
 

 

PROJECT NOTIFY 

Sharing vigilance experience and 
knowledge globally  





Human Origin: Overarching 

Common Denominator 



Medical Products of Human Origin (MPHO) 

• From human Donor to human Recipient 
• The challenge of meeting patient needs with solidarity and reciprocity 

– Equity in donation and in allocation: relying on receiving implies willing to 
give 

– →The Self-Sufficiency paradigm 
– Commitment of Society through authorities 
– Education to donation and prevention 
– Trust through professionalism and transparency 

• A common Humanity 
• The  need for Global governance 
• The power of global V&S to improve 

– Regular practice, traceability, risk based quality management,  
– Crisis management 
– The understanding of the importance of MPHO 



3 Global Requirements for MPHO 

Standards of practice 
 inherent to the Human Origin 

Universal use of 
 ISBT 128 for all MPHO 

 

Optimized Vigilance  
and Surveillance  

 



The NOTIFY project 
 

  

 
• Mutualizing the global experience of  V&S in MPHO 

services  

o Risk identification 

o Risk assessment  

o Risk based quality management  

o Risk education  

• Associating Competent Authorities and Scientific 
and Professional Societies 

• Promoting V&S as a crucial mechanism of quality 
and transparency in MPHO services  

• Deserving trust 

 



History of the NOTIFY Project 

Geneva 

Rome 

Brasilia 

Medical Products  
of Human Origin 

2010  2011  2012  2013  2014 



The Bologna Meeting Participants 

• 116 attendees 

• Regulators, government agencies, professional societies, 
international organisations, scientific and clinical experts in 
organ, tissue and cell transplantation and in assisted 
reproduction.  

• 36 countries (Bulgaria, Italy, USA, Switzerland, Spain, France, 
Germany, Netherlands, Japan, India, Argentina, Portugal, 
Ireland, Denmark, Czech Republic, Lithuania, Slovenia, 
Australia, Brazil, Norway, Slovakia, Luxembourg, Thailand, 
Canada, Poland, Belgium, Singapore, Austria, Iran, South 
Africa, Russia, Croatia, Cyprus, Malta, Romania, Nigeria) 





The NOTIFY Tools  

• NOTIFY Website  http://www.notifylibrary.org 

• NOTIFY Library of didactic cases of events and reactions 

 

 

 

• NOTIFY Booklet 

• NOTIFY Journal 

• NOTIFY  Network for horizon scanning ECDC+ USCDC+ … 

 

http://www.notifylibrary.org/


http://www.notifylibrary.org 

 

http://www.notifylibrary.org/
http://www.notifylibrary.org/


The NOTIFY Library 

A database of all types of severe adverse events and reactions that have been 

reported arising from procurement and processing to clinical application of cells, 

tissues and organs for transplantation as well as of medical products of human origin 

used in assisted reproduction technologies. 

1. A reference for professionals focused on diagnostic and investigation  

2. but also providing evidence for donor selection,  

3. A source of information for candidate recipients and living donors 

4. A database for risk mapping and risk based quality management 



Over 1,700 
references in total 
– Endnote Library 
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Uploaded records by INCIDENT type 
(n. 909) 

348, 38% 

135, 15% 24, 3% 28, 3% 

29, 3% 

242, 27% 

103, 11% 

Infection SARs

Malignancy SARs

Genetic SARs

Process Related SARs

Other Recipient SARs

Living Donor SARs

SAEs



Donor transmitted INFECTIONS 
by SUBSTANCE type 

(n. 348) 

201, 58% 

72, 20% 

20, 6% 

49, 14% 
6, 2% 

Organs

Tissues (non ocular)

HPC

Ocular Tissue

Reproductive T&C



Donor transmitted MALIGNANCIES 
by SUBSTANCE type 

(n. 135) 

115, 85% 

1, 1% 

17, 13% 
2, 1% 

0, 0% 
Organs

Tissues (non ocular)

HPC

Ocular Tissue

Reproductive T&C

= Reproductive 



 







‘Inverse’ search 
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Notify Consultation Brasilia 
December 2013 



Brasilia Participants (Blood) 

• Arlinke Bokhorst 

• Ludo Muylle 

• Jorge Condeco 

• Matt Kuehnert 

• Luc Noel 

• Mike Strong 

• Paul Ashford 

 

