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The NOTIFY project - general overview
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WORLD HEALTH ASSEMBLY
RESOLUTION WHO 63.22

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.



79\

V
NOTIFYLIBRARY

NOTIFY PROJECT
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@ World Health @
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Organization

Centro Nazionale Trapianti

Sharing vigilance experience and
knowledge globally
- the NOTIFY Project (WHO)
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NOTIFY PROJECT: TIMELINE

CNT nominated as WHO Collaborating Centre
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2° Global
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Second
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Technical

Technical
meeting

MPHO Transfusion

NOTIFY and
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meeting
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9
i ’I UPDATE OF THE NOTIFY BOOKLET!!
NOTIFYLIBRARY Strategic I

meeting for
the WHO
MPHO

INITIATIVE

During this period more than 260 international Experts
contributed to the content of the NOTIFY Project, its goals and in
the improvement of the Notify Library
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NOTIFY PROJECT: MAIN COMPONENTS

1. NOTIFY website: http://www.notifylibrary.org

2. NOTIFY Booklet

3. NOTIFY Library | N NOTIFYLIBRARY

The Global Vigilance and Surveillance Database for Medical Products of Human Origin

|ON, TRANSFUSION AND ASSISTED REPRODUCTION
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NOTIFY WEBSITE
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Centro Nazmnale Trapianti
Italian Mational Transplant Centre

The Global Vigilance and Surveillance Database for Medical Products of Human Origin
TRANSPLANTATION, TRAMSFUSION AND ASSISTED REPRODUCTION

THE NOTIFY PROJECT + SEARCH LIBRARY

History
Whio we are
Interiews
Jzeful links
: Bibliographic lis
1sultation
Add ar update record

Editorial Group

2 content

NOTIFY BOOKLET +

1 Introduction

? The hiain for
MPHD

3 History of Yigilance and
Sumeillance

4 Medical products of
Human Crigin (MPHO)

a global
governance of MPHO

far health authorities

WHD Collaborating Centre
on Yigllance and Sureillance for
Hurman Colly, Thaes and Qegans

BACKGROUND DOCUMENTS

REMCE

YIGILAMCE GUIDANCE
DOCLUMEMNTS
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NOTIFY WEBSITE

The website is maintained and updated on this platform and is intended as a
communication hub for institutions and organisations worldwide collaborating in the
facilitation of access to Vigilance and Surveillance information.

=
=£ = NOTIFYLIBRARY o

The Global Vigilance and Surveillance Database for Medical Products of Human Origin D
TRANSPLANTATION, TRANSFUSION AND ASSISTED REPRODUCTION R e, Bwsss S
THE NOTIFY PROJECT + SEARCH LIBRARY NOTIFY BOOKLET + BACKGROUND DOCUMENTS +

Welcome to the NOTIFY Library site where experts from across the globe collaborate to share
didactic information on documented adverse outcomes associated with the clinical use of human
organs, blood, tissues and cells. The data presented on the Notify Library site should be seen in
the context of impressive success stories in transplantation, transfusion and assisted
reproduction across the world.

Health

Search
Authorities

Library
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NEW! NOTIFY CONSULTATION GROUP

’ 9\ . N O T l F Y L I B RARY Centro Nazionale Trapianti

Italian National Transplant Centre

The Global Vigilance and Surveillance Database for Medical Products of Human Origin el
TRANSPLANTATION, TRANSFUSION AND ASSISTED REPRODUCTION Mt il Townta el O
THENOTIFY PROJECT + SEARCH LIBRARY + NOTIFY BOOKLET + BACKGROUND DOCUMENTS +

Welcome to the NOTIFY Library site where experts from across the globe collaborate to share
didactic information on documented adverse outcomes associated with the clinical use of human
organs, blood, tissues and cells. The data presented on the Notify Library site should be seen in
the context of impressive success stories in transplantation, transfusion and assisted
reproduction across the world.

[ ? 1 Ask our experts for advice on vigilance and surveillance o/

- Inform vs of a case/reference for the Library
o — -1
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NOTIFY BOOKLET

(% Download Bookletpdf

1INTRODUCTION

2THEVES CHAIN FORMPHOs

3VIGILANCE AND SURVEILLANCE:
HISTORY AND BASIC ELEMENTS

4MEDICAL PRODUCTS OF HUMAN ORIGIN
(MPHO) - DONATION AND ETHICS

5TOWARDS A GLOBAL GOVERNANCE OF
MPHO

6 THEVES SYSTEMIS PRIMARILY A
RESPONSIBILITY FOR HEALTH
AUTHORITIES

VIGILANCE & SURVEILLANCE SYSTEM

8 VIGILANCE & SURVEILLANCE -
RECOGNITION RELIES ON HEALTH CARE
STAFF

9INVESTIGATING OCCURRENCES THAT
COULD CAUSEHARM - LEARNING FROM
ERRORS

10 PROJECT NOTIFY

70RGANIZATION FOR A COMPREHENSIVE -

Vigilance and Surveillance (V&S) of Medical Products

of Human Origin (MPHO)

10

» 1INTRODUCTION
o 2THEVES CHAIN FOR MPHOs

Health

Authorities

Search
Library

Interactive Booklet through an index




=
29N
NOTIFYLIBRARY

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

e collected and analyzed by dedicated editorial groups
of international experts, regulators and clinicians and
linked to their source reference:
v’ literature review (published articles in
scientific journals and/or books)
v’ case reports from regulatory or
professional vigilance programs (grey
literature)

Search
Library

LIBR AR

;. JELT SEARTH LRRART [T ROOKIET
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WHO WE ARE

_ MALIGNANCY CLINTCAL -
General Director - CNT, ROME COMPLICATIONS Gt:l;;;alnl)klrbe;;gr -
| CHAR

Giuseppina Facco!

Michael Nalesnik| Scott Brubaker

Barbee Whitaker,

Adviser - MPHO Service Delivery
and Safety Department -
WHO, GENEVE

_I
SEATTLE
—'
DG SANTE - EC, Brussels

OCATT, BARCELONA

Kerstin Moench Mauro Costa

Marian Macsai

T
T

W
R

o SR

=N © cvangelapewisi iR
OCATT - BARCELONA

St. Orsola Malpighi Hospital - Bologna; CNT - ROME CNT~ROME

CNT - ROME

CNT - ROME
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NOTIFY LIBRARY: ADVERSE OCCURRENCE DEFINITIONS

1. Severe Adverse Event (SAE): any untoward occurrence, associated with the
chain, from donation to transplantation that might lead to the transmission of
a communicable disease, to death or life-threatening, disabling or
incapacitating conditions for patients or which results in, or prolongs,
hospitalization or morbidity. In the NOTIFY project these are referred to as
cases of ‘Risk of Harm’.

2. Severe Adverse Reaction (SAR): any unintended response, including a
communicable disease, in the living donor or in the recipient that might be
associated with any stage of the chain from donation to transplantation that
is fatal, life-threatening, disabling, incapacitating, or which results in, or
prolongs, hospitalization or morbidity. In the NOTIFY project these are
referred to as cases of ‘Harm to Donor’, ‘Harm to Recipient’ or ‘Harm to
Fetus/Offspring’.
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NOTIFY LIBRARY: SEARCH PAGE

Adverse occurrence search

Adverse occurrence type

(Expand al] (Clear] FREE
Harm to a Recipient - S EA Rc H

Harm to a Donor T
Harm to a Fetus or DFfspring -
Risk of harm Keywords

Medical Products of Human Origin type - MPHO Is=srchies keywiords identfis by the Notify sditors)
[Expand a1 (Clear] Free text

Drgans

Blood [searches the text in the database cases and inchudes alerting sipnals. innputability and keywords)
Cells Notify Library Record ID

Tissues

Reproductive [searches by Notify Library Record 1D For multiple records separated by comimas)

Derived medicinal products Limit results 100 per page i

Other

Frint'Save selacted items Mews search




-
YN\
NOTIFYLIBRARY

NOTIFY LIBRARY: SEARCH RESULTS

Search criteria:

Adverse occurrence: Rick of harm

Medical Product of Human Origin type - MPHO: Tissues »» Ocular 64661 Li. 1Y
Oonors with metanoma history: the rick to ooular ssue redpients
Feedback questionnaire International Journal of Eye Banking 2016 4 (1) 1-4
[ |Record ID | Adverse occurrence ke
-
[]1683 Adverse socurrence descripbion: Suzject review: Donors with melsnoma nigtory and rig« o oowlsr Desee recipents | refarance

Bdverse oceurrence bypeRiz« of harm =2 Qinar

MPHO bype: Tizzves =2 Dovlar =2 Comnes

Time to detection: 2 rmanths

Alerting zignals, symptomes, evidence of oocurrence: Recipient deveored ooular melznama within twa maning -:Fﬁurger_,-.

Estimated frequency: Rare: Review article written in responss to single case repart of melanoma transmission Following keratolimbal lagraft N ssisting recarisin
iterature documenting melanoma transmizsion from corneal transplant. Based on the cass renort 2 moratoriem on vse of ooular tzsue From donors with melanoma
(restricted Fromn 2l vs=) and donors with metastatic solid tumars (not bo be released For vse of vasoular cornponents) was issued in Februa ry 2315 ko be reviewsd by the Eye
Bank Assoriation of America in October 216,

Demonstration of Imputability or Root cavse: Donar had history of mafignant melanoma.

Imputability grade:

Expert comments For publication: Articke was writtan 25 2 review at the Birme of active discussion regarding the appropriste response bo the cited case report | is pointed
out that donors with sod bernors constitube 30-485% of the ocular donor pool. In e case of melanoma. micrometastases raise concern for the possiblity of transmission bt
in prachice this has not been seen. Possible factors contribuling to the absence of knowen transmissions inchede the avastular nature of comea and absence of
immuncsuppressive drugs. I is slso nobed that vascularized ocular components (such as keratofirbal allografis) sleo reguire immunosugpression and may have bernar
transrission risks mare similar b sold argan transplants. The arfick discusses the need to balance restoring sight and patient safety inthe dfficult ssiting of Emited availatle
Bty

Keywords:
T —
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NOTIFY LIBRARY:
ADVERSE OCCURRENCE TYPE TAXONOMY (extract)

-
HARM
TO A RECIPIENT » Immunological complications

Miscellaneous complications
HARM TO A DONOR

ADVERSE Non-infectious
OCCURRENCE Non-malignant transmissions m

HARM TO A FETUS
OR OFFSPRING

STRUCTURED

DATABASE SEARCH

RISK OF HARM
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NOTIFY LIBRARY:
UPLOADED RECORDS BY ADVERSE OCCURRENCE TYPE (n=1,586)

13; 1% 200; 13% B INFECTION

288;18% 570;36% B CLINICAL

COMPLICATIONS
B MALIGNANCY
B LIVINGDONOR
B FETUS/OFFSPRING

173;11%
B RISK OF HARM

\342;21%

| 2,472 REFERENCES INDEXED |

Last update September 2018
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NOTIFY LIBRARY: MPHO TYPE TAXONOMY

-
N

\2

é

v

MPHO-derived

medicinal products

Cell derived medicinal
products

Cells Blood Reproductive

Topical products
of human origin

Tissues

lé

™ Adipose tissue

Adipocytes Cryoprecipitate

Amniotic
membrane

Chondrocytes Granulocytes Plasma derivates

4 Cardiovascular Tissue derived medicinal

products

Fibroblasts Ovarian tissue

d Dura mater

Tissue and cell derived
medicinal products

Genetically

modified cells Platelets

v
g e
B
=T
g rosnes el

HPC

- Larynx

™ Musculoskeletal Red blood cells Testicular tissue

Pancreas

Hepatocytes Whole blood

Combined

Small bowel

Keratinoctyes

Parathyroiid

Composite
glands

tissue grafts Leukocytes

STRUCTURED

- Placenta

Combined Limbal cells

DATABASE SEARCH

Mesenchymal
stem cells

Type not
specified

-
-
-

Trachea
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NOTIFY LIBRARY:
UPLOADED RECORDS BY MPHO TYPE (n=1,586)

69; 4% 13;1% B ORGANS
615; 39%

259;16%

H BLOOD

m CELLS

B TISSUES

290; 18%

B REPRODUCTIVE
340;22%

B OTHER

I 2,472 REFERENCES INDEXED I

Last update September 2018
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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.
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THANK YOU

notifylibrary@iss.it Centro Nazionale Trapiarti

Italian National Transplant Centre
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