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VUCA

VOLATILITY

• Increasing rate of 
change

UNCERTAINTY

• Less clarity about
the future

COMPLEXITY

• Multiplicity of 
decision factors

AMBIGUITY

• Unlikely to be a 
single “correct” 
answer

3



@JACIE_EBMT

What we think

healthcare looks 

like

4
http://resilienthealthcare.net/onewebmedia/

Braithwaite_Clay-Williams.pdf
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http://resilienthealthcare.net/onewebmedia/

Braithwaite_Clay-Williams.pdf



@JACIE_EBMT

Bone Marrow Transplantation is an

especially complex process…

therapeutic 
application 

of cells

donor
selection

and 
screening

infectious
disease
testing

cell
recovery

processing

temporary
/ long-term

storage

distribution

Adapted from

Tissue and Cell 

Processing: An 

Essential Guide. 

Edited by Deirdre 

Fehily, Scott A. 

Brubaker, John N. 

Kearney, and 

Lloyd 

Wolfinbarger. © 

2012 Blackwell 

Publishing Ltd. 
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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
7

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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Changes in BMT

Donors

• Unrelated 
donors 
outnumber 
related 
donors

Older patients

• Need for 
decreased 
toxicity in 
order to offer 
HSCT

Society

• Increasing 
demands for 
safer 
treatments

8
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Ethical issues

• Donors’ and recipients’ priorities may 

conflict  - personal ethical values, 

beliefs and religiosity of the potential 

donors

• Risk to donor of procedure

• Risk to patient of treatment – benefits

v effects

• Professionals conflicts of interest

• Consent – particularly when minors

concerned

– e.g. pregnancy assessment of minors of 

childbearing age

10



@JACIE_EBMT

Values at stake

• Protection of 

confidentiality

• Voluntary unpaid 

donation (Informed 

consent, respect of 

autonomy)

Future

• New safety and 

production models

• Public-private 

partnerships 

– Intellectual property 

rights?

• Changing regulations

11

E. Rial-Sebbag EBMT Valencia, 

April 2016
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COMPLEXITY

INCREASES

RISK
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“However, without a robust 

system for the data 

collection, real-time 

analysis and benchmarking 

against other centres these 

issues with delayed 

engraftment had not been 

appreciated” 14
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2 Adverse Events
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RESPONSE BY HEALTHCARE

PROFESSIONALS TO THESE CHALLENGES
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Strategy 1

• Apply Quality Management 
concepts to healthcare

Strategy 2

• Accreditation/Certification

17
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Baker M. How quality control could save 

your science. Nature. 2016;529:456–8. 
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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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OECD 2017 “Caring for quality in health: 

Lessons learnt from 15 reviews of health 

care quality”

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

Health-Final-report.pdf

Accreditation of 

health care

organisations
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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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reliability.com/cms/tutorials/reliability-

engineering/human_error_rate_table_insights/
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ALL HOSPITALS

TEACHING HOSPITALS

NON-TEACHING HOSPITALS
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SO WHAT HAPPENED IN BMT?

Guidelines, Regulations & Standards

24
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Standards

25

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

c

a

ALSO

• Regulations

• Guidelines

http://eu.wiley.com/WileyCDA/Section/id-302479.html?query=Michael+F.+Murphy
http://eu.wiley.com/WileyCDA/Section/id-302479.html?query=David+J.+Roberts
http://eu.wiley.com/WileyCDA/Section/id-302479.html?query=Mark+H.+Yazer
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Clinical ApheresisBone Marrow

Collection
Processing

FACT-JACIE view

Clinical ApheresisBone Marrow

Collection
Processing

“Classic” view
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FACT-JACIE Standards

• International standards

• Renewed every 3 years

• Complement regulations

• Based on consensus

28
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FACT-JACIE 

Hematopoietic Cellular 

Therapy Standards 

7th edition 

1 March 2018
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PART B CLINICAL PART CM MARROW PART C APHERESIS PART D PROCESSING

