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*Eoin McGrath
*JACIE Operations Manager, EBMT
*Desde 2002
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Historia

Primera inspeccion JACIE en Europa — Hospital Sant Pau, Barcelona
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i Resto de
Pioneros en Europa

Hospital de la
Santa Creu i
Sant Pau Hospital

i B
L N Hospital . Hospital
Clinico Morales

Salamanca Meseguer
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Modelo <Difusion de inovaciones> —
adaptado a la incorporacion de JACIE

DIFFLSION
NNOVATONS

EVERETT M.ROGERS

2.5%

Innovators Early

Adopters Early Majority Late Majority Laggards
13.5% 34% 4% 16%

“Diffusion of Innovation" model, (Everett Rogers, 1962)




Factores contributivos

* La Oficina de JACIE esta en Barcelona
* Equipo local, castellanohablante

* Tres Secretarios espanoles del EBMT — Alvaro
Urbano, Anna Sureda, Rafael Duarte

e Comité de Acreditacion en Transfusion (CAT) —
cultura de calidad en los bancos de sangre

* Actitud positiva de la ONT

* Coincidi6 con los primeros directivos europeos de
tejidos y células (EC 2004/23/EC)
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Comité Conjunto de Acreditacion (CCA

Eﬁ% = e 31 Octubre 2006

ACLIERDSD OFf COLANCRACION ENTAE LA DRGAMIZACTON MACIOMAL DE
THASPLANTES [OMF), LA JOINT KOCREDITATION OOHMITTEE OF
i TSHAGE FURCPE AND FRST (JACTE ), ¥ L COMITE D ACRIDITACION OF
THANSFEETON DE LA SOCIEDAD EdPARGLE OE TRANSFUSTON
SANGUENEA ¥ [E LA ASOCEACION ESPARGLA DE HEMATOLDGIA ¥
i HEMOTERAFTA [CAT) PARN Pl DESARRCLLO E THIFLILSO DF UM SISTEEA
DE ACREDITACIOM DE CENTAOS DE OBTENCIOM, PROCESAMIENTD E

THELEWTE DE FROGENITORES HEMATOROYETICDS EN EERARA

En Madrd @ 51 du Dctutm del 2508
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TIBAENATTIEN | R (EETERSTIET 8 b (RGN EACTIN M AT AL DE TRASE LANTES

OE OFRA: B Alescg Urdene Dspirus, oo rpercerispdn de Meim Asdredtaten
Y g . Cemmitina OF Ivhegn Eurcps dnd FEMT (1ACTE ]

¥ OPE OTRAL B, Dalve Prwl Beeaje. DoesSeile di B Sededed Eapaiols e
Traestunisn Senguires. v O Lull MAFRMMORT MIBEE [FRISARNE A8 L7 NESCIRDE
Espafein o Hoemaeiegis v Fometoresia [ADH N Seceslaces Cenrsfiom de Wy g
depancs ol Comich da Acemditsc b o Trensfusidn (CRT) » Oeia luks Gedrigoes s
Weilarenya Lo Coordimaniera dwl CAT.
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CCA — aportaciones
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Solicitudes de acreditacion
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Impacto de calidad



JOURNAL or CLINICAL ONCOLOGY

Cfficial Joarnal of the American Sochety of Clinicel Oncolagy

UL SLARCH | URUWSL Y 1OMIE ARCIVL | LALY MLLLASL | Bouas 5 | MULIG AU 1 | mLsomcLs | s | m p a Ct O C | Iln i C O

Eem i Snwivty 02 il Jncolngy - This Articls

Imtraduction of a Ouality Vianagement Svstem
anil Crteame Afrer Hematopoictle Stem-Cell
Transplantation

Blzks Graneshl, Ranald Brand, Dletger Hlzdenwleasr, Helen Baldomszrs, byl garsatls
LR =l = ]

_| eBassren b

am Ly B Con leziem, e

Fiana McDonald, Coin Mofarath, Jakele Pasgeied, Chiisting Petars, Pr A

Wandz i e Slaper-Cenznbi i adlin. A I3 ol . - - -

winderzon Racha. Imeke Slaper-Conenbach, Anma Surzda. dwdee Tichelll leinstcizi: Hagrerces calendar ime. Cverall mortality of the entire cohort of 107 904 pr{"l‘.lﬂ‘ﬁ with a transplent

amd Jane Sp perloy | sardces
(41,623 cllogenaie, 39%0; 66,281 autelogous, &1%) between 1999 ond 2006 decreased over
the 1< ¥oArs chssrvarnn |‘clmrl Yy A factor of () i fer 1 years | HE Lo, O 5E-0E0%) Ths
imarovament was sigaificantly faster with approx. 3.3% per year for the 49.459 patients

o transplanter in “1ACIE® acoredited corters, defined as programs having, ach eved
- BUme an

HEMATON O

ncereditation the Intast by Movember 2012, than the approx. 3.3% per vear for the 58,445

BB CART RO

peEtizmrs in non aceredited ceatars (HRE 0.8%; 0.71-0097) A< a resnlt, relapse fres (HR 085;

« haematologica

jnsiimal al thee Faropsin Dwoiansdogy s il

0.75-0.95} end overall survival (HR 0.86: 0.T6-0.98) were significantly higher g1 72 months

For those patients transplantad in the 163 “TACIE® accredited corders. Mo significant effects

ware chserved after antclogous transplents (HR 1.06; 0.99-1.13), Hence, working towards

hematopoietic stem cell transplantation

) i impl=mentation of a quality management system triggers a dynamic process associated with a
by Aloks Granwaohl, Bonald Brand, Ecin McGrach, Anja van Biczen, Anna Supfa
I } steeper reduction in mortality over the veors and o significantly improved survival after

allopensic stern cell rransplantation. (e data support the nse of a quality management system

v for complax medical procedures
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_'u=||: | Rt

Imbaernrtl ol Bacteid o Eal lelar Tharmpy

ISCT




‘Good News Sandwich’

9 (eBMgE

e | | =] — Ry [SCT



Modelo de administracion
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Trabajo en red

* También ha sido dificil generar colaboracion
extensiva entre los centros Ej. foros, intercambio de
experiencias, soluciones

* Si hubo interacciones locals/regionales
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The

Economist

Health care in Spain

Is Spain on the verge of a public health-
care crisis?

Dec 16th 2013, 17:49 BY SN, (%) Timekeeper

Health expenditure growth rates (in real terms) since 2004, Spain and OECD average

0%

4 0%
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http://www.oecd.org/els/health-systems/Briefing-
Note-SPAIN-2014.odf
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QUALITY )=

Cultura de calidad

Patient safety, satisfaction, and quality of hospital care: cross sectional
surveys of nurses and patients in 12 countries in Europe and the United States
BMJ 2012; 344 doi: http://dx.doi.org/10.1136/bmj.e1717 (Published 20 March
2012)Cite this as: BMJ 2012;344:e1717http://www.bmj.com/content/344/bmj.e1717

Differences in quality of care assessments among countries

We noted differences in quality of care assessments among countries. Nurses’ ratings of quality and job satisfaction
were worst in Greece, whose health system has had severe economic difficulties and where there have been
widespread protests about the government’s austenty measures pyeEILiRialle gBr=1g! (=R g Tgs K e Te oo sl (V= | [TA g R
. Germany ranked second worst, and although it has not faced protests, its nursing
workload is thought to have increased after the introduction of case based payment. By contrast, nurses in lreland
and Finland reported high levels of guality, although both countries have also had considerable economic

downturns, whereas the good performance of Norway's well resourced health system was expected. —




Prioridades
JACIE




Quality Manager

* El rol existe pero no alcanza el mismo nivel que en
otros paises Ej. Reino Unido

* Suele compartir actividades asistenciales con las de
calidad

* Prioridades

KEEP

CALM

AND LET THE

QUALITY MANAGER
HANDLE IT




Take-up of JACIE
among ALLO
transplanting
centres —

Centres that have

applied as s
percentage of total "%
centres reporting 2% o

transplants to 2014 yo&
EBMT ACt|V|ty = Libya
Survey |

OPEN Eoae Mo Trenspoantatan (GO0, 1 7 @
2 2006 Macmilln Pubiswes Limited - A rights rescreed 02028 335076
wiwiw Al RLLIN

