                       

RISK ASSESSMENT FORM

	Clinical Board:
	Specialist Services
	
	Location of Risk:
	UHW

	
	
	
	
	

	Directorate: 
	Haematology
	
	Date Form Completed:
	30/07/2025



	Risk Title 

	Risk to Wales associated with loss of JACIE accreditation by the South Wales Blood & Marrow Transplant (SWBMT) Programme.




	Description of Risk: 

	Cardiff & Vale University Health Board (CVUHB) is commissioned by NHS Wales Joint Commissioning Committee (NW-JCC) to provide cellular therapy services (BMT and CAR-T) for residents of South Wales, West Wales and South Powys via the South Wales Blood and Marrow Transplant (SWBMT) Programme.  JACIE accreditation is standard in Europe for cellular therapies (haematopoietic stem cell transplantation (HSCT) and chimaeric antigen receptor (CAR) T-cell (CAR-T) therapy. These standards mirror the FACT standards in North America and are published as a uniform set of FACT-JACIE standards.  

FACT-JACIE standards are validated with data showing that clinical outcomes in accredited centres outperform those of non-accredited centres (Gratwohl et al. Use of the quality management system “JACIE” and outcome after hematopoietic stem cell transplantation. Haematologica. 2014 May;99(5):908-15; Gratwohl et al. Introduction of a quality management system and outcome after hematopoietic stem-cell transplantation. J Clin Oncol. 2011 May 20;29(15):1980-6).  Consequently, centres outside of Europe and North America have adopted FACT-JACIE making them truly global standards for cellular therapy programmes.  Within the UK, including Wales (and therefore NW-JCC), JACIE accreditation is a prerequisite for commissioning and pharmaceutical companies will only release CAR-T products to JACIE-accredited centres.

The physical facilities of the adult Clinical Programme and Collection Facility on the CVUHB site are non-compliant with JACIE standards due to significant infrastructure and environmental deficiencies.  These were noted at two prior JACIE inspections in 2013 and 2019 and there has been no material change since those inspections.  

There are a number of individual concerns that are captured in detail  separate risk assessments, however to summarise key themes:

Inadequate inpatient infrastructure:
· Lack of ensuite facilities for immunocompromised patients.
· Insufficient isolation rooms with adequate air handling.
· Cramped and outdated ward environments.

Day unit and outpatient deficiencies:
· Lack of triage space and inadequate isolation facilities.
· Patients exposed to nosocomial infections due to shared spaces.

Ambulatory care limitations:
· Limited chair spaces and poor layout.
· Lack of adequate isolation facilities (currently only 1 cubicle) for patients receiving high-risk therapies.


These issues violate specific JACIE standards such as:
· B2.1: Designated inpatient unit with adequate space and air quality
· B2.2: Outpatient care area with infection control and privacy
· B2.3: Ambulatory setting with minimized airborne contamination
· B2.14: Health and safety risks to employees, recipients, donors, visitors and volunteers
· C2.1.1 to C2.3: Apheresis collection areas with proper environmental controls 

Should JACIE accreditation be withdrawn at the upcoming JACIE reinspection in September 2025, delivery of CAR-T would not be possible within Wales due to the withdrawal of CAR-T products by pharma and BMT would have to be decommissioned given current commissioning policy.  This would have a severe adverse impact on haematological cancer care across the SWBMT Programme catchment area, which accounts for ~80% of the Welsh population.  The significance of this is underlined by the fact that for many patients with haematological malignant and non-malignant conditions (such as bone marrow failure syndromes), BMT and CAR-T represent the only means of cure.  Patients in Wales would therefore be consigned to suboptimal clinical outcomes, including shortened survival, for conditions that are potentially curable.

Additionally, the SