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About VISTA @

N\~
Introduction to the Joint Action

VISTART is afttadea Joint Action (JA), meant to support E
(MS) in developing and strengthening their capacity for mo
the field of blood, tissues and cells transplantation. The key ob
mote and to facilitate the harmonisation of inspection, authorise
systems for blood, tissues and cells and téviBccediabordaéion a

confidence in each other os I

0This Newsletter is part of the joint actogamme (Z2820)6Thecdntent of\hi
sletter represents the views of the author only and is his/her sole responsibility; it cannat\e@fcthres Eerepeanr€fterontissicin and/or
mers, Health, Agriculture and Food Executive Agency or any other body of the European Unidwmgethel & matpacce Qloamy iesporasi
use that may be made of the information it containsé.
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Work package (WP) progresses at the ent: of year 1
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Coordination (WP1, led NIBECNS. Italy):
After the kick off meeting held in Luxembourg in October 2015, the JA Mana

gement <

activity of all partners involved in the project and the outputs of the project. The major

checking the quality and timing of the activities in order to avoid any gaps between wha

work actually performed.

Next step foresees the technical and financial report to be provided to the CH
all the Associated Partners.

Dissemination activities: VISTART and its progresses were presented:

Y
Y

AFEA as

At the Open Day of the Italian National Institute of Health (ISS) in Rome an Decen

At the HIIC/S Expert Circle Meeting on Human Blood, Tissues, Cells &
2015

At the 17th International Haemovigilance Seminar in Paris on March 2016

ATMPs ii

At the Meeting of the European Competent Authorities (EU CAs) on Blood and |

Brussels on April 2016

At the national Congress of the Italian Society of Transfusion Medicin
(SIMTI) in Bologna on May 2016

e and In

At the meeting of the EU CAs for Tissues and Cells in Brussels on December 201!

In the lItalian Press relegséwivw.quotidianosanita.iééaieresd/ articolo
articolo_id=44068)

In the Official website of h@NTtrapianti.net/vigtaand CNttd://
www.centronazionalesangue.it/notiziestzonp@did ato

In the NOTIFY Library site where experts from across the globe collabo
mation on documented adverse outcomes associated with the clinical u
tissues and detitp:(/www.notifylibrayy.org

In the European editorial on Strengthening Vigilance in the field of Substa
the EU with focus on VISTART publishdtloneths|ddealttinttB8/eC.europa
health/newsletter/181/focus_newslégtter _en.htm

m PUBLIC HEALTH —

Strengthening Vigilance in the field of Substances of Human Origin
across the EU
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Communication and Public Awareness (WP2,HeohgsriANBTS

This working group is responsible for the dissemination of the initiative with the aim of
achieved and the different public results of the project, in accordance with the|r level of
ned in the Grant Agreement. This group cares the website and edits the laymgan brochu

border the countries.

The webditigps://vistaja.euwas prepared in the beginning of this year. In the private part ¢
the consortium partners can follow the project events, communicate among the coworl
download the different documents. In the published part the visitors can read about the
WPs and their results that will be published in the different international or national eve

gress, etc.). This year the Layman Brochure was published on paper, too.

Evaluation (WP3, led by RRDWMG&iHI):
During the first project year this WP consists in the naanitoangbmefieeched activities,

within the WPs. Their methods are the questionnaires, monitoring the events and eva

project according to the mean targets.

Vigilance reporting for blood, tissues and cells (WP4 ,led by IRST. Po

The group has worked on harmonising the two existing EU documents on SARE ann
blood and one for tissues and cells) for thesenswisgatorsistency and information shari
across the fields as required, acknowledging the specificities of the ART sector. The fi
Exploratory Workshop, where existing risk response procedures at national and interna

notification tools used by Member States, both within professional and regulatory ne

good practice principles that emerge during the workshop and should be-megi
and communication procedures at EU level across the sectors of blood, tissues and ¢
develop a Guideline on horizon scanning activities to identify new risks, with recomn
appropriate preventive measuresioa basisLAnd across blood, tissues and cells land ART
developed and communicated at EU and national level, taking into account the var
associated with different geographical and epidemiological situations. The first results w

the next Meetings of CAs in Brussels.
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International collaboration for Vigilance Communication and
Process (WP5 led lyG8S. Italy):

It is divided in two parts:

Part mi ms at increasing the participa
vigilance didactic tool, the Notify Library of adverse occurrences in transplanta
reproductiomfw.notifylibrajy.@hge concrete result of this collaboration will be the
mation from the CAG6s annual SARE r ¢
CAs and the Notify Project built during the VISTART joint action will be sustai
tual benefit achieved. Several steps have been accomplished since the
joint WIPVP5A meeting was held in Lisbon on April 2016. The Statement of su
tion to the Notify Library, containing a detailed agreement for national vigilanc
ted. During the meeting, some partners requested written information regard
resul t, an invitation |l etter from {
common WR#P5A partners. In October 2016 the second WP5A meeting was I
pants presented examples of didactic cases from their vigilance programmes
tion of the database record template. Currently, the expert group on Notify ca
sion consists in 15 partners, 9 associated and 6 collabdiongh(B)iledtenfasitOse
the o0Guidelines for CAs on how to
has been drafted and will soon circulate among the working group members 1
tion (DeliverabteVomth 15).
Part Bntends to develop general principles that should guide CAs of the tissue
evaluate specifically newly developed processing technologies and that should

up information as a mean of further validation of the quality. The EUDTC and
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adverse reactions/events have to be notified to CAs but to date clinical data submission

OPRI NCI PLES FOR COMPETENT AUTHORI TI
TOCOLS FOR BLOOD, TISSUES AND CELLS PREPARED WITH NEWLY
METHODOLOGI ES6 wi | | represent a fir

novel products, beside the assessment of quality and safety of new processin
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or changes of approved preparation processes need to be validated, especially if the

early stage. The document will describe which are the specific issues to be ¢

ment and risk evaluation of those novelties.
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Inspection Guidelines (WP6 led by ANSM. France):

In the first year of the VISTART project the WP6 prepared the guide: The Inspection GL
tent Authorities Responsible for the Inspection of Blood and Tissue Establishments (the
meet the objective of the VISTART JA to establish a common framework for the condu
blood and tissue establishments across MS through the identification of existing mett
comparable approaches and the introduction of complementary procedures. This work |
the first to design of the survey in collaboration with WP7 to determine the real inspectic
CAs in the MS, the second the circulation of the draft inspection guidelines among the
Final Inspection guidelines for EU CAs responsible for the inspection and authorizatio

and cell establishments will be delivered in January of 2017.

Training of blood, tissues, cellls inspectors wiith sharing of expertis
Member States (WP7 ledIgNSSitaly):

According to the timetable of VISTART, the WP7 started right after the official launch
Several deliverables and milestones were foreseen in the Grant Agreement and up to r
crete results were made. In particular, two technical meetings were held in Rome betwe
2016, and a survey was launched among the EUEASCAsd whose eraxin objectives were
identify the criteria and minimum requirements applied at the national level for the recri
cation of inspectors. Its results were elaborated and analysed in a Final Repart giving .
rent inspection systems in the EU and exploring, through dedicated SWOT analyses, i

Ses,

Establishment of a Framework for Joint Inspectiions (WP8 |led by
Croatia) and A Voluntary Programm&lemimeerState Inspectiion Sy-
stems Auditing (WP9 led by HPRA. Ireland):

WPS8 started with activities in September 2016. According to Grant agreement WP8 firs
se two plenary workshops back to back to EU Competent Authority (CA) meeting in B

and analyse Inspection guidelines, deliverable of WP6 in the beginning of 2017. After

spection program with partners, 5 joint inspections are going to be defined, each in a di
and in a different Member State. WP8 will explore specific situations in which|one MS |
blood or tissue establishment or a third party supplier in another MS or a third country
wish to develop multicountry inspection teams. Partners in Wéltevithgmertiongeaidn

based on experience gained, develop the Code afdRrdacyi¢eirfoinmpéictions. The main ol

jective of the WP is promoting harmoni z
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WP 9 is led by the Health Products Regulatory Authority (HPRA) in htelamdaifi
supporting MS in verifying the equi
objectives are to build confidence between CAs, thus facilitating blood, tissue
MS; to guarantee citizens who travel across MS an equivalent level of regula
increase the level of quality and safety of substances of human origin used i

supporting MS inspectorates to achieve continuous improvement and reach eq

no WP he

val e

and cell

ition of th

n clinical

uivalent I

performance against defined criteria. To support the aims of the WP, the Co

SOHO Inspection Programme (CESIP) will be established by the wo

rking grot

ne a process for peer review of blood, tissue and cell Competent Authority In:

the tools and criteria to be applied as part

of the process. Guidance and documentation for a mutual auditing S

ystem by

CA or inspectorate of another CAl/inspectorate will be developed to assess th

management in place in each CAl/inspectorate programme audited.
auditors shall also be established and a two day training course will
CESIP auditors who will be trained in the appropriate procedures for
adequacy of the inspection programme in another MS. Participation
gramme can be foreseen to have

quality systems in place A Shar

A training
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MS coll aboration and confidence
ce to patients of receiving safe and effective treatments in the targe
the MS in which the treatment takes place. This CESIP progréenmesl

stainability with other MS being strongly encouraged to join after the ¢
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Implementation of the Single European Coding System in
ments (WP10 leqd 3. Italy):

WP10 main goal is to provide technical support and guidance to EU Tissue
the EU in the implementation of the Single European Code (SEC) for tissl
cessfully reach its goal, the WP10 team set out some tasksisitbeofsififpadr
implementation of the SEC, participation to scientific congresses to help f
shops, oral presentations and dissemination of informatizeanaiteyiabunsd.ah
first created a questionnaire, which collected information on where MS v
transposition and then implementation. Nine questions were submitted to

and the answers were collected into a report. Based on the feedbaclsitecas

in Lithuania who had asked for it, in order to support the correct impleraen
ELearning course was hosted on the CNT platform. It sté’i‘ﬂﬁmmr&eima
which initially was O&toless 3ater postponed to Gctallmring users who had

sted, to finalize the courseds ta

are still in progress and 14 did not complete it. The WP10 joined two majd}d

February 2016 and%enaal Meeting of the European Society of Human Rej
logy, ESHRBelsinki, Finland on July 2016. In these occasions, workshops

WP10 were held, in order to provide professionals with the information the

implement the SEC in their countries. In addition, the WP10 staff was avail

congresses in the next three nﬂﬂi‘theng’tws of the European Association
EATB Hannover, Germany and The XXIX Annual Meeting of the European
Prague, Czech Republic.
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