ORIGINAL ARTICLE -5
Hematopoietic stem cell transplantation in Europe 2014: more S. Africa
thun 40000 transplunts annually @o é—\ > WY
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Take-up among transplant centres*

e Percentage of transplanting centres reporting to the 2014
EBMT Activity Survey* that have applied, been inspected or
been accredited since 2000

Alltypes  42% 88% 65% 47% 43%
Auto 21% 88% 24% 9% 14%
Allo 59% 100% 85% 74% 71%

OPEN Eoae Mo Trenspoantatan (GO0, 1 7 @
2 2006 Macmilln Pubiswes Limited - A rights rescreed 02028 335076

wowiw Al ure commybmil

ORIGINAL ARTICLE *data May 2016

Hematopoietic stem cell transp]antaticﬁ in Europe 2014: more
than 40000 transplants annually @0 KB_\

. Imbsrnaticnad Escisty for Cal ledar Tharspy &
) ] - & - o o 5
IRt Fassweq”, H Baldamaa', F Badar’, € Bonin', & Cesarc®, P Dregar™, AF Quarte”, C Cufour’, ) Kubal %, O Farge-Bancel™, & Gannery™, —: H: IE R [ L_!L’_, T—E‘:
N Krfger' ', T Lanza's, & Magler', A Sureda®™ and M Mahty' far the Curopean Soclety for Blacd a~d Marraws Transal Town (ERMAT] = ey



Iceland

JACIE & Regulations

Russia

Denmar|

Belarus
Kazakhstan

Germany

Czech Rep.

Georgia
Azerbaijan

Armen.
<5

Iran

Syria

4 Iraq
Lebanon/




Iceland

JACIE & Regulations &
Take-up of accreditation

Russia

Denmar|

Uniteo
Kingdom

Belarus

Czech Rep.

5 Iraq
Lebanon/

Kazakhstan

Georgia
Azerbaijan

Armen.

Syria
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International Society for Cellular Therapy
European Socely for Blood and 1
Marrow Transplantation J (\_‘i ( '] ]
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Home About JACIE =

* Ehout JACIE

Annual Reports

Fartners

Regulations & guidelines
Related publications

* Standards

Interirm stardards
Gth edition

* Applicants

Wihy accreditation?
Orientation visits
Preparing yanr eentre
First-time aaplication
FPre-inspection documents

Translation of centra's
documents

I he Inspecion
Annual Report
Interim audt
Fenewal application
Faas

Inspection checklist
Standards exam
Teamhbox

Help & support
External consultants

* Inspectors

Withyy became an inspector?
How to hecome an inspector
Renister ofinspectors
Teambaox

Inspectars anline forum
Inspectar Exam

Regulations & guidelines

Regulations

France Engagement with JACIE a requirement for allcgeneic transplant centres according to Arrété du 3 awil 2009 relatif
au contenu du document d'évaluation des activités de greffes d'organes et de greffes de cellules hématopoiétiques
Belgium JACIE accreditation will be a legal requirement for transplantation centers (doing autalogous andfor allogeneic
transplantations) in Belgium for reimbursament by the social securily according to C-2072/22474 Arrdté royal modifiant
farticle 20, & Ter, &), de lannexe & Farrdte roval du T4 septembre 7984 published 21-12-2012.

