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But healthcare really looks like this ...
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Bone Marrow Transplantation is an JACIE "¢
especially complex process...
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International context JACIE €

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.

* “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

@JACIE_EBMT

Stem cells are daily circulating around the World

In order to find a match. over 40% of the unrelated stem cell transplants involve a
donor in a country different from that of the patient, illustrating the unity of humanity
beyond national boundaries. Therefore international collaboration is crucial.

International Circulation of Haematopoietic Stem Cells among the six WHO
Regions. Unrelated Cord Blood, Bone Marrow and Peripheral Blood Stem
Cells. (Source WBMT/WMDA 2009)

Cord blood
Bone Marrow/PBSC
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INVITED REVIEW 4D-529-01

Accreditation and regulations in cell therapy

E. McGrath” £t E. Rial-Schhag®®

Donors

Changes in BMT
=]

 Unrelated
donors
outnumber
related
donors

Older patients
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 Need for
decreased
toxicity In
order to offer
HSCT

Soclety

* Increasing
demands for
safer
treatments




EVOLUTION:
HSCT & JACIE
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Is the use of unrelated donor transplantation leveling off in Europe?
The 2016 European Society for Blood and Marrow Transplant

activity survey report

Jakob R Passweg' - Helen Baldomero' « Peter Bader” - Grzegorz W, Basak & - Chizra Bonini” - Rafael Duarte’ -
Carlo Dufour® - Nicofaus Kedger’ « Jiirgen Kuball® - Arjan Lankester’ - Sitvia Montoto™ - Amon Nagle”' -
John A. Snowden™ - Jan Styczynski'’ - Mohamad Mohty'* for the European Sodiety for Blood and Marrow
Transplantation (EBMT)
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Ethical iIssues

* Donors’ and recipients’ priorities may =, @
conflict - personal ethical values, Hindawi
beliefs and religiosity of the potential
d ONors Review Article

Hematopoietic Stem Cell Transplantation: A Bioethical Lens
« Risk to donor of procedure
Arcangelo Liso,' Margherita Neri,” Francesca Maglietta,” Raffaele La Russa,”” and

* Risk to patient of treatment — benefits Emanuela Torillazzi’
v effects

 Professionals conflicts of interest

« Consent — particularly when minors
concerned

— e.g. pregnancy assessment of minors of
childbearing age

10
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Values at stake Future

* Protection of * New safety and
confidentiality production models

 Voluntary unpaid * Public-private
donation (Informed partnerships
consent, respect of — Intellectual property
autonomy) rights?

« Changing regulations

E. Rial-Sebbag EBMT Valencia, s ®a
April 2016 C%:-,%': ® Cell-based regenerative mediclne :

Oa: 1 2® ey challenges for EU
.l.?..- .r

@ . legislation and governance

EUCelLEX

11
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Degree of Complexity
“Number of Inter-Dependant Relationships”
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COMPLEXITY
INCREASES
RISK

5 High

Degree of Uncertainty
“Number of Unknowns”
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Development of a pharmaceutical care programme Am J Health Syst Pharm, 2004 Sep 15;61(18):1308-16.
in a bone marrow transplantation unit L. L. . ] ] ] .
Nature and causes of clinically significant medication errors in a tertiary care hospital.

A, Ascnsio, G Lirzaga, L Fernandez B Mascoual, P Cammona, J. Baral B, Irxstorza

K. ARdUSTE, E. ENRe e, O. Wik e Winterstein AG', Johns TE, Rosenberg El, Hatton RC, Gonzalez-Rothi R, Kanjanarat P.
A bone marrow cancer patient has calledon _ hospitals Published on the
THE IRISH TIME to carry out closer checks when dispensing prescriptions - after July
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A bone marrow transolant patient died from a virus after a Tran&CnPLuon &rmor

[
resulted n failing to monitor her for it, an isguest has heard. theguardlan

Winner of the Pulitzer prize 2014

Averdict of medical rmsadventure was returned at the inquest into the deatho™™

ravagan dfter Dublin Coroner’s Court heard a transplant co-ordinator mistakenly Stem Ce11 freezing

marked ber down as negative for cyvtomegalovirus (CMV). A comumon virus which can

|:'I:J”1|IJ=:JI::il:.:iip'ulltIt'.!nihllnd s —— pIOblem may have IEd to girl's death

@ ‘JAC | E_E BMT Coroner rules that deaths of three other children at hospital were not connected
to difficulties with medical procedure



UK » UK politics Education Media Society Law Scotland Wales NorthernIreland J AC E .o

Hospitals Great Ormond Street deaths caused by
stem cell lab failures, inquest told

Bone marrow transplants did not work, leading to calls to review the
storage of stem cells across the UK

Denis Campbell and Alice

Hutton

Fri 21 Nov 2014 19.36 GMT Four children have died after failings in how stem cells used in life-saving

13 -
However, without a robust
© 2017 Macmillan Publishers Limited, pE.IBI'?l;]? 51\;::;;(:': N-I-e:?ur::f:::r:i?;?snrggrlrz 5012’:559!%6_;?; SySte m fo r th e d ata
www.nature.com/bm E E
e collection, real-time
LETTER TO THE EDITOR analysis and benchmarking

Developing quality assurance for pediatric autologous stem against other centres these
cell transplants in England: results of a 3-year national audit HSSVEERi18 delayed
of activity and engraftment by treatment centre engraftment had not been

appreciated”
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RESPONSE BY HEALTHCARE
PROFESSIONALS TO THESE CHALLENGES

@JACIE_EBMT
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Strategy 1

* Apply Quality Management
concepts to healthcare

Strategy 2

e Accreditation/Certification

17
@JACIE_EBMT



Baker M. How quality control could save
your science. Nature. 2016;529:456—8. JAC E .o

UALITY TIM

IT MAY NOT BE SEXY, BUT QUALITY ASSURANCE
IS BECOMING A CRUCIAL PART OF LAB LIFE.

BY MOMYL BARER

eheccn Diavies remembers a time when quality assurance terrified her, In 2007,
shie had been asked o lead accreditation effortsal the University of Minnesolas
H Veterinary Diagnostic Labaratary in Saint Paul, The lab needed to ensure that the
bens of thousands of tests il conducts 1o monitor disease in pets, poultry, livestock
aned wildlife were walerd ghl “Tt wasn '|1I_Il_||"..l'\-\.'-|. | feds sick to iy starnach,” recalls

Dravies, an endocrinalogist at the university’s College of Veterinary Medicine.
She nevertheless .'||'|.'|."Fl|l:“'\-::. thie |."I1.'.I'I|'-|1:|'. and soom fownid herselt hooked on r'm.hnl_-, —_—
and fixing — problems in the research process. She and her team tracked recurring lissue-
contamimation issees fo how contalners were I'-:-ing Fillesd amed s8orels Ih-:'-!.' traced an assay’s
erralic performance 1o whether technicians let an enzyme warm (o room lemperature; and
they established systemns to eliminate spotty data collection, malfunctioning equipment and
neglected controls. Her efforts were crucial to keeping the diagnostic lab in business, bul they
alsa forced her o realize how much researchers’ work could improve. “That is the beauty of

quality assurance Davies says, " Thal is what we were missing oul on as scientisgs”

154 | NATURE CLRER R AR LA e & Wl ey Pubifehars Livetsd Al fg erapal 18
@JACIE_EBMT



weemRQRUlAr Improvement strategier

5. Natural systems

characteristics * Local opinion leaders and champions

* Physician practice profiling

Category Examples
1. Philosephical, conceptual  + Accounts of causation

* Theoretical domains framework

* Quality improvement conceptual fram
2. Patient journey

3. Education, development

4. Specific tools

@JACIE_EBMT

* Culture change
+ Political reframing

* Clinical practice guideline

« Care pathways

* Chronic disease managem

* System re-engineering (or
redesign)

* Lean productions cycles

External accreditation
and standards

* Peer case reviews

* Realistic evaluation

« Formative and summative evaluation
approaches

* Educational outreach Clinical audit

* Continuing medical education

* Professional development and self-dire
leaming

+ Extended professional roles

* Specialty outreach programs

= Continuous quality improvement progi 8. Patient-led

7. Teamwerk, n . Imerﬂuuphndw collaboration and teamwork

* Multi-site ::|u5|||t'|.r improvement collaborations
* Clinical service networks

* Influencing organizational culture

* Social campaigns

* Patient-mediated quality improvement
strategies

+ Patient reported outcomes measures

* Patient-centered or patient-focused care

+ Clinical governance

* Audit and feedback

+ Risk and safety management

* SBAR communication

= Severity assessment systems

» Causation analvsis

+ Forcing functions

+ Failure modes and effects analysis

9. External stimulus,

reporting * Public 1:}ndrd'= ¢1m| pl.r'lurn‘lume reporting

External ac-:rednannn ﬂnd stﬂndan:ls
“Tncident reporting
+ Market-based control mechanisms

Adapted from: Scout (2009); Braithwaite and Coiera (2010); Hughes (2008); Frankel
et al. (2003)

+ Functional resonance analysis method
* Six Sigma

* Plan-Do-Study-Act cycles (PDSA)

* Managerial walkarounds

* Checklists

* Clinical decision support systems

= Adjuvant models of care

* Evidence-based medicine

The Oxford Handbook of Health Care Management.

Oxford University Press, 7 abr. 2016 - 504 pp. ISBN
0191015202, 9780191015205

Ewan Ferlie, Kathleen Montgomery, Anne Reff Pedersen.

Eoo

19



CARING FOR QUALITY IN HEALTH

R OECD 2017 “Caring for qugllty in health: J ACIE
Lessons learnt from 15 reviews of health
Care quallty” Joint Accreditatligrcl:?rolmgsit&:?

OEC Accreditation of
health care

BETTER POLICIES FOR BETTER organisations

Health system inputs (professionals, organisations, Professional licensing) accreditation of health care organisations, qllalitg,r

technologies) assurance of drugs and medical devices

Health system monitoring and standardisation of practice  Measurement of quality of care, national standards and guidelines, national
audit studies and reports on performance

Improvement (national programmes, hospital programmes  Mational programme on quality and safety, pay for performance in hospital
and incentives) «care, examples of improvement programmes within institutions

https://www.oecd.org/els/health-systems/Caring-for-Quality-in-

@JACIE EBMi]+ealth-FinaI-report.pdf
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Regulation v. Accreditation s

Table 1 Contrasting accreditation and regulation

Regulation Accreditation
Standards Minimal Optimal
Aim Compliance Development
Facilitation No Yes
Self-assessment No Yes
Assessors Inspectors Peers
Staff engagement Low High

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

@JACIE_EBMT
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Journey to Quality: Minimize Variability

Performance Levels

Fix the obvious;
Do basics well

Perfect processes

1c 20 30
69 31 7

http://www.lifetime-

@JACIE EBMT reliability.com/cms/tutorials/reliability-
a engineering/human_error_rate table insights/

4o 50 Sigma Level
0.6 0.023 Errors per 100
Sources: David Burns, SIRF Roundtables Ltd, fMelbourne, Australia 22

Gearge. Mike et al, “What is Lean Six Sigma’, McGraw-Hill, 2004



JAMA Internal Medicine | Original Investigation | HEALTH CARE POLICY AND LAW

Patient Mortality During Unannounced Accreditation
Surveys at US Hospitals

Michael L. Barnett, MD; Andrew R, Olenski, BS; Anupam B. Jena, MD, PhD

Key Points

Question What is the effect of heightened vigilance during
unannounced hospital accreditatiop Sitedonine e 2036 iy and
safety of inpatient care?