B1 General CM1 General C1  General D1 General

B2 Clinical Unit CM2 Marrow Collection Facility C2  Apheresis Collection

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 Standard 

Operating Procedures

CM5 Policies and Standard 

Operating Procedures

C5  Policies and Standard 

Operating Procedures

D5 Policies and Standard 

Operating 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 Equipment, Supplies, and 

Reagents

B7 Recipient Care CM7 Coding and Labeling of 

Cellular Therapy Products

C7  Coding and Labeling of 

Cellular Therapy Products

D7 Coding and Labeling of 

Cellular Therapy Products

CM8 Process Controls C8 Process Controls D8 Process Controls

CM9 Cellular Therapy Product 

Storage

C9 Cellular Therapy Product 

Storage

D9 Cellular Therapy Product 

Storage

CM10 Cellular Therapy Product 

Transportation and Shipping

C10 Cellular Therapy Product 

Transportation and Shipping

D10 Cellular Therapy Product 

Transportation and Shipping

B8 Clinical Research D11 Distribution and Receipt

B9 Data Management D12 Disposal

B10 Records CM11 Records C11 Records D13 Records

CM12 Direct Distribution to 

Clinical Program

C12 Direct Distribution to 

Clinical Program
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New therapies

• Standards now also include administration of immune effector

cells

– Excludes the production of these cells

31
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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

• Identifies opportunities for improvement

• Creates team spirit

• Gives confidence to patients and payers

32
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0% 5% 10% 15% 20% 25% 30% 35%

QUALITY MANAGEMENT

CODING AND LABELING OF CELLULAR THERAPY …

POLICIES AND PROCEDURES

PERSONNEL

PROCESS CONTROLS

RECORDS

CELLULAR THERAPY PRODUCT TRANSPORTATION …

ALLOGENEIC AND AUTOLOGOUS DONOR …

DISTRIBUTION

THERAPY ADMINISTRATION

PROCESSING FACILITY

APHERESIS COLLECTION FACILITY

CELLULAR THERAPY PRODUCT STORAGE

GENERAL

CLINICAL UNIT

DISPOSAL

DATA MANAGEMENT

MARROW COLLECTION FACILITY

DIRECT DISTRIBUTION TO CLINICAL PROGRAM

Findings from
inspections
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Gratwohl A, Brand R, Niederwieser

D, Baldomero H, Chabannon C, 

Cornelissen J, et al. Introduction of 

a Quality Management System and 

Outcome After Hematopoietic 

Stem-Cell Transplantation. J Clin

Oncol. 2011;29:JCO.2010.30.4121-

. 
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“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 

¼.02), and a lower percentage have a single physician 

simultaneously responsible for an RD and their recipient 

(14% versus 35%; P ¼ .008).”

WHAT WE DO WANT TO BE

An initiative that impacts on donor safety
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• 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
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WHERE ARE WE NOW

37
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Overall (since 2000)

• 405First-time applications:

• 611Total completed
inspections:

• 324Accreditation awards

• 30Countries:



@JACIE_EBMT

Take-up ALLO
Country No Yes

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%

Country No Yes

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%

Take-up AUTO
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United
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Year of first application

by country

Argentina 2017

Mexico 2017
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JACIE Accreditations

valid March 2018
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Take-up of JACIE

43

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

2018?

EU support

2004

20 years

next 20 years?

http://en.wikipedia.org/wiki/Diffusion_(business)
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WHAT’S NEXT?
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‘First step’ or Stepwise certification

• Based on condensed part of Standards

emphasising quality management

• Designed for centres to ‘get on to the

accreditation ladder’

• Objective – full accreditation but over

longer period

– Not a lower level requirement
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“Always Communicate the Why”

47

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

Lots of hard work

Improves:  

- outcomes

- donor management

- organisation

Improvement never
ends

Take part!
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For more information

www.ebmt.org/jacie-accreditation

eoin.mcgrath@ebmt.org

mailto:eoin.mcgrath@ebmt.org
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• Training courses

– November 8-9, London, UK

– November 22-23 – Barcelona, Spain


