
The NOTIFY project  - a general overview

Update October 2024



Resolution 63.22 of the World Health Assembly was adopted in
2010 and gave WHO a mandate to facilitate Member State
access to appropriate informations on donation, processing and
transplantation of tissues, cells and organs, including data
about serious adverse events and reactions.

WORLD HEALTH ASSEMBLY 
RESOLUTION WHO 63.22



Sharing vigilance experience and 
knowledge globally 

- the NOTIFY Project (WHO)

NOTIFY PROJECT



NOTIFY PROJECT: AIMS

To provide professionals with relevant information helpful for 
determining the suitability of a potential donor.

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

To provide practical support to countries that are developing
vigilance systems for Medical Products of Human Origin (MPHO)
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http://www.notifylibrary.org

Communication hub for institutions and organisations worldwide 
collaborating in the facilitation of access to V&S information



NOTIFY BOOKLET



NOTIFY Booklet

I edition II edition - 2018



BACKGROUND 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), ecc

VIGILANCE GUIDANCE DOCUMENTS

• 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), ecc

VIGILANCE AND SURVEILLANCE REPORTS

• WHO Guiding Principles on Transplantation, WHO Aide Memoire 
for National Health Authorities on Safety and Quality of T&C, 
WHO Consultation Report – Tissues and Cells., WHA Resolution
63.22.2010

WORLD HEALTH ORGANISATION (WHO) 

AND WORLD HEALTH ASSEMBLY (WHA)

• Zika Virus (archived)

• SARS-CoV-2

• Monkeypox Virus (MPXV)

RECOMMENDATION FOR EPIDEMIC DISEASE 
OCCURRENCE



The NOTIFY Library

• publically accessible online database of didactic cases of severe 

adverse reactions and events

• from procurement and processing to clinical application of blood, 

organs, tissues and cells used in transfusion, transplantation and 

assisted reproduction

• collected and analyzed by 5 dedicated editorial groups of 

international experts, regulators and clinicians and linked to their 

source reference:

• literature review (published articles in scientific journals and/or 

books)

• case reports from regulatory or professional vigilance programs 

(grey literature)



REFERENCE SOURCES

Inclusion criteria

1. It describes an adverse occurrence that has caused harm to a donor or a recipient of an MPHO or to a fetus or embryo created through gamete 

or embryo donation or an adverse occurrence that has presented a risk of harm;

2. It is reliably documented in the scientific, clinical, or legal literature or in a formal professional or regulatory vigilance program;

3. It has instructive value.

Literature review Grey literature



WORKING METHODOLOGY

EG case evaluation process



NOTIFY LIBRARY: SEARCH PAGE

FREE 
SEARCH



NOTIFY LIBRARY SEARCH RESULTS (1)



NOTIFY LIBRARY SEARCH RESULTS (2)



ADVERSE OCCURRENCE TYPE TAXONOMY (extract)

Whitaker BI, et al. Hemovigilance and the Notify Library. Immunohematology. 2017 Dec;33(4):159-164



MPHO TAXONOMY

Whitaker BI, et al. Hemovigilance and the Notify Library. Immunohematology. 2017 Dec;33(4):159-164



• Free text search: 
“acute respiratory 
distress” 

293 records

• Free text search: 
“acute respiratory 
distress” 

• MPHO: Blood

125 records

• Free text search: “acute 
respiratory distress” 

• MPHO: Blood  Platelets

29 records

FREE TEXT VS STRUCTURED DATABASE SEARCH EXAMPLE



IMPUTABILITY TABLE

For each Record are described:
• Latency
• Estimated frequency
• Signs
• Symptoms
• How the adverse event was detected
• The method used to assess imputability

Based on the information in the reference or V&S 
report, imputability is categorized:
• Proven
• Probable
• Possible
• Unlikely
• Excluded 



NOTIFY LIBRARY’S CONTENT BY MPHO TYPE

Last update: September 3, 2024

1,953 Notify records

2,860 references indexed

885; 45%

383; 20%

315; 16%

272; 14%

77; 4% 21; 1%
ORGANS

BLOOD

CELLS

TISSUES

REPRODUCTIVE TC

OTHER



CONTENT ANALYSIS BY MPHO TYPE

Last update: September 3, 2024

ORGANS
n. (%)

TISSUES 
n. (%)

BLOOD
n. (%)

CELLS
n. (%)

REPRODUCTIVE 
TC  n. (%)

OTHER
n. (%)

Kidney
371 (42%)

Musculoskeletal
117 (43%)

Red blood cells
213 (56%)

HPC
304 (96.5%)

Sperm
31 (41%)

Plasma derivates
14 (67%)

Liver
267 (30%)

Ocular
101 (37%)

Platelets
79 (21%)

T-lymphocytes
4 (1.3%)