Findings In an abservational analysis of 1984 unannounced
hospital surveys by The Joint Commission, patients admitted
during the week of a survey had significantly lower 30-day
martality than did patients admitted in the 3 weeks before or after
the survey. This change was particularly pronounced among major
teaching hospitals; no change in secondary safety outcomes was
ohserved,

Meaning Changes in practice occurring during periods of surveyor
@JAc| observation may meaningfully improve quality of care.

Figure 2. Unsdpeted 20- Dy Mortabty by Wessh of Admacsion Relstive
B The Jiint Comrmnsdion Survey Visil
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Guidelines, Regulations & Standards

SO WHAT HAPPENED IN BMT?

24
@JACIE_EBMT



2% COLLEGE of AMERICAN
HLT PATHOLOGISTS

Standards

@
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| ——— Collection centre laborato centre
' » HPC marrow v

Histocompatibility| Bone marrow 4 »
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» Cord blood bank |——» HPCcord blood
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PRACTICAL
TRANSFUSION
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MICHAEL F WUSHHL DD | PORERTS
AND MAFK 1. YAZER

Practical Transfusion
Medicine, 5th Edition
Michael F.

Murphy (Editor), David J.
Roberts (Editor), Mark H.
Yazer (Editor)

ISBN: 978-1-119-12941-7
608 pages

May 2017, Wiley-Blackwell

By

ALSO
« Regulations
, * Guidelines

B A

B, COLLEGIf AMERICAN
e PATHOLCHISTS

Figure 38.3 Regulatory environment for haematopoietic stem cell transplantation, Note that thi figure does not reflect all potential regulatory reporting
requirements for transplantation centres.

@JACIE_EBMT
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http://eu.wiley.com/WileyCDA/Section/id-302479.html?query=Michael+F.+Murphy
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20" ANNIVERSARY

26
@JACIE_EBMT



JACIE €y

Joint Accreditation Committee
ISCT | EBMT

“Classic” view

- -

Clinical Bone Marrow Apheresis Processing
Collection

FACT-JACIE view

Clinical Bone Marrow Apheresis Processing
Collection

@JACIE_EBMT
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FACT-JACIE Standards

International standards
Renewed every 3 years
Complement regulations
Based on consensus

FACT-JACIE Intemational Standards

for HEMATOPOIETIC
CELLULAR THERAPY

Product Collection, Processing, and Administration
SEVENTHEDITION 7.0

—
fact mms JACE®D

4

p.

