Notification Form
Tissue vigilance
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Use this form to report, register and transmit data about serious adverse events or serious side effects to human tissue products from Puros® Allografts *). 
Serious adverse event: an adverse event related to the procurement, testing, processing, storage, and distribution of human material that could result in a patient becoming infected with a transmissible disease, death, danger to life, disability, or incapacity for work, or could lead to hospitalization or the duration of the illness.

Serious side effect: an unintended reaction, including a transmissible disease, in the donor or recipient in connection with the acquisition or application to people of human material that is fatal, life-threatening, causes disability or incapacity for work, or leads to disability hospitalization or the duration of the illness.
Even if you suspect that there is an infectious cause (bacterial, viral or other infectious agent) of the incident or side effect, or an otherwise threatening situation for (other) recipients of the allograft material, you must immediately notify Implacom. This applies in any case to possible product incidents such as (suspicion of) incorrect issuance, incorrect labeling, bacterial contamination and transmissible infections. 
After receipt of this notification form Implacom will arrange the notification to TRIP. If there is a calamity, Implacom also has the obligation to report this to the Health Care Inspection. 
When an incident has led to the death of or has serious harmful consequences for the patient, we speak of a calamity.
Allografts*)   Puros® Cancellous, Cortical, Blend bonechips, Puros® Customized or J-Block, Puros® Dermis Tissue Matrix 
	Date of surgery: 
	
	
	Description of serious adverse event, serious side effect, or calamity  

Date of observation:
Treatment data*)



	Product Code: 
	
	
	

	LOT or SEC:
	
	
	

	Patiënt info:
	Male/Female: 
Date of birth:
	
	

	Name, address  of the doctor, practice: 
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	Name of the Doctor:
	
	
	

	Contact person:
	
	
	

	Telephone, mobile: 
	
	
	

	E-mail:
	
	
	


*) if there is not enough space, please record the information on a separate document and add to this form.
Monitoring and increasing the quality and safety of human tissue products
In order to limit the risks of, for example infection by transplantation as much as possible, it is imperative to guarantee the quality and safety of the materials in the entire chain (from donor to recipient and all actions in between). To this end, European regulations have been developed, namely the European Directive on tissues and cells. This Directive (2004/23 / EC) has been implemented in Dutch legislation through the Quality and Safety of Body Material (Wvkl).
Tissue vigilance

The reporting system serves as support for monitoring and increasing the quality and safety of human tissue. That is why the term "tissue vigilance" is introduced. Systematic monitoring of serious events and side effects throughout the whole transplant chain of human material with the aim of achieving safer and more effective use of tissues and cells.
Confidentiality and anonymization

A. Implacom communicates with the TRIP through a unique code

B. If reports contain information or identifying data from patients or practitioners, all TRIP employees are bound by professional secrecy and the name data will also be removed or replaced by standard, anonymous codes.

C. All data from the patient, whether or not they have been received, is treated anonymously.

D. The TRIP works in accordance with the Good Conduct Code and the privacy regulations laid down in the Medical Treatment Agreement Act and the Personal Data Protection Act.
Information TRIP
www.tripnet.nl
Information Inspection of Health 

www.igj.nl
We thank you for your cooperation 
To be completed by Implacom
	Received
	Processed
	Date
	Details / observations
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