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• 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%2b20150414IPR41844%2b0%2bDOC%2bXML%2bV0%2f%2fEN&language=EN

Of every 100 hospitalized patients at any given time, 7 in 
developed and 10 in developing countries will acquire at 
least one health care-associated infection. 
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What we think healthcare looks like

4
http://resilienthealthcare.net/onewebmedia/
Braithwaite_Clay-Williams.pdf
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5
http://resilienthealthcare.net/onewebmedia/
Braithwaite_Clay-Williams.pdf
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http://www.nvz-
ziekenhuizen.nl/_library/10852/Erik
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QUESTION

• HOW MANY PEOPLE WORK ON
DELIVERING TRANSPLANTATION
IN YOUR CENTRE?

7
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http://qualitysafety.bmj.com/lookup/doi/10.1136/bmjqs-2016-005232

• “… much is likely to be achieved by making 
those in healthcare accountable to each other 
through more horizontal, cooperative 
structures. Such structures can accommodate 
professional groupings who can work together to 
agree on solutions that are satisfying, workable, 
informed by professional values and clinical 
expertise, capable of being customised for 
specific situations and enforceable through peer 
sanctions”

8

MANY HANDS
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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

9

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.
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RESPONSE BY HEALTHCARE
PROFESSIONALS TO THESE 
CHALLENGES
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11

The Oxford Handbook of Health Care Management. 
Ewan Ferlie, Kathleen Montgomery, Anne Reff Pedersen. 
Oxford University Press, 7 abr. 2016 - 504 pp. ISBN 
0191015202, 9780191015205 

Popular improvement strategies

External accreditation
and standards
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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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SO WHAT HAPPENED IN BMT?

13
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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 
Bootman, Linda R. Cronenwett, Editors. ISBN: 0-309-65856-X, 480 pages, 6 x 9, (2007)

1996

14



@JACIE_EBMTClinical Collection Marrow Collection Apheresis Processing

B1 General CM1 General C1 General D1 General

B2 Clinical Unit CM2 Marrow Collection 
Facility

C2 Apheresis Facility D2 Processing Facility

B3 Personnel CM3 Personnel C3 Personnel D3 Personnel

B4 Quality Management CM4 Quality Management C4 Quality Management D4 Quality Management

B5 Policies and Procedures CM5 Policies and Procedures C5 Policies and Procedures D5 Policies and Procedures

B6 Allogeneic and Autologous 
Donor Selection, Evaluation, 
and Management

CM6 Allogeneic and 
Autologous Donor Evaluation 
and Management

C6 Allogeneic and Autologous 
Donor Evaluation and 
Management

D6 Process Controls

B7 Therapy Administration CM7 Coding and Labeling of 
Cellular Therapy Products

C7 Coding and Labeling of 
Cellular Therapy Products

D7 Coding and Labeling of 
Cellular Therapy Products

B8 Clinical Research CM8 Process Controls C8 Process Controls D8 Distribution

B9 Data Management CM9 Cellular Therapy Product 
Storage

C9 Cellular Therapy Product 
Storage

D9 Storage

CM10 Cellular Therapy 
Product Transportation and 
Shipping  

C10 Cellular Therapy Product 
Transportation and Shipping

D10 Transportation, Shipping, 
and Receipt

D11 Disposal

B10 Records CM11 Records C11 Records D12 Records

CM12 Direct Distribution to 
Clinical Program

C12 Direct Distribution to 
Clinical Program
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Clinical ApheresisBone Marrow
Collection

Processing

FACT-JACIE view

Clinical ApheresisBone Marrow
Collection

Processing

“Classic” view
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WHAT IS JACIE?

17
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What is JACIE?

18

Joint Committee
ISCT & EBMT 

Operates as EBMT 
Committee

International

Standards
setting and

accreditation
organisation

Focussed on
cellular
therapy
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Structure & Reporting lines

19
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WHAT WE DO WANT TO BE 

An initiative that impacts on patient survival

20
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Before
change

After
change

Same doctor consented both the RD and their recipient 20% 0%

Donors offered a choice of donation route 33% 80%

Donor follow-up beyond 1 week post donation 37% 58%21

“Following the introduction of JACIE standards addressing 
donor care, new Standard Operating Procedures were 
written, leading to significant improvements in donor 
consenting procedures and donor follow-up”

WHAT WE DO WANT TO BE

An initiative that impacts on donor safety
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WHAT WE DO NOT
WANT TO BE

•“Tick-box exercise”

• Stop health 
professionals thinking for 
themselves!

https://www.cartoonstock.com/cartoonview.
asp?catref=forn2693



@JACIE_EBMT

WHERE ARE WE TODAY?

23
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Among the pioneers in Europe

24

2004
The

Netherlands
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Take-up of JACIE 
among allo-
transplanting
centres –

Centres that have
applied as 
percentage of 
total centres 
reporting
transplants to 
2014 EBMT 
Activity Survey

25
S. Africa
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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

*data May 2016

Transplants Global Netherlands UK Italy Germany France

All types 42% 93% 88% 65% 47% 43%

Auto 21% 83% 88% 24% 9% 14%

Allo 59% 100% 100% 85% 74% 71%

Total 
respondents

657 15 51 95 109 76

* Passweg JR, Baldomero H, Bader P, Bonini C, Cesaro S, Dreger P, et 
al. Hematopoietic stem cell transplantation in Europe 2014: more than 40 
000 transplants annually. Bone Marrow Transplant [Internet]. 2016 Feb 
22;(January):1–7. Available from: 
http://www.nature.com/doifinder/10.1038/bmt.2016.20
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Activity

27

*

* 2016 – 12 inspections scheduled up to Dec.

2011 2012 2013 2014 2015 2016

Applications 61 51 55 50 74 40

Inspections-complete 44 52 57 49 63 49

Accreditations 37 47 42 47 50 51
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Other EBMT/JACIE interactions with

European Union

• EU Commission

– DG SANTÉ
• Invitation to contribute to upcoming stakeholders consultation 

on Tissue & Cell Directives revision assessment

– Projects / Joint Actions
• EuroGTP II

• ARTHIQS

• VISISTART
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INSPECTORS
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Inspectors

• 260+ cellular therapy professionals on the
JACIE register

• Volunteers

• Receive only expenses and per diem

• Fundamental to the process

32



@JACIE_EBMT

Criteria for inspectors

• 5 years professional experience in their BMT
field

• Membership of professional society

• Attend JACIE Training Course

• Pass online exam on standards and process

• Level B1 in English (at least writing)

• Coming soon – interviews of new candidates
before acceptance by JACIE

33
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Languages & inspectors

34

EN; 175

DE; 58

IT; 51

FR; 48

ES; 35 NL; 31

TR; 23

HE; 13

GR; 8
SE; 6
AR; 7
PL; 7
PT; 5
FI; 4
NO; 4

CZ; 3

MC; 2

HR; 2

DK; 1

VT; 1

SB; 1

HU; 1

RM; 1

Others; 12

Languages & speakers
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Experience among inspector pool

35

24%

23%

17%

11%

12%

13%

Total inspectors <1 o (en
blanco)

1-2

3-4

5-6

7-9

>9



Quality Management Inspectors

• Initiative from late 2015

• Further details with Raquel Espada

36
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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

37
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• “Without data, 
you’re just 
another person 
with an 
opinion”

38

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
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@JACIE_EBMT
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LinkedIn Group

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

40
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