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29th JACIE Inspector Training Course

Barcelona, Spain



Trainers

• Eoin McGrath

• Operations Manager

• Since 2002

• Raquel Espada

• Accreditations 
Coordinator

• Since June 2014
• Iris Bargalló

• Accreditations 
Coordinator

• Since 2010



Speakers

• Aurora Vassanelli, Verona, IT

• Ivana Ferrero, Turin, IT

• Miguel Lozano, Barcelona, ES
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‘Housekeeping’

• Emergency

• Bathrooms

• Wifi

• Breaks / Lunch

• Dinner



Thanks!
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Saudi 
Arabia

WHERE YOU ARE FROM



USB sticks/pen driveWill be updated
shortly



JACIE & Quality Management in HSCT



• JACIE Operations Manager

• From Ireland

• Live in Barcelona since 2002

• Working for EBMT/JACIE 
since 2002



• 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





The Unexpected
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http://www.nvz-
ziekenhuizen.nl/_library/10852/Erik



BMT is a 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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.....and TOXIC......
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… with RISK..

Low Risk 
e.g. autologous 
transplantation
TRM 1-2%

High Risk
e.g. unrelated allogeneic
TRM 10-30%



Donation is not without morbidity and risk

• 5 donor fatalities
• 37 severe adverse events
• 20 hematologic malignancies
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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
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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.

With thanks to the WMDA for providing these graphs



RESPONSE BY THE
PROFESSIONALS TO THESE 
CHALLENGES



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)
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WHAT IS JACIE?
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What is JACIE?

• International

• Standards setting and accreditation organisation

• Focussed on cellular therapy

• Independent of the regulators - established by
the practitioners themselves

• Compatible with EU regulations (2004/23/EC 
etc.) & US (FDA)
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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. 



Structure & Reporting lines
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JACIE: A Standards-setting & 
Accreditation organisation
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Clinical 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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Structure & Reporting lines
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• 27 countries



Total Initial Applications by Country since 2000

International language
developing around quality in 
transplantation
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Activity

2010 2011 2012 2013 2014 2015

Applications 40 61 52 56 52 59

Inspections-complete 30 45 54 57 50 35

Accreditations 27 37 47 42 47 39
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*

* 2015 – 27 inspections scheduled up to Dec.



Take-up among transplant centres*

• % of transplanting centres reporting to 2013 EBMT 
Activity Survey that have applied, been inspected or been 
accredited since 2000

•  40% of all those reporting centres are/have been in 
some part of the JACIE process

–  55% of allogeneic centres

–  17% of autologous centres

*Provisional data



Why JACIE?

• Professional pride

• Improved outcome for
patients

•Competition with other 
centres?
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Why JACIE?

• Health insurance companies
may require it

• Social insurance systems
may require it -

• Legal requirement in 
some countries
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Inspectors
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Inspectors

• 300+ cellular therapy professionals on the
JACIE register

• Volunteers

• Receive only expenses and per diem

• Excellent supporters of JACIE

• Fundamental to the process
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Languages & inspectors

EN; 144DE; 58

IT; 49

FR; 37

ES; 33

TR; 23 HE; 13
GR; 9

SE; 7
AR; 6

FI; 6

PL; 4
NO; 3

PT; 4

MC; 2

DK; 1

CZ; 2

HR; 2

VT; 1

SB; 1

HU; 1

RM; 1

Others; 12

38



Experience among inspector pool

21%

26%

20%

11%

14%

8%
<1 o (en
blanco)
1-2

3-4

5-6

7-9

>9
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“To measure is to know”

• “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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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



Impact
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@JACIE_EBMT
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EDQM GUIDE TO THE QUALITY AND

SAFETY OF TISSUES AND CELLS (1ST EDITION)

• 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

http://tots.edqm.eu/entry.htm 44



Laboratory quality management system handbook 

• Comprehensive reference on 
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/lqms/en/#
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Other resources

• AHCTA

• www.ahcta.org
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• 3–6 April 2016 • Valencia, Spain
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LinkedIn Inspectors Group

https://www.linkedin.com/groups?home=&gid=4646920
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@JACIE_EBMT


