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Creating a Quality System that Works 

Overview of standards & 
accreditation in HSCT 
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What we think healthcare looks like 

 

3 
http://resilienthealthcare.net/onewebmedia/
Braithwaite_Clay-Williams.pdf 
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http://resilienthealthcare.net/onewebmedia/
Braithwaite_Clay-Williams.pdf 
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www.coursera.org 
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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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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. 
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RESPONSE BY HEALTHCARE 
PROFESSIONALS TO THESE 
CHALLENGES 
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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 

• CLINICAL PRACTICE GUIDELINES 

• EDUCATIONAL OUTREACH 

• CONTINUING MEDICAL EDUCATION 

• RISK & SAFETY EDUCATION 

• CHECKLISTS 

• EXTERNAL ACCREDITATION & 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 
HSCT? 
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Clinical Apheresis Bone Marrow 
Collection 

Processing 

Accreditation view 

Clinical Apheresis Bone Marrow 
Collection 

Processing 

“Classic” view 
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Countries with HSCTcentres and/or cord-blood 
banks accredited by one or more of JACIE, FACT, 

AABB 
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Includes comercial 
and non-comercial 
HSCT and CBB 
organisations 
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Compare requirements 

 

15 http://www.ahcta.org/documents.html 
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Inspection 

Accreditation 

Self-check 

Preparation 

Make changes 

Decision 

Keep going! 

BEFORE 

AFTER 

Apply 
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• Developed by professionals working day-to-day in HSCT  
• Evidence-based as much as possible  

– where this is not feasible, consensus is reached on the most 
appropriate approach.  

• More generic standards - installations, staff education 
and skills, quality management, patient and donor 
management and care  

• More technical requirements - specific aspects of the 
process e.g. stem cell storage, transportation, 
administration of the product 

• Reviewed regularly e.g. 3 years 
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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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FACT-JACIE 
International 
Stanadards, 6th ed. 
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Key 
success 
factors 

Professional 
community 

driven 

Evidence of 
positive impact 

Complements 
regulatory 

requirements 

Viewed 
positively by 

payers 

Transparent 
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External organisations 

• FACT (USA) – increasingly required for patient care 
reimbursement from many government agencies and 
health insurance companies 

• AABB - granted deemed status by the Centers for 
Medicare and Medicaid Services 

• Clinical trials 
– FACT for programs that participate in the Cancer Trials Support 

Unit of the National Cancer, the Children’s Oncology Group, the 
Eastern Cooperating Oncology Group, and the Southwestern 
Oncology Group centres in  

– Indications that centres in CART trials being asked to have 
accreditation 

• EU Regulations – accreditation required for 
authorisation/licensing 
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Turkey 

Serbia 

Iceland 

Norway 
Russia 

Russia 

Belarus 

Ukraine 

Lebanon 

Syria 
Iraq 

Iran 

Armen. 

Azerbaijan 
Georgia 

Kazakhstan 

Croatia 

Denmark 

Sweden 

Finland 

Estonia 

Latvia 

Lithuania 

Poland 

Malta 

Cyprus 

Bulgaria 

Greece 

Slovakia 

Romania 

Hungary 

The Netherlands 

Spain 

Portugal 

United 
Kingdom 

Ireland 

Czech Rep. 

Austria Switzerland 

  

Germany 

JACIE & National Regulations 

France 

Italy 

Austria 

Belgium 
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IMPACT 
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WHAT WE DO WANT TO BE  
An initiative that impacts on patient survival 
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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% 24 

“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  
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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 
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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 
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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” 

31 

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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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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LinkedIn Group 

 

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