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Background

European . | |
Impact — Purpose: to provide a comprehensive evaluation of
assessment the EU legislation on BTC and implementing tools

|

Among others, the need for training programmes was raised in the Consultation
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Launch of the tender *,3,\(\-‘-'- We have been selected
= August 4th, 2022 ! '{\?* December 14th, 2022

5 ﬁ Istituto Superiore di Sanita (ISS) is the Contractor through the
Italian National Blood centre (CNS) and the Italian National Transplant Centre (CNT)
In collaboration with the Joint Tenderer Zadig srl

(Q-OQ\ ISS/CNS-CNT Team:
e S. Pupella, L. Cannata, A. Palmieri, U. La Rocca, M. Gentile, P. Di Ciaccio, C. Carella, M. Mareri, F. Bariani, A. Vassanelli

ISS Training Office
ISS Data Protection Office

Zadig Team:
P. Dri, M.R. Valetto, C. Deligant, R. Daghini

External Tutors:
S. Masterson, H. Kurz, A. P. Barreiros, R. Barrio, A. Kurzreiter, F. Teskrat
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Tender Objectives

/\ To develop a training programme of Substances of Human Origin (SoHO) national competent
@ authorities’ (NCA) staff involved in oversight tasks, particularly inspections, vigilance and BTC
preparation processes assessment, aiming to:

facilitate exchanges
and networking

the above oversight NCAs in the
mentioned activities SoHO field
activities

facilitate a among NCAs staff,
harmonized and foster for
interpretation of possible
the EU legislative collaborations
re.info rce the framework jaorir;lcir;ﬁst; : $ c(:cno;
skills of NCAs promote common peer audits), promote trust
staff involved in practices for between EU
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SIGHTSoHO

Scope:
Strengthening the implementation of oversight in the field of SOHO in the EU Member States (MS),

and also EFTA associated countries, through training and networking of SoHo competent
authorities for oversight.

2 Rounds

Main training

Target groups

Duration Fields areas cound 1
ound 1:
36 months ood an 00 iai L o
blood and blood Vigilance Inspectors 01/02/2023 t
starting from componets, Inspection V;]gllance 31/10/2024
officers
February 1st T&C, MAR Authorisation Preparation
2023 (Organs just for preparation p Round 2:
Vigilance process process 01/11/2024 to
assessors 31/01/2026

modules)
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Timeline for the
overall training
service

Py
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Round 1

M1-M22:01/02/2023 to 30/11/2024

Submission of the 1st interim report,
including D1 and D2

(03/24 - 05/24)
Selecting the
venue(s) and
organising the
logistics for F2F
trainings / register
participants

(05/24 — 08/24)
Delivering the F2F
trainings - round 1

| 3 — Task? _ [ Tasks ]
5= — =
[ M6 (07/23) M8 (09/23) M14
Submission of the 2nd Training I (03/24) | .
I interim report, participants Submission M20-22
including D3 and D4 nominated by I of D5 and | (09/24 — 11/24)
| the competent I D6 | Sending out to F2F participants
authorities questionnaire to assess behaviour
M2 (03/23) I | | changes and analyse replies
Inception meeting:
The coordination tegm meets the M8 — M11 M11— M13 | !
Contracting Authority, the team of (09/23 — 12/23) (12/23-02/24) | | M22
tutors and the draft programmes of on- Organising the on-line Delivering on-line (11/24)
line and F2F trainings are presented. trainings round 1 trainings round 1 ! I Submission of the
Materie_lls to be discussed shall be sent | | 3rd interim report,
5 worlflng days_ before the scheduled including D5-D8
inception meeting. M14 - M16 M16 — M19

Interim meeting
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Round 2

M22-M36:01/11/2024 to 31/01/2026

l Task 4 |
M22 '@ O O O O O ?_, M36
M24 (01/25) l M29 (06/25) M31 (08/25) l I I
Submission of | Submission of Submission of I 1 |
content of on-line D10 D12 M35 (12/25)
training round 2 | . | Submission of |
the draft final
I l | I report (D13) I
M22 (11/24) | I | | |
Submission of the I I I
on-line training M25 (02/25) M25 - M27
information sheet Submission of (02/25 - 04/25) | | M36 (01/26)
—round 2 (D9) the F2F Selecting the venue(s) I I Submission of
and contact training and organising the Final Report
participants information logistics for F2F | | (D13)
sheet— round 2 trainings / register F2F
(D11) participants | | |
| I
M31 - M33
M25 - M28 M28 — M30 (08725 — 10/25) |
(05/25 — 07/25) Sending out to F2F Final meeting

(02/25 - 05/25)
Organising on-line trainings
round 2

Organising F2F
trainings round 2

participants questionnaire to
assess behaviour changes and
analyse replies
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Round 1 training
course information

Py
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Online training

Online

\E

[
: [
: [

1. EU legal provisions; I
[

2. Quality management systems; | 'TMMP
! 3. Qua!i'gy ri§k assessment; : @iﬁ\ﬁ)fﬁ\@
I 4. Certification/authorisation system;

5. Single Coding of tissues and cells; I
1 6. SoHO vigilance; |
I 7. Imports and exports; =

8. Stock and critical supplies; I =
| o. Inspection report as well as post-inspection activities; |
I 10. Risk for inspectorates;

11. Biovigilance; | =
| 12. Serious Adverse Outcomes/Rapid Alerts; | ———
| 13. Harmonising data collection;

: preparation processes authorisation.
I 14. BTC i horisati [
I %Y
h .| —_— .| —_— .| —_— .| —_— .| —_— .| —_— .| —_— .| —_— o

Within July 2023: Announcement sent to
CAs, including application form and launch
of the platform

30 to 60 participants for each module

Within Sept. 2023:
List from CAs and application forms filled in
by participants

Within Oct. 2023:
Participants Registration to the
platform

Online training courses will start in December
2023 and end in early March 2024

Use se of blended learning methods with
synchronous and asynchronous activities
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F2F training

=

ok W

© N o

EU legal provisions;

State-of-the-art of processing, testing
laboratories, facilities, storage, transport,
transplantation/transfusion;

Preparing and performing an inspection;
Practical on-site inspection;

Assessment of non-compliances and
classification of deficiencies;

Joint inspections;

Preparation Process Authorisation;

Vigilance protocols, follow-up, activities and
serious adverse reactions and events reporting
using common denominators, annual vigilance
data analysis.

'Mfli‘ 30 to 50 participants for each workshop
oigIe

% 3 workshops of 3 days in Rome:

1 Preparation Process Authorisation
(May 2024)

1 Inspection (June 2024)

1 Vigilance (July 2024)



Many thanks for your
kind attention!
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