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What is JACIE 

• Internationally agreed standards of care for haematology stem 
cell transplantation and cellular therapy 

– Clinical 

– Collection 

– Processing 

– 4 yearly cycle 

– Quality standards 



Why JACIE 

• Demonstrates best practice 

• Improves patient outcomes 

• Demonstrates quality service to: 

– Patients 

– Researchers 

– Pharmaceutical sector 

– Commissioners 



Demonstrating compliance 

• Quality management system 

– Policies and SOPs 

– Training 

– Audits 

– Incidents and deviations 

– Change control 

• Governance Structure 

• Keeping practice up to date 

– Clinical trials  

– Update policies/SOPs every 2 years 

 



What are immune effector cells 

• Cells used to modulate or elicit an immune response 

– dendritic cells 

– natural killer cells 

– B cells 

– T cells 

• Chimeric antigen                                                                                                  
receptor T cells                                                                                                         
(CAR-T cells) 



Immune effector cell demands 

• Unique logistics 

– New systems 

– Increased chain of custody 

• Unique toxicity profiles 

• Other factors 

• Regulators 



JACIE’s immune effector cell standards 

• Created in the US due to rapid progression of IEC therapies  

• JACIE 

– Edition 6.01 incorporated into edition 7 

– CAR-T therapy 

• Standards 

– 43 specific IEC standards 

– Chain of custody 

– Toxicity management – training and SOPs 

– Outcome and follow up reporting 

 



Regulation considerations 

Extensive regulations 

 Patient follow up 
and data 
collection: 
GDPR 

Patient care: 
NICE guidelines 

Product 
distribution and 
receipt: 
HTA 
GMP 
GCP 

Manufacturing: 
GMP 
HTA 

Apheresis: 
HTA 

Identifying 
patients: 
NICE guidelines 
MDT’s 

NHS England CAR-T services specifications 
NHS England requirements for critical care and haematology transplantation 

MHRA ATMP directive and regulations 
JACIE 



Why is JACIE important for immune effector cells 
Processes key to 

success 

Key steps in 
process and 

JACIE guidance 

Variables 
involved in IEC 

therapies 

Education and communication Chain of custody 

Patient follow up 
and data collection Patient care 

Product distribution 
and receipt 

Manufacturing Apheresis 
Identifying 

patients 

How JACIE helps 

Communication 
between teams 

Communication 
between teams 

Unique 
toxicities 

Third party 
responsibility 

Procedure 
Responsibility and 

procedures 

Governance 
structure. 

Communication. 

Risk 
management. 

SOPs. 
Training. 

SOPs. 
Risk 

Management. 
Training. 

Third party 
agreements. 

Chain of custody. 
SOPs. 

Training. 
Pathways. 

Governance structure. 
SOPs. 

Chain of custody. 

SOPs. 
Training. 

Adapted from: Maus et al. (2017) The why, what, and how of the new FACT standards 
for immune effector cells. Journal for ImmunoTherapy of Cancer pp 5:36.  



Current models of practice 

The Christie NHS Foundation Trust 

• NIHR Manchester Clinical Research Facility – JACIE clinical 
facility 

 

• Process 

– Gap analysis 



Current models of practice 

• Key experiences 

– Shared learning 

– Education 

– Increased capacity 

– Specific trial understanding 

– Communication 

• Why JACIE was important 

– Underpins requirements for IEC’s 

– Governance and coordination 

– Key document requirements 

 

May not be appropriate for all 



Future Landscape 



Future Landscape 

• Edition 8 of the JACIE standards – March 2021 

– 2019 survey 

 

• US model 

– Separate immune effector cell standards 


