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Medical products of human origin are derived wholly or
in part from the human body and intended for clinical
application.

They include blood and blood products, organs, bone
marrow, cord blood, corneas, tissues and other
derivatives.

The human origin of these products gives rise to a high
level of complexity, hence health systems and health-
care providers have a responsibility to assess and
assure safety.



7%\

e

NOTIFYLIBRARY

World Health Cortt

Organization

Centro Nazionale Trapianti

NOTIFY — HISTORY

113 Experts from 36 Countries
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».
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To provide professionals with relevant
information helpful for determining the
suitability of a potential donor.

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

To provide practical support to countries
that are developing vigilance systems for
medical products of human origin.
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The NOTIFY Tools

®* NOTIFY Website http://www.notifylibrary.org

Centro Nazionale Trapianti

® NOTIFY Library of didactic cases of events and reactions

-
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The Global Vigilance and Surveillance Database for Transplantation and Assisted Reproduction

® NOTIFY Booklet

* NOTIFY Consultations

®* NOTIFY Network for horizon scanning ECDC+ USCDC+ ...
®* NOTIFY Journal (TBD)
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WHAT IS THE NOTIFY LIBRARY?
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> Publically accessible online database of didactic cases of - i ¥
adverse reactions and events that have caused harm or risk | —— e P
of harm PR

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

Authontes
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MAIN COMPONENTS

O CNT Collaborating WHO O Website Notify Library of
didactic cases

Center (www.notifylibrary.org)
3 5 Editorial Groups References

Booklet
. Back
D InfECtIOI’)S ackground documents
O Malignancy

oood

Consultation services

D Process In the future

Interfaces in other languages
Journal

Toolbox for national systems

Directory of V&S national, regional and
global systems

Risk anticipation network (Horizon Scan)

U Living Donor
U Clinical Complications
U NOTIFY Operational Team
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ORGANIZATIONAL CHART

NOTIFY LIBRARY
The global vigilance and surveillance database for medical products of human origin (MPHO)
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Adverse occurrence search

Adverse occurrence type

[Expand all) (Clear)

Harm to a Recipient -
Harm to a Donor -
Harm to a Fetus or Offspring -
Risk of harm »
Keywords
Medical Products of Human Origin type - MPHO
(Expand all (Clesr) [sasrchas keyerords entFied by the Noghy sdiord]
Organs Free text
Blood
Cells [searzhes the e in the cacatese caces and inchudes slerting signals impunibiity and keywores)
Tissues Notify Library Record ID
Reproductive
Derived medicinal products. [searches by Noofy Lirary Record 1D For multiple records sepanited by commas)
Other

Limit results 100 per page ~

m Print/Save selected items

New search
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NOTIFY LIBRARY: SEARCH RESULTS

Found 2 records (up to page top).

Search criteria:

Adverse occurrence: Harm to a Recipient »> Infection »» Bacterial »» Staphylococcus
Medical Product of Human Origin type - MPHO: Tissues

Feadback questionnaire

[[JRecord 1D | Adverse cccurrence References
63+ Adh Jescrip gty 1 apaermics | refarence
Adverse cccurrence typeHarm iz 3 Recisent =2 fection = Bactera = Sagylocscoun
MPHO type: Tasues =» Ozular =2 Cornes
Time to detection: 7 - 14 2ays
Alerting signals. sy ic i Trs 5200y of culture resus of 452 conor zorneaiscienal rimy zorrelated posiive Fincings win cinical cuszomer
Estimated y: Tranme £ o cacterinl mfecsion s rare (083 or Barly wven lesa)
1! ion of | ybilil Root cause: Lavel 2 Possisle Sutunorly. These 2 cases nac Sph epifound in 1 comesl uicer 30 on the coner b ggesing
Imputability grade:
Expert comments for publication:
Oz Ach description: Sazhy =3 | reference

Adverse occurrence typeHarm iz a Recisent =2 Wfection =2 Bacteral = Stagnylococeus
MPHO type: Tissues > Musculosseiatal =» Bone

Time to detection: S mensns

Alerting signals. symp id F serous Sischarge pesitve increases ESR CRP
Estimated Frequency: V4

[/ F bility or Root cause: Proves

Imputability grade:

Expert comments For publication:
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NOTIFY LIBRARY: SEARCH RESULTS
Fo 2 reco! pto

Adverse occurrence: Harm to 2 Recipient »> Infection >> Bacterial »> Staphylococcus (13651 Rehany, L Baut, 6. Lefler, E: Rumelt. 5.
Medical Product of Human Origin type - MPHO: Tissues T facharsf

Feadback questionnaire

[[JRecord ID | Adverse occurrence

1 Cornea 2004, 23 (7] 649 - 54

s34 Adverse occurrence description: 5
Adverse occurrence type-arm
MPHO type: Tiazues »» Ozuiar s Cz

9
Tirme to detection: 3 - 14 zays

Alerting signals, symptoms. evidence of occurrence Tra ssugy of cu

Estimated frequency: Tranmasen of a sactera

Demaonstration of Impulabmty or Root cause: Leve
Imputability grade
Expert comments For publication

0Oz Adverse occurrence description: Stachylococous esdermcs

Adverse cccurrence typeHarm to 8 Rec

MPHO type: Tiasus »» Musculognietsl v Bone

Time to detection: © monins

Alerting signals. symptoms. evidence of sccurrence sercus Suzharge postve mereases E38 CRP
Estimated frequency: /4

Demanstration of Imputability or Rook cause Proves

Imputability grade

Expert comments for publication
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NOTIFY LIBRARY: UPLOADED RECORDS