NEW Croatia Ordinance Frawiinik o wjstima v pogledu prostora, sirucnih radnika, medicinska-tehniCke opreme | sustava
kvalitete za obaviianje dielatnosti prilkuplania, uzimarja, testiranja, obrade, ofwarnja, pohrane | raspodiels fudskib thiva !
stanicahaemstopoletic. A 35 (2) "progenitor cells bank must be accredited according to the (ACIE standards”,
Switzerland Accreditation required to receive reimbursement from Social Insurance for treatrrents. Ordonnance du DFf
s ey prestalions dans Fassweanve obligaloire des soins en cas oe inaladie [Onionnanie swles prestations de
fassurance des soins, OPAL)

taly Decreto Legislativo 25 gennaio 2010, n 16 implementing the European Directives an Tissies and Cells cites a 2003
agreement recognising JACIE

The Netherlands Accreditation required to receive authaorisation to transplant from Ministry of Health

Guidelines

n=

Belgium Reference to JACIE standards in specific standards of the Superior Health Council "Standards de qualite pour
s tissus et cellules reproducteurs / Kwaliteltsnormer, vaor reproduztieve weefsels en celien” o August 2009,
European Directorate for the Quality of Medicines & HealthCare

o Guide {o the quality & safety of tissues and cells far human application, 1st edition (20°3)

o Guide {o the Safety and quality assurance for the transplantation of argans, tissues and cells, 4th edition (2010)
EU-BIS - Eurepean Blood Inspection System - Commaon European Standards and Criteria for the Inspection of Blood
Establishmen:s. Audit / Inspection — Training Guide, Ed. 1.0

Germany Zentrales Knochanmarkspender-Register Dautschland (<RD) German Standards for Unrelated Blood Stem
Cell Danations “ersion 8 2012-06-20
taly Piano Oncologico Mazionale 2010-2012 cites JACIE accreditation
Philippines The Rules and Regulations Gaverning the Accreditation of Health Fzcilities Engaging in Human Stem Cell
and Cell-Based or Cellular "herapies in the Philippines cite the FACT-JACIE Standards.
United Kingdom
¢ JACIE cited in National Institute for Health and Clinical Exce lence (MICE) guidelines
= Manual for Cancer Services Haemato-oncology Cancer Measures Version 1.0 2013)
= Improving Dulcomes in Children and Young People with Cancer (2005)
= Improving Dulcomes in Haematological Cancers (2003)
o The Future of Unrelated Donor Stem Cell Transalantation in the UK. A Report from the UK Stem Cell Strategic

Tor patients
* News

kleweslattars

Corum (duly 2010). MHZ0T
o JACIE cited in Specalised Services Mational D=afinitions Set (3rd edition) S5MDS Defintion Mo.2, Specialized
Services for Blood and Marrow Transplantation (all ages)
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* Version en espanol de los estandares 62 eglicic’m — “ESTANDARES
INTERNACIONALES PARA LA RECOLECCION, PROCESAMIENTO Y
ADMINISTRACION DE PRODUCTOS HEMATOPOYETICOS DE TERAPIA
CELULAR”

* Distribuida por FACT (EE.UU)

FACT-JACIE Sexta Edicion Estandares Internacionales Para la Recoleccion,

Procesamiento y Administracion de Productos Hematopoyeticos de Therapia
Celular [Descargar Gratis] (#645)

Estos Estandares estan disefiados para proveer directrices minimas para programas,

iaressine  instituciones e individuos que llevan a cabo trasplante de células y terapia o que
EPLLULASE Tael RAFY
2 proveen servicios de soporte para dichos procedimientos

Accredited Crganization, Guest, Inspector, Inspector Trainee, NonMember - 30.00
| Add to Cart |

http://www.factweb.org/forms/store/CommercePlusFor
mPublic/search?action=Publications 3 /\
EB
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Proceso acreditacion — LO QUE QUEREMOQOS

Comité de
Acred.

Informe del /\ Informe final
auditor / \ =

(B

9 Ei
h Imbarrnti e Ecciety for Callelar Thavapy s
Iﬁ : E Boropssars Scaciny o likuad e b e
M PRASAMAIEILRA > y |
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Proceso acreditacion — LO QUE NO QUEREMOS

Traduccion
Pasar por al inglés Formatos
multiples distintos
entidades
\/ Comité de
\ Acred.
A
1
Informe del Informe final
auditor g g =
Otro
chequeo
Re-traduccion a4
al castellano
Otro
Formato

. ~
ComprOb'a'r Ia a 'éB T"_-L.:Iluhln:llm: Eocisky for Cal lelar Therapy
traduccion e | | = | et AT A




Inspectores

* Elemento fundamental del proceso
* Trabajo exigente pero enriquecedor

*Criterio
5 afos de experiencia en su campo (clinico, obtencidn,
procesamiento)
* Asistir al curso de formacion
* Aprobar examén
* Participar como observador

s b
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Inspectores

"No hay mejor manera
para aprender”




Languages & inspectors

Languages & speakers

Cz; 3

IT; 51 MC; 2

Others; 12 HR; 2

DK; 1
VT; 1
SB; 1
HU; 1
RM; 1

DE; 58

EN; 175
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Solicitudes - Espana

Cuenta de Type
8
7
[
5
T -

4 lype - !
5 ® Reaccreditation 2
y, | m Reaccreditation 1
1 l I l l l B Initial accreditation
, 111 i
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Inspecciones - Espafia

Inspecciones
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2000 2002 2003 2006 2007 2008 2009 2010 2011 2012 2013 2014 2015 2016
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Acreditaciones - Espana
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Acreditaciones actuales - Espana— ano de
caducidad

Spain



Global activity

80
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2011 2012 2013 2014 2015 2016

m Applications 61 51 55 49 74 46
M Inspections-completed 44 52 57 49 62 50
m Accreditations 37 47 42 47 50 55



Secretariado JACIE

* Barcelona
* Banc de Sang i Teixits

E1°
i

ELETY

* 3 nativas + 1 irlandés
castellanoparlante

* Organizar cursos cada
ano
e 2017 — planificamos dos

en Barcelona - Mayoy
.. Octubre

T Ty owom oy
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Proyectos

 FACT-JACIE Estandares

* 62 edicion — consulta abierta sobre requistos nuevos para
la administracion de células imunoreceptors

* 72 edicion
* Fase sub-comités
e Consulta publica Apr-Jun 2017

* Proceso escalado para Sud América en colaboracion
con FACT
* Proceso ampliado a 3 pasos

* Educacion / motivaciéon / retencion de auditores
e Coordinadora dedicada a recursos humanos

* Evaluando alternativas tipo ‘apps’ para sustituir el

e [ e[ T

Checklist Excel actual ) @Bg_] |



Structure & Reporting lines
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JACIE
Commlitee
Chair: John Snowden [EBMT)
Nirna Worel (EBMT)
Rafael Duarte (EBMT)
Liesbeth da Jang(ISCT)
Giuseppe Astori (ISCT)
Medical Diractor

International
Society for

Cellular Therapy

Medical Director
Riccardo Saccardi

National Quality
Rep. Managers
Committee Committes

Accraditation
Committee

Desde hace unos anos, JACIE ha tomado forma

de Comité del EBMT

Mas cerca al Board que antes = mas APOYO

EEMT ExCom
Mohamad Mohty
Rafael Duarte
Jirgen Kuball

Executive
Director

Andreu Gusi

Operations
Manager
Ecin McGrath

Accreditations
Coardlnators
Iris Bargallo
Raquel Espada

REPDI‘t ASsSBSs0IS
Carole Charley
Ivana Ferrero
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JACIE Committee

Chair EBMT Representative EBMT Representative
John Snowden MNina Warel Rafael Duarte
Sheffield, UK Vienna, Austria EBMT Secretary

Barcelona, Spain

ISCT Representative ISCT Representative JACIE Medical Diractor
Giuseppe Astori Liesbeth de Jong Riccardo Saccardi
Vicenza, Italy Sevilla, Spain Florence, Italy
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2016 - Nueva colaboracion JACIE-CAT-ONT
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*|ncentivar

e Facilitar

*Optimizar LEAHN
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*Aprender del pasado THE PAST
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Redes sociales

https://www.linkedin.com/groups/5027189

e JACIE Accreditation

87 members

Y oJACIE_EBMT
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Gracias a.....

Enric Carreras
Angel Cedillo
Felipe de Arriba

Rafael Duarte
 Christelle Ferra

* José M2 Moraleda
* Carlos Solano

e Alvaro Urbano

* Marta Torrabadella

* Sobre todo, a los Inspectores y los Centros
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Gracias
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