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Joint global initiative (WHO, CNT, SOHO V&S) to raise the profile of V&S of SOHO 

Adoption of  Resolution 63.22 by the World Health Assembly in 2010 
• Provide all Member States information about donation, processing, transplantation of tissues, 

cells and organs, including data about serious adverse events and reactions».  

113 Experts from 
36 Countries 



NOTIFY PROJECT: AIMS 
 

To promote  the use of vigilance and surveillance in the provision 
and clinical application of medical products of human origin 
(MPHO). 

To draft common guidelines supporting the implementation of 
effective vigilance and surveillance 

To provide practical support to countries that are developing 
vigilance systems for MPHO 



NOTIFY PROJECT: MAIN TOOLS 

 

• NOTIFY Website 

 

• NOTIFY V&S guidance Booklet 

 

• NOTIFY Library of didactic cases of  

     events and reactions 

www.notifylibrary.org 



NOTIFY website: www.notifylibrary.org 



NOTIFY PROJECT: WHO WE ARE 



BACKGROUND DOCUMENTS 

VIGILANCE GUIDANCE DOCUMENTS 
 

• Council of Europe – European directorate for the quality of Medicine and HealthCare 
(EDQM), European Centre for Disease Prevention and Control (ECDC), International 
Haemovigilance Network (IHN), International Society of Blood Transfusion (ISBT), etc 

VIGILANCE AND SURVEILLANCE REPORTS 

• European Union Annual Vigilance Reports, American Association of Blood Banks 
(AABB), Food and Drug Administration (FDA), Human Fertilisation and Embryology 
Authority (HFEA), Transfusion and Transplantation Reactions in Patients (TRIP), 
World Marrow Donors Association (WMDA), etc 

WORLD HEALTH ORGANISATION (WHO)  
AND WORLD HEALTH ASSEMBLY (WHA) 

• WHO Guiding Principles on Transplantation, WHO Aide Memoire for National Health 
Authorities on Safety and Quality of Tissues and Cells., WHO Consultation Report – 

Tissues and Cells., WHA Resolution 63.22.2010 

RECOMMENDATIONS FOR EPIDEMIC  
DISEASE OCCURRENCE 



NOTIFY BOOKLET 



NEW! NOTIFY CONSULTATION GROUP 



WHAT IS THE NOTIFY LIBRARY? 

• Publically accessible online database of didactic cases of 
adverse reactions and events that have caused harm or 
risk of harm 
 
• From procurement and processing to clinical application 
of blood, organs, tissues, cells and other substances used 
in transfusion, transplantation, assisted reproduction and 
other applications 
 
• Collected and analyzed by 5 editorial groups of 
international experts, regulators and clinicians and linked 
to their source references: 

 literature review (published articles in 
scientific journals and/or books) 
 case reports from regulatory or professional 
vigilance programs (grey literature) 

www.notifylibrary.org 



ADVERSE OCCURRENCE SEARCH (1) 
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SAE 



ADVERSE OCCURRENCE SEARCH (2) 



SEARCH EXAMPLE BY ADVERSE OCCURRENCE TYPE 



SEARCH EXAMPLE BY MPHO TYPE 



SEARCH RESULTS 



REFERENCE SEARCH 



REFERENCE SEARCH RESULTS (1) 



REFERENCE SEARCH RESULTS (2) 



NOTIFY LIBRARY: UPLOADED RECORDS  (n=1,550) 



NOTIFY LIBRARY: UPLOADED RECORDS  (n=1,550) 



MPHO TYPE: CELLS (n=289) 



MPHO TYPE: TISSUES (n=259) 



REPRODUCTIVE  TISSUES AND CELLS (n=69) 

RISK OF HARM 



some case examples 



HARM TO A RECIPIENT 



HARM TO A RECIPIENT 



HARM TO A DONOR 



HARM TO A DONOR 



HARM TO OFFSPRING 



RISK OF HARM 



RISK OF HARM 



RISK OF HARM 



CONCLUSION 

Notify is a joint Global initiative that supports the sharing of 
published vigilance information for teaching purposes and greater 
public transparency on the use of Medical Products of Human 
Origin.  

 

The Notify Library is the first database that aims to organize the 
current knowledge about serious adverse events and reactions of 
organs, blood, tissues, cells and ART available globally in a single, 
publically accessible database. 



VISTART JOINT ACTION 

• Vigilance and Inspection for the Safety of Transfusion, Assisted 
Reproduction and Transplantation is a Joint Action co-funded by 
the European Union. The Joint Action started 10 October 2015, 
the duration is 36 months 

• Blood, tissues and cells (including ART) 

• Specific VISTART WP for Notify Library (WP5A) 

• website: https://vistart-ja.eu/ 



VISTART WP5A: NETWORK OF VIGILANCE 
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Thank you! 

Interested parties can contact us 
e.petrisli@yahoo.com 

notifylibrary@iss.it 