Embryo
27 (36%)

Placenta
1 (4,5%)

Lung
80 (9%)

Cardiovascular
27 (10%)

Plasma
43 (11%)

Chondrocytes
2 (0.6%)

Oocyte
15 (20%)

Milk
5 (24%)

Heart
57 (6%)

Dura mater
11 (4%)

Whole blood
27 (7%)

Pancreatic Islets
2 (0.6%)

Ovarian tissue
2 (3%)

Topical products of human origin
1 (4,5%)

Multiple or type not specified
54 (6%)

Skin
10 (4%)

Type not specified
17 (4%)

Dendritic cells
1 (0.3%)

Combined
1 (1%)

Combined
27 (3%)

Amniotic Membrane
3 (1%)

Granulocytes
4 (1%)

Mesenchymal stem cells
1 (0.3%)

Pancreas 
15 (2%)

Adipose tissue
2 (0.7%)

Olfactory mucosal cells
1 (0.3%)

Composite tissue grafts
9 (1%)

Nerve
1 (0.3%)

Small bowel
5 (1%)

885 (45%) 272 (14%) 383 (20%) 315 (16%) 77 (4%) 21 (2%)TOTAL



NOTIFY LIBRARY’S CONTENT BY ADVERSE 
OCCURRENCE TYPE 

Last update: September 3, 2024

1360; 70%

318; 16%

261; 13% 14; 1%

HARM TO A RECIPIENT

HARM TO A DONOR

RISK OF HARM

HARM TO A
FETUS/OFFSPRING

1,953 Notify records

2,860 references indexed



Harm to a recipient
(%)

Organs Tissues Blood Cells Reproductive TC Other Total

Infection transmission
(47%)

341 129 116 36 9 5 636

Malignancy transmission
(26%)

324 6 0 28 0 0 358

Immunological complications
(15%)

20 7 153 14 2 11 207

Miscellaneous complications
(8%)

4 20 55 34 0 1 114

Non infectious, non 
malignant transmission

(4%)
13 0 6 26 0 0 45

Total 702 162 330 138 11 17 1360

HARM TO A RECIPIENT

Last update: September 3, 2024



HARM TO A DONOR

Last update: September 3, 2024

Harm to a donor Organs Tissues Blood Cells Reproductive TC Other Total

Allergic reactions 0 0 3 1 0 0 4

Drug related reactions 0 0 0 50 2 0 52

Embolic complications 6 0 2 7 0 0 15

Excessive 
collection/removal

0 0 4 0 0 0 4

Infection 13 3 0 10 2 0 28

Malignancy 0 0 0 3 0 0 3

Toxicity 0 0 2 2 0 0 4

Miscellaneous 
complications

77 15 16 54 1 0 163

Vasovagal reactions 0 0 12 9 0 0 21

Other 6 0 3 14 1 0 24

Total 102 18 42 150 6 0 318



RISK OF HARM

Last update: September 3, 2024

Risk of harm Organs Tissues Blood Cells Reproductive TC Other Total

Loss of a suitable MPHO 20 33 1 19 33 0 106

Mix-up 1 0 0 1 8 0 10

Unsuitable MPHO 
released for clinical use

6 51 3 3 5 4 72

Donor disease without
transmission

48 3 0 1 0 0 52

Other 6 5 7 3 0 0 21

Total 81 92 11 27 46 4 261



September 2021 - Volume 105 – Number 9

Jeremy Chapman  Donor-derived Disease—Who to Notify? doi: 10.1097/TP.0000000000003590

Petrisli E; Carella C; Navarro A; Fehily D; Strong DM; Cardillo M; on behalf of the Notify Editorial Board. Vigilance for 
Medical Products of Human Origin—Progress on the Notify Library’s Global Effort to Share Information and Learning, 
Transplantation: 2021;105(9):1921-1929 doi: 10.1097/TP.0000000000003589

NEW!!
Alteri A, Petrisli E, Nolan P, Pisaturo V, Fehily D, Navarro A, Strong DM, Cardillo M, Costa M. Learning from incidents in 
medically assisted reproduction: the Notify Library as a learning tool. Reprod Biomed Online. 2021 Oct;43(4):581-585. doi: 
10.1016/j.rbmo.2021.07.015. Epub 2021 Jul 28. PMID: 34465527.

https://journals.lww.com/transplantjournal/Fulltext/2021/09000/Donor_derived_Disease_Who_to_Notify_.7.aspx
https://journals.lww.com/transplantjournal/Fulltext/2021/09000/Vigilance_for_Medical_Products_of_Human.13.aspx
https://www.rbmojournal.com/article/S1472-6483(21)00358-8/fulltext


Thank you for your attention

‘The only source of knowledge is experience’

Albert Einstein


