65" JACIE Training Course
Southampton, UK
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Trainers

Eoin McGrath | B » Raquel Espada .
Operations Manager  + Accreditations
Since 2002 Coordinator

 Since June 2014

Iris Bargalld

Accreditations
Coordinator

Since 2010
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Speakers

Fergus Jack, Poole Hospital NHS Foundation
Trust

Claire Wiggins, Steve Mills Stem Cells and
Immunotherapies Laboratory - Southampton,
NHSBT

Sarah Holtby, London Clinic
Kim Orchard, Southampton General Hospital
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‘Housekeeping’

Emergency
Bathrooms
Wifi

Breaks / Lunch
Dinner
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Thanks

THERAKOS IS NOW A PART OF
MALLINCKRODT
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http://ebah.org/eha-cme-credit-points



USB sticks/pen drive

Articles

g Pre-inspect doc Bth

5}] Comparison table 3th to 6th 2013-03-01

Ej] EDCM Guide_quality_safety_of_tissues_cells_2nd_ed
M= F-001-09-Application Form

M= F-009-03-Standard Agreement for JACIE Accreditation
Eip‘] (3-001-13-Inspection guide &th edition

DE] JACIE Welcome_Guide 2014

L34 Manual 6.00 ed

Ly Standards 6.00 ed

5}] Summary of 6th ed changes

Ly WHO Lab QMS Manual_eng ~
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Where you are from?
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‘esrge . QUESTION 9
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WHO HAS BEEN THROUGH A
JACIE INSPECTION?
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- release

Health MEPs prepnse blueprlnt for safer healthcare
Public health - 14
Committee : Environme th| Health and Food Safety

. MEPs note that between 8 and 12% of
patients admitted to hospitals in the EU
suffer adverse events such as healthcare-
related infections, which place a heavy
burden on limited health service budgets.

http://www.europarl.europa.eu/sides/getDoc.do?pubRef=-%2f%2fEP %2f%2fTEXT%2bIM-
PRESS%2b201504141PR41844%2b0%2bDOC%2bXML%2bV0% 2% 2fEN&language=EN
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What we think healthcare looks like

Jeffrey Braithwaite, PhD
Robyn Clay-Williams, PhD http://resilienthealthcare. net/onewebmedla/ /
E

Braithwaite Clay-William f 12

Presentation 1o the Reslicnt Healthsare Wet Gonference ral al e_ a y I Ia S b pd -lw natloead Ezcieby for Callelar Therapy s
Middiefart University of Souther Denmark J I I : E ::'_ Frsalag ey 5 [SC " b:
12 August 2014 - -t



Jeffrey Braithwaite, PhD - .
Robyn Clay-Williams, PhD http://resilienthealthcare.net/onewebmedia/ /,_\

Presentaicn 1o the Resilicnt Healthsare Mot Conferonce B ra ithwa ite_CIa y_W i | I ia m S " pdf a ; EB@ '“’:"T'l"?‘:hmlillJ” Therapy _ i
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BMT is a complex process...

donor

selection
Adapted from and
Tissue and Cell screening
Processing: An S
Essential Guide. distribution GISEERE
Edited by Deirdre teiing
Fehily, Scott A. therapeutic
Brubaker, John N. application
Kearney, and of cells
Lloyd
Wolfinbarger. © t?mpotrary / cell
2012 Blackwell ong-term recovery

storage
Publishing Ltd.

processing
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... with RISK..

High Risk
e.g. unrelated allogeneic
TRM 10-30%
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David Baer and Jerry H. Gurwitz Full Text Beckwith the chance for more
children
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EUROPEAN JOURNAL OF

HOSPITAL PHARMACY Study of Medication Errors on a Community Hospital
Oncology Ward
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Am J Health Syst Pharm. 2004 Sep 15,61 (18): 1908-16.

Nature and causes of clinically significant medication errors in a tertiary care hospital.
Winterstein ,-'-'\61: Johns TE, Rosenberg El, Hatton RC, Gonzalez-Rothi B, Kanjanarat P.

Cuir o Maza Pheme 200 2 190125127 del1 2011 38 apharn-2 01 2000071 112

Ahefracts

General and RIsk Management. Fatlent Satety [Inciuding: medlcatior
gualty eontral)

Development of a pharmaceutical care pragran
in a bone marrow transplantation unit ) ] i
A bone marrow cancer patient has called on Sheffield hospitals

Published on the

M Ageneld, CoLIzeage LMarnancez B Pagzuol P Cermora B Darral, O.lrogworza,

. Anduaza, E. ENacia, O.Valbsra to carry out closer checks when dispensing prescriptions - after July
he was handed doses of several medicines intended for ] ; 5013
someone else, 1024

T'HE IRISH TIMES

Men Mard, 2015 1240 ~  [Dld: 7| WTweat (2 -1 <

=
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theguardian

Winner of the Pulitzer prize 2014
A bone marrow transolant patient died from a virus ater a “transcription error t ll fr .
resultad in tadling to meonitor her tor it, an uquest has haard, S em Ce eezu—lg
- 1
A verdiet of medieal mitadveniure was retwrned at the mguest into the death o™~ pIOblem may have IEd to g].rl S death

neyan dfber Dublin Coroner's Court heard a transplant co-ordinator mistakenly
marked her down as negative for cytomegalovirus (CMV). A common virus which can

lie dormant, CMV can bz reactivated and become danzerous when someone is Coroner rules that deaths of three other children at hospitzl were not connected
immunosuppressed post-transplant. o d_‘fﬁcul[ies Wiﬂ‘_ medical ]L‘:IDCE‘ﬂL'Ie




Donation is not without morbidity and risk

5 donor fatalities
37 severe adverse events
20 hematologic malignancies
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Hwang, W.Y. K., & Foeken, L. M. (2014). Blood stem cell donation: A model for worldwide cooperation in
transplantation. Annals of the Academy of Medicine Singapore, 43(6), 294—295.

International context

“there are now around 33 stem cell products
being transported every day across the world to
facilitate transplants in another country”

« 12,000+ HSCT products exchanged across
borders every year

% of 1PC products provided Mor nalional and international patiens Unrelated HIMC Ma nd HIC Apheresls shipped
18 pud

o | =g FH 14001
=i L
o8 &k 2o
:‘ I
1 P wn

With thanks to the WMDA for prowdlng these graphs __"=”= i fEB et

by T RN o e
l--—L;_I'q____' [ Sl RS
b - '_.--.__ i fimal




RESPONSE BY THE
PROFESSIONALS TO THESE
CHALLENGES
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Popular improvement strategies

External accreditation

and standards

* Functional resonance analysis method
= Six Sigma

* Plan-Do-5mdy-Act cycles (PDS A)

* Managerial walkarounds

« Checklists The Oxford Handbook of Health Care Management.
. {jliglical decision support systems Ewan Ferlie, Kathleen Montgomery, Anne Reff Pedersen.
- Adjuvant models of care Oxford University Press, 7 abr. 2016 - 504 pp. ISBN

0191015202, 9780191015205
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http://www.who.int/patientsafety/infor
mation_centre/Summary_evidence_o
n_patient_safety.pdf
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Regulation v. Accreditation

Shaw, C. (2015). Accreditation is not a stand-alone solution. Eastern
Mediterranean Health Journal, 21(3), 226—-231.
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fadt

Foundation for the Accreditation
of Cellular Therapy

Experts at the hospital, as well as outside consultants, recognized that many

factors contributed to this tragedy (Conway and Weingart, 2005).

System issues included

* minimal double-checks

» orders written by fellows without attending MD signoff

* unclear protocols that were not current and not easily available to RNs and
pharmacists.

Some dosages were written in total dose and some in daily dose formats, often in

the same protocol.

Maximum dose checking was not a feature of the pharmacy computer system.

When reporting did occur, it did not move up the organization in a timely fashion.

From Preventing Medication Errors: Quality Chasm Series .
Committee on Identifying and Preventing Medication Errors, Philip Aspden, Julie Wolcott, J. Lyle a B

EBMF—, 24
Bootman, Linda R. Cronenwett, Editors. ISBN: 0-309-65856-X, 480 pages, 6 x 9, (2007) _JF Lo Bt i b o g i-*;;"f'nu:rﬂ;.hwiuruuu-mw::.i



WHAT IS JACIE?



Whatis JACIE?

Joint Committee
ISCT & EBMT

Operates as EBMT

Committee \

International

Focussed on
cellular
therapy

Standards
setting and
accreditation
organisation

D 26
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Structure & Reporting lines



JACIE: A Standards-setting &
Accreditation organisation



“Classic” view

- . o -

Clinical Bone Marrow Apheresis Processing
Collection

FACT-JACIE view

Clinical Bone Marrow Apheresis Processing
Collection
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WHAT WE DO WANT TO BE?
An initiative that impacts on patient survival

o
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WHAT WE DO WANT TO BE?
An initiative that impacts on donor safety

o
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WHAT WE DO NOT WANT TO BE?

Bone Marrow Transplantation (2004) 34, 835-838
& 2004 Mature Publishing Group  All rights reserved 0268-3369/04 530,00

wwrwy. nature. com/bmt

Editorial

Just Another Cost Increasing Exercise (JACIE)?

™
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WHAT WE DO NOT WANT TO BE?

*“Tick-box exercise”

* Encouraging health professionals to stop thinking for themselves!
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WHERE ARE WE TODAY?
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Take-up among transplant centres®

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

» 42% of all those reporting centres are/have been in some
part of the JACIE process

— 59% of allogeneic centres
— 21% of autologous centres

*Provisional data
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Take-up of JACIE
among allo-
transplanting
centres —

Centres that have
applied as
percentage of
total centres

reporting

transplants to < Lt
2014 EBMT
Activity Survey -
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Take-up among transplant centres™

« Percentage of transplanting centres reporting to the 2014
EBMT Activity Survey” that have at least applied for
accreditation since 2000

All types 42% 90% 88% 65% 47% 43%

Auto 21% 83% 88% 24% 9% 14%
Allo 959% 100% 100% 85% 4% 1%
Total 657 10 91 95 109 76
respondents

* Passweg JR, Baldomero H, Bader P, Bonini C, Cesaro S, Dreger P, et *

al. Hematopoietic stem cell transplantation in Europe 2014: more than 40 data May 2016

000 transplants annually. Bone Marrow Transplant [Internet]. 2016 Feb S

22;(January):1—7. Available from: 'Y
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Diffusion of innovations

2.5%

Innovators Early

Adopters Early Majority
13.5% 34%

Late Majority
34%

Laggards
16%

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

80
70
60
50
40
30
20
10
2011 2012 2013 2014 2015 2016
M Applications 61 51 56 51 73 21
M Inspections-completed 44 52 56 49 61 26 =
M Accreditations 37 47 42 47 50 29

* 2016 — 14 inspections scheduled up to Dec. —"E";?E mhﬁé?wm?mwwh ;



Wy
gﬁ 'z//(q;\,

JACIE & Regulations @
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INSPECTORS




Inspectors

~300 cellular therapy professionals on the
JACIE reqister

Volunteers
Receive only expenses and per diem
Fundamental to the process




Languages & inspectors

ES; 33

TR; 23

FR; 37

IT; 49

DE; 58

,//

HE; 13

GR; 9

MC; 2

DK; 1

CZ; 2

%

Others; 12

HR; 2

VT; 1

SB; 1

HU; 1

RM: 1

Mt Pt i it

9
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Experience among inspector pool

INSPECTIONS

® <1 o (en blanco)
m1-2
w34
m5-6
m7-9
w>9
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Quality Management Inspectors

* |nitiative from late 2015
* Further details tomorrow with Raquel Espada



CLOSING
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Atul Gawande cited by Erik Heineman, 1 April 2014, EBMT, Milan
Atul Gawande is an Indian American surgeon and journalist.
He is widely known as an expert on optimizing modern healthcare systems.

Self-reflection
Self-critique

Lifelong learning
Reflective Practice
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* “If you cannot
measure it, you can
not improve it"

William Thomson (Lord Kelvin) 1824 — 1907

Determined the correct value of absolute zero
as approximately -273.15 Celsius
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* “Without data,
you’re just
another person
with an
opinion”

William Edwards Deming (October 14,
1900 — December 20, 1993) was an
American engineer, statistician, professor,
author, lecturer, and management
consultant.

https://en.wikipedia.org/wiki/\W. Edwards__ /,_‘\
Deming D .EBEP“).MM .
A FEL I s g J15CT <3



* “The single biggest
problem in
communication is
the illusion that it

has taken place”

As quoted in Leadership Skills for
Managers (2000) by Marlene Caroselli,
p. 71

George Bernard Shaw (26 July 1856 — 2
November 1950) was an Irish playwright,
who received the Nobel Prize for Literature
in 1925
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RESILIENT HEALTH CARE

“Health is more than the absence of disease”
“Safety is more than the absence of risk”

« The current approach to patient safety, labelled Safety |, is predicated on a
‘find and fix model. It identifies things going wrong, after the event, and
aims to stamp them out, in order to ensure that the number of errors is as
low as possible. Healthcare is much more complex than such a linear model
suggests. We need to switch the focus to what we have come to call Safety
ll: a concerted effort to enable things to go right more often. The key is to
appreciate that healthcare is resilient to a large extent, and everyday
performance succeeds much more often than it fails
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EDQM GUIDE TO THE QUALITY AND

SAFETY OF TISSUES AND CELLS (1S5T EDITIO)

“Eurepean Commines (Partal Agseement]
o Qg Transplani ation = CO-AT0

Exhaustive guidelines for the activities carried
out in TE, both for those starting the activity
and looking for guidance and for those already
established and looking for specific details or
indications

Contributes to the harmonisation of these
activities among European TE, facilitating uniform
standards and practices

Ensures high level of quality and safety
standards for procurement, processing,
preservation and distribution of T&C of human
origin used for transplantation purposes

Comprehensive introduction on legislation and
ethics

Continuous update and maintenance planned
Addressed to the 47 CoE member states

ISCT

o P il A it

http://tots.edgm.eu/entry.htm _J_,:,_,;?E,W%wmézuw



77N World Health

. Organization

Laboratory quality management system handbook

Laboratosy « Comprehensive reference on
Management .
System —— Laboratory quality

= management
~ .« Covers topics that are
essential for quality

management of a public
health or clinical laboratory.

« Based on both ISO 15189 and
CLSI GP26-A3 documents

http://www.who.int/ihr/publications/lgms/en/#

o~ %Wméimm,:
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Other resources

« AHCTA
* www.ahcta.org

. . . . ah cta alliance for harmonisation of

cellular therapy accreditation

SURVEY November 2013

The Alliance for Harmonisation of Cellular Therapy Accreditation (AHCTA) requests processing
facilities to complete a sunvey to assistwith develaping recommendations for cell processing
laboratory staff gualifications, training and competency. Please limit ywour responses to just those
staff responsible for the processing of minimally manipulated products ke hematopolietic
progenitor cells (HPC) for stem cell transplantation and therapeutic cells (TC3- T cells. Only a

single response from each processing facility is required.
- ‘ 55
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Worldwide Network for Blood & Marrow Transplantation (WBMT)
I w0 "



LinkedIn Group

=2 JACIE Accreditation

20 members

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

Y oJACIE_EBMT
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