28



FACT-JACIE Intemational Standards

for HEMATOPOIETIC

CELLULAR THERA

PY

Product Collection, Processing, and Administration

SEVENTHEDITION 7.0

Fd&m JACIE &€y

¥,

y

JACIE €3

FACT-JACIE
Hematopoietic Cellular

Therapy Standards
7th edition

1 March 2018



PART B CLINICAL PART CM MARROW PART C APHERESIS PART D PROCESSING

B1 General
B2 Clinical Unit

B3 Personnel
B4 Quality Management

B5 Policies and Standard
Operating Procedures

B7 Recipient Care

B8 Clinical Research

B9 Data Management
B10 Records

@UI A\ 1 L L_LJIivi 1

CM1 General
CM2 Marrow Collection Facility

CM3 Personnel
CM4 Quality Management

CM5 Policies and Standard
Operating Procedures

CM7 Coding and Labeling of
Cellular Therapy Products

CMS8 Process Controls

CM9 Cellular Therapy Product
Storage

CM10 Cellular Therapy Product
Transportation and Shipping

CM11 Records

C1 General

C2 Apheresis Collection
Facility

C3 Personnel
C4 Quality Management

C5 Policies and Standard
Operating Procedures

C7 Coding and Labeling of
Cellular Therapy Products

C8 Process Controls

C9 Cellular Therapy Product
Storage

C10 Cellular Therapy Product
Transportation and Shipping

C11 Records

D1 General ,

D2 Processing Facility

D3 Personnel
D4 Quality Management

D5 Policies and Standard
Operating Procedures

D6 Equipment, Supplies, and
Reagents

D7 Coding and Labeling of
Cellular Therapy Products

D8 Process Controls

D9 Cellular Therapy Product
Storage

D10 Cellular Therapy Product
Transportation and Shipping

D11 Distribution and Receipt

D12 Disposal
D13 Records



New therapies JACIE €

 Standards now also include administration of immune effector
cells
— Excludes the production of these cells

0 (e

e | [ ]| —pere——y 44

T , | o 12 -1
Marrow Transplantation { SL T Search this site

International Society for Cellular Therapy E
-.

NS
lome Mews

bout JACIE New interim standards to cover administration of immune effector cell

Annual Activity Reports products in bone marrow transplantation programmes

Fartners posted 2 Feb 2017, 10:41 by Eoin McGrath
Fegulations & guidelines

Felated publications

Collaborations FACT and JACIE have published interim standards for the sixth edition FACT-JACIE International Standards for Hematopoietic

Cellular Therapy Collection, Processing, and Administration.

vents
Training The interim standards are intended to promote quality in administration of immune effector cell products, such as chimeric
Wehinars antigen receptor T cells (CAR-T cells), natural killer cells, virus-specific T cells, therapeutic cellular vaccines, and others.

Slides and documents The requirements primarily highlight unique aspects of administration and toxicities of immune effector cells. 31

@JACIE_EBMT
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Benefits of working to Standards

* Helps to establish consensus on
— WHAT you are doing
— WHY you are doing it
— HOW you are doing it

« Reduces inconsistency

* Increases repeatability

 Facilitates training

* |dentifies opportunities for improvement
Creates team spirit

Gives confidence to patients and payers

32
@JACIE_EBMT
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DIRECT DISTRIBUTION TO CLINICAL PROGRAM
MARROW COLLECTION FACILITY
DATA MANAGEMENT
DISPOSAL
CLINICAL UNIT
GENERAL
CELLULAR THERAPY PRODUCT STORAGE
APHERESIS COLLECTION FACILITY
PROCESSING FACILITY
THERAPY ADMINISTRATION
DISTRIBUTION
ALLOGENEIC AND AUTOLOGOUS DONOR..
CELLULAR THERAPY PRODUCT TRANSPORTATION..
RECORDS
PROCESS CONTROLS
PERSONNEL
POLICIES AND PROCEDURES
CODING AND LABELING OF CELLULAR THERAPY..|
QUALITY MANAGEMENT

Findings from
Inspections

— 1>

0% 5% 10% 15% 20% 25% 30% 35%
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Stem Cell Transplantation g, IAC E

Use of the quality management system “JACIE” and outcome
after hematopoietic stem cell transplantation

Alois Gratwohl,* Ronald Brand,* Eoin McGrath,” Anja van Biezen,* Anna Sureda,’ Per Ljungman,” Helen Baldomero,®
Christian Chabannon,” and Jane Apperley,® for the Joint Accreditation Committee (JACIE) of the International Society
for Cellular Therapy and the European Group for Blood and Marrow Transplantation, and the European Leukemia Net

1.0+

0.8+

0.6

0.47

0.07

haematologica | 2014; 99(5)

Figure 2. “JACIE” accreditation status of the transplant team by
November 2012 and outcome of patients transplanted between
1999 and 2006. (A) Kaplan-Meier estimates of overall survival of
17,655 patients with an allogeneic HSCT, transplanted in the years
— 2004-2006 in a center accredited (green line; n=8,983) or not (blue
line; n=8,672) by 2012. The respective hazard ratios are presented
in Table 2A. (B) Overall survival (0S) and non-relapse mortality (NRM)
at 72 months by EEMT risk score for 17,243 patients transplanted
with an allogeneic HSCT in a large center accredited by November
2012 (blue line) or not (red line). (C) Overall survival and non-relapse
mortality at 72 months by EBMT risk score for 28,052 patients trans-
planted with an autologous HSCT in a large center accredited by
November 2012 (blue line) or not (red line).

JOURNAL OF CLINICAL ONCOLOGY ORIGINAL REPORT

From the Ewapwan Growp for 8

spdantat

Gratwohl A, Brand R, Niederwieser

D, Baldomero H, Chabannon C,

Cornelissen J, et al. Introduction of
Introduction of a Quality Management System and a Quality Management System and
Outcome After Hematopoietic Stem-Cell Transplantation ~ Outcome After Hematopoietic

Alois Gratwohl, Ronald Brand, Dietger Niederwieser, Helen Baldomero, Christian Chabannon, Jan Cornelissen, Stem-Cell Transplantatlon. J Clin
Theo de Witte, Per Ljungman, Fiona McDonald, Eoin McGrath, Jakob Passweg, Christina Peters, Oncol. 2011’29JC02010304121_

Vanderson Rocha, Ineke Slaper-Cortenbach, Anna Sureda, Andre Tichelli, and Jane Apperiey

R



SRR Biology of Blood and
o BN Marrow Transplantation

journal homepage: www.bbmt.org

European Group for Blood and Marrow Transplantation @Cmsmm
Centers with FACT-JACIE Accreditation Have Significantly
Better Compliance with Related Donor Care Standards

Chloe Anthias ", Paul V. O'Donnell %, Deidre M. Kiefer °, Jean Yared “, Maxim Norkin ~,
Paolo Anderlini °, Bipin N. Savani’, Miguel A. Diaz ®, Menachem Bitan ”, Joerg P. Halter ',
Brent R. Logan '""'“, Galen E. Switzer '~, Michael A. Pulsipher '*, Dennis L. Confer ',

Bronwen E. Shaw '’

“Our results show that practice in accredited centers was
much closer to recommended standards as compared with
nonaccredited centers.

Specifically, a higher percentage of accredited centers use
eligibility criteria to assess RDs (93% versus 78%; P
Y4.02), and a lower percentage have a single physician
simultaneously responsible for an RD and their recipient

(14% versus 35%; P V4 .008).”
@JACIE_EBMT
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Cyrotherapy, 20135 15: 519—521

Twenty years of unrestricted hematopoietic stem cell collection and
storage: impact of Joint Accreditation Committee International Society
for Cellular Therapy Europe standards implementation on stem cell
storage policy and resource utilization

NICOLA PICCIRILLO', GIUSEPPE AUSONI', PATRIZIA CHIUSOLO,

FEDERICA SORA'!, ROSSANA PUTZULU!', MARIA BIANCHI',

MADDALENA MARESCA!, ALBERTO FIORE?, PAOLO OPPEDISANO?, SIMONA SICA',
GINA ZINI' & GIUSEPPE LEONE!'

Ystituto di Ematologia, Universita Cantelica Del Sacro Cuore, Rome, Italy, and 2Unita di valutazione delle tecnologie,
Universita Cartolica Del Sacro Cuore, Rome, Italy

 Reduction in the number of leukaphereses per patient

« result of a strict selection of patients requiring more than 1
cell dose and to the definition of stem cell dose.