 

• Anuj Sharma 

• Ghazi Saleh Saeed 

• Geni Camara 

• Daniel de Freitas 

• Deirdre Fehily 

• Barbee Whitaker 



Next steps Blood as MPHO in 
Notify Library 

• Share with International Haemovigilance 
Network and the Working Party of ISBT 

• Confirm blood taxonomy 

– MPHO Substance 

– Occurrence/Incident/Event Categories 

 

 

 



Substance Taxonomy 

Human 
Substance 

Blood 

HCT 

ART 

Organs 

Tissues 

Ocular 
Tissue 

Milk 

Whole Blood 

Cryoprecipitate 

Platelets 

Plasma 
Derivatives 

Red Blood Cells 

Granulocytes 

Plasma 



• Donor to Recipient 
Relationship Attributes 

 

• Processing Attributes 

Autologous 

Allogeneic: 
Single Donor 

Allogeneic: 
Multiple Donor 

Separation: Buffy 
Coat 

PRP Derivation 

Leukoreduction Irradiation 

Frozen 

Pooled 

Pathogen reduced 
/ inactivated 

Additive solutions 

Apheresis 

Anticoagulants 

Cryopreservation 

Blood Taxonomy Attributes 

Washing 

Thawing 



Event Categorization 

• Incident or Event 

• SAE 

• Occurrence 

• SAR 

• Reaction 

• Harm or No Harm 

• Recipient or Donor 

 



Recipient (Patient) Harm 
Transfusion Reaction 

– Allergic Reaction 

– Acute Hemolytic Reaction: immune 

• ABO 

• Other alloantibodies 

– Acute Hemolytic Reaction: non-
immune 

– Delayed Hemolytic Reaction: immune 

• ABO 

• Other alloantibodies 

– Delayed Hemolytic Reaction: non-
immune 

– TRALI 

– TACO 

– TAD 

 

 

– Delayed Serologic Reaction 

– Post Transfusion Purpura (PTP) 

– Transfusion Associated Graft versus 
Host Disease 

– Febrile Reaction 

– Hypotensive Reaction 

– Hypertensive Reaction 

– Hemosiderosis 

– Transfusion Associated Sepsis 

– Under transfusion 

– Other (e.g. air embolism, 
hyperkalemia, other metabolic 
reactions) 

 



SARE Taxonomy: Donor Harm* 
 

Vasovagal Reactions 

– No Loss of Consciousness (LOC) 

– LOC 

– LOC (complicated)  

 

– Location on site 

– Location off site 

Allergic   

– Local  

– Systemic  

– Anaphylaxis 

 

 

*Harmonized Definitions  

 
 

 

Local Injury related to needle  
– Nerve Irritation  

– Hematoma/Bruise  

– Arterial Puncture  

– Painful Arm 

– Major vessel injury 

– Infection 

– Bleeding 

Apheresis Infusion Reactions 
– Citrate  

– Hemolysis  

– Air Embolus  
 

Other   



Adverse Occurrences, eg. 

• Loss of highly matched or autologous material 

• Gamete or embryo mix-up 

• Loss of suitable organ 

• Loss of large quantity of MPOH (unmatched 
tissues or cells) 

• Unsuitable tissue or cells released for clinical 
use and/or applied clinically 

 



Adverse Occurrences: Blood 

• Wrong blood in tube or Incorrect Blood 
Component Transfused 

• Unsuitable Blood released for clinical use and/or 
applied clinically 

• Loss of highly matched or autologous material 
• Loss of large quantity of MPOH (unmatched 

tissues or cells): equipment failures 
• Others… 

 



Next steps Blood as MPHO in 
Notify Library 

• Share with International Haemovigilance Network and the 
Working Party of ISBT 

• Confirm taxonomy 
• Develop a reporting form 
• Pilot test with experts 
• Invite Participation 
• Establish editorial groups 

– Published literature 
– Other instructive or exemplary cases 

• Incorporate into Notify using agreed upon taxonomy 



www.notifylibrary.org 
 

Thank you! 
 

Barbee Whitaker, PhD 

Director Center for Patient Safety 

AABB 

http://www.notifylibrary.org/

