMAN TISSUES AND CELLS


	In confidence (for completion by healthcare professionals)


	FOR IMB USE ONLY

	
	CRN:      


	1.
Reporter’s name: 

Title : 

Department: 

Date: 
	Establishment /organisation: 
Address:      


	2. 
Report identification number (unique identifying number assigned at reporting site)


	3.
Adverse reaction  


  FORMCHECKBOX 

	4.
Adverse event 


 FORMCHECKBOX 


	5.
Onset of reaction/event date      

	6.
Date and place of procurement      

	7.
Date and place of human application      
	8.
Place of event/reaction if different from reporting establishment:     


	9.
All relevant sites notified (manufacturer /establishment etc)
 
Yes  FORMCHECKBOX 


No  FORMCHECKBOX 

Details: (specify site/date notified)      


	

	10.
Involving donor   FORMCHECKBOX 
 Involving recipient   FORMCHECKBOX 

	11.
Unique donation identification number 
     

	12.
Donor sex

Male  FORMCHECKBOX 
  Female  FORMCHECKBOX 

	13.
Donor age/DOB:      

	14.
Recipient sex
Male  FORMCHECKBOX 
  Female  FORMCHECKBOX 

	15.
Recipients age/DOB:      

	16.
Type of suspected reaction: (brief description of the reaction including treatment and outcome )




	17.
Adverse event  (brief description of the event including corrective actions)





	18.
Implicated tissue /cells: 



(please tick below and specify details)

	Cardiovascular tissue  including heart valves and tissues 
	 FORMCHECKBOX 

     

	Ocular tissues (corneas and sclera)
	 FORMCHECKBOX 




	Haemopoietic stem cells from blood, bone marrow, including cord blood banking activities.
	 FORMCHECKBOX 



	Skin 
	 FORMCHECKBOX 



	Reproductive tissues and cells (sperm, eggs, embryos, other)
	 FORMCHECKBOX 



	Bone and cartilage autologous chondrocyte implantation
	 FORMCHECKBOX 



	Ligaments tendons meniscus and other soft tissues
	 FORMCHECKBOX 





	Donor leukocytes and other cellular therapies
	 FORMCHECKBOX 



	Endocrine tissue such as pancreatic islet cells 
	 FORMCHECKBOX 



	Manufactured products derived from human tissue and cells (except tissue engineered products)
	 FORMCHECKBOX 



	Other (please specify)
	 FORMCHECKBOX 



	17.
Did the event occur at (please tick):

 FORMCHECKBOX 
 Procurement

 FORMCHECKBOX 
 Testing        FORMCHECKBOX 
  Transport
   FORMCHECKBOX 
 Processing      FORMCHECKBOX 
 Storage 
 FORMCHECKBOX 
 Distribution  

 FORMCHECKBOX 
 Materials  


   FORMCHECKBOX 
 Other 
(other please specify)      

	18.
Specification (please tick)

 FORMCHECKBOX 
 Tissue and cells defect
 FORMCHECKBOX 
 Equipment failure

 FORMCHECKBOX 
 Human error  
 FORMCHECKBOX 
 Other  (please specify) 

	19.
Signature

____________________________________
	Date: 

	Phone No. 
	E-mail address: 

	20.
Supply of report forms required:

Yes  FORMCHECKBOX 


No  FORMCHECKBOX 


	Please send completed form to: 

Tissues and Cells  

Pharmacovigilance Section

Freepost 

Irish Medicines Board 

Kevin O’Malley House

Earlsfort Centre

Earlsfort Terrace

Dublin 2 

Telephone: +353-1 6764971

Fax: +353-1 6762517
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