BY ADVERSE OCCURRENCE TYPE (n=1,529)
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194; 13%

13;1%

B HARMTO A
RECIPIENT

281; 18%

COHARM TO A DONOR

& RISK OF HARM

8 HARM TO A
1041; 68% FETUS/OFFSPRING

2,356 REFERENCES INDEXED
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NOTIFY LIBRARY: UPLOADED RECORDS
BY MPHO TYPE (n=1,529)
69; 4% 12; 1%
259; 17% | / 581; 38% B ORGANS

OBLOOD
& CELLS
B TISSUES
289; 19%

REPRODUCTIVE

319; 21% B OTHER

2,356 REFERENCES INDEXED
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MPHO TYPE (n=1,529) MPHO TYPE: BLOOD (n 319)
W ORGANS
69; 4% 12;1% 22;7% 9;3%
. . i i 41% B RED BLOOD CELLS
259;17% _\ . 581; 38% 0BLOOD |
'| CIPLATELETS
B CELLS
- EPLASMA
Pl ®TISSUES
B WHOLE BLOOD
< £ REPRODUCTIVE
289;19% ’? ETYPE NOT SPECIFIED
319;21% COTHER [JGRANULOCYTES
MPHO TYPE: CELLS (n=289) MPHO TYPE: TISSUES (n=257)
B HPC(APHERESIS)
954% 319 W MUSCULOSKELETAL
T HPC(MARROW) 11; 4% l \ 10% .
122; 42% as10% 0\ LY W% Gocular
& HPC(CORD BLOOD) \
B HPC not specified / B CARDIOVASCULAR
| B CHONDROCYTES \ # DURA MATER
] S\ O MESENCHYMAL aSKIN
\' “:_ 8 OLFACTORY MUCOSAL
130; 45% T AMNIOTIC MEMBRANE

M PANCREATIC ISLETS

B NERVE
T-LYMPHOCYTES
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The site: BACKGROUND DOCUMENTS

European Union Standards and Training for the Inspection of Tissue

Establishments Project (EUSTITE)

EUSTITE was an EU-funded project (2006-2009) led by the Italian National Transplant Centre in which the World
Health Organisation participated. In one of its work-packages, it conducted the first pilot programme of collecting
and analysing adverse occurrences associated with tissues and cells used in transplantation and assisted reproduc-
tion in 20 EU Member States. Many of the cases evaluated in the pilot study have been inserted in the NOTIFY library.

Attachment Size
[ EUSTITE Final Recommendations.pdf EBQ 8
|
EUSTITE V&S Pilot Report.pdf 1.38 MB
16.
M) EUSTITE Vigilance Tools Wallchart.pdf Lg &
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The site: BACKGROUND DOCUMENTS

Vigilance and Surveillance of Substances of Human Origin Project (SOHOV&S)

SOHOV&S was an EU-funded project (2008 - 2012) that developed a number of guidance documents for vigilance
and surveillance of tissues and cells for transplantation and for assisted reproduction.

Attachment Size
[4] SOHO V&S Guidance on V&S in ART in the European Union.pdf ig?,ﬁlt
[-4] SOHOV&S Survey of European Vigilance and Surveillance Systems.pdf 1.76 MB
N R . 288
SOHO V&S Communication and Investigation Guidance.pdf MB
[4] SOHO V&S Deliverable 9 - The VS Training Model.pdf 53 MB
_— : ) : 33244
[4) SOHOV&S Vigilance Guidance for Healthcare Professionals - Part 1 Tissues.pdf KB
e : : 33san
[4] SOHO V&S Vigilance Guidance for Healthcare Professionals - Part 2 HPCs.pdFf KB




-
7N
NOTIFYLIBRARY

World Health qf;'

rganization

o

Centro Nazionale Trapianti

The site: BACKGROUND DOCUMENTS

European Union Annual Vigilance Reports

The European Commission (Directorate General for Health and Consumer Protection) receives annual vigilance re-
ports for different MPHO types from the Competent Authorities of its 28 Member States. It publishes collated sum-
maries of these reports.

_. Attachment e
[ EU SANCO Blood_Adverse_Events_2013_en.pdF i:e.ss
[ EU SANCO Report on the Rapid Alert system for human Tissues and Cells (RATC) (2010-2012).pdFf i!;l@
[ EU SANCO Tissues_Cells_Adverse_Events_2012_en.pdFf :E;SM
[ EU SANCO Tissues_Cells_Adverse_Events_201_en. pdF :;32
(= European Commission_blood_sare_2014_en.pdf i:tza
[l European Commission_RATC_report_2013_en.pdFf z{;"s
[ European Commission_tissues_cells_SARE_2013_en-1.pdf 535'5‘
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The site: BACKGROUND DOCUMENTS

Transfusion and Transplantation Reactions in Patients (TRIP)

TRIP is a national vigilance organisation in the Netherlands that gathers adverse occurrence reports in transfusion,
transplantation and assisted reproduction on behalf of the Dutch Health Authority. It publishes an annual summary
of the reports it receives. TRIP collaborates with the NOTIFY library, selecting and analysing cases of didactic value
for insertion in the database.

Attachment Size
[l TRIP Biovigilance 2013.pdF LB:
[4] TRIP Biovigilance 2012.pdf 23,18
TRIP tissvevigilance 2011 pdf 17 MB
[4] TRIP tissuevigilance2010.pdf :(654‘88
[ TRIP Tissuevigilance2009.pdf i2153
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GOOGLE ANLYTICS RESULTS: SITE VISITS FOR WHO REGIONAL OFFICIES 2012 - 2015

TOTAL SESSION:
11.849
TOTAL USERS:7.923