« Statistically significant decrease in the number of bags
Collected for patients never transplanted,

 Well-defined policy for CSC disposal after 10 years and
Included informed consent describing terms and conditions for
storage and disposal

36
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JACIE €3

WHERE ARE WE NOW
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Overall (since 2000) JACIE €

First-time applications: « 405

Total completed
inspections: 611

* 324

@JACIE_EBMT



Take-up ALLO

Take-up AUTO -

Austria 40% 60%
Belgium 0% 100%
Croatia 0% 100%
Czech Republic 67% 33%
Denmark 0% 100%
Finland 0% 100%
France 11% 89%
Germany 31% 69%
Greece 20% 80%
Hungary 100% 0%
Ireland 50% 50%
Israel 71% 29%
Italy 11% 89%
Lebanon 0% 100%
Netherlands 0% 100%
Norway 0% 100%
Poland 86% 14%
Portugal 67% 33%
Saudi Arabia 60% 40%
South Africa 67% 33%
Spain 33% 67%
Sweden 17% 83%
Switzerland 0% 100%
Turkey 94% 6%
United Kingdom 3% 97%
Total general 32% 68%

Austria 100% 0%
Belgium 50% 50%
Croatia 100% 0%
Czech Republic 100% 0%
Denmark 100% 0%
Finland 100% 0%
France 82% 18%
Germany 94% 6%
Greece 100% 0%
Hungary 50% 50%
Ireland 100% 0%
Israel 100% 0%
Italy 45% 55%
Netherlands 0% 100%
Norway 100% 0%
Poland 100% 0%
Portugal 100% 0%
South Africa 100% 0%
Spain 92% 8%
Sweden 100% 0%
Switzerland 0% 100%
Turkey 100% 0%
United Kingdom 19% 81%
Total general 72% 28%
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JACIE €y

Joint Accreditation Committee
ISCT | EBMT

JACIE Accreditations
valid March 2018

'. Reaccreditation 1

@ Initial accreditation

B Reaccreditation 2
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Take-up of JACIE JACIE®D

Early Majority

Early Adopfters .

BRSNS | te Mojority

Laggards II\NOVATIONS

20

Innovators

m

EVERETT M.ROGERS

* | EU support

. 2iig4

2.5% 13.5%  34% 34% 16%

Rogers Diffusion Of Innovation Bell

43
“Diffusion of Innovation" model, (Everett Rogers, 1962)



http://en.wikipedia.org/wiki/Diffusion_(business)
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WHAT’S NEXT?
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BENCHMARKING ™% b
B4.7.5 The Clinical Program should achieve one-year survival outcome within or above the

expected range when compared to national or international outcome data.

O F O U TCO M E S B4.7.5.1  Ifexpected one-year survival outcome is not met, the Clinical Program shall

implement a corrective action plan that meets FACT or JACIE requirements.

* Introduced in 6th edition, developed in 7th edition
* High interest from external bodies e.g. regulators, payors, patients...
* EBMT’s ‘Project 2020’ Registry Upgrade will include benchmarking component

aklo_m18

i
Risk adjusted AT
analysis by SO i~ 3
Leiden model P e e —

1"ne
Expaciod number of events
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‘First step’ or Stepwise certification JACIE .\)

i)

« Based on condensed part of Standards \ !f

emphasising quality management f'

« Designed for centres to ‘get on to the 5
accreditation ladder’ Y

* Objective — full accreditation but over &
longer period
— Not a lower level requirement E

@JACIE_EBMT [ ]




“Always Communicate the Why” JACIE 6‘3

a7

@JACIE_EBMT http://www.georgeambler.com/always-communicate-the-why/



CONCLUSION JACIE©Q

Improves:

- outcomes Improvement never

Lots of hard work Take part!

- donor management ends
- organisation

@JACIE_EBMT



For more information JACIE @a

www.ebmt.org/jacie-accreditation R

® LOGIN
=

. f ¥ in o
2 European Society

: E B M I for Bicod and Marrow

. Transplantation ' Q

The EBMT The Registry Research Events Education Nursing Accreditation

A unique registry. A vibrant
scientific community.

Fighting life-threatening blood cancers and diseases and

@JACIE_EBMT
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« Training courses

— November 8-9, London, UK
— November 22-23 —

e
i

Barcelona, Spain

7 L 4 2

|

.m
|

il

el

iiiii

@JACIE_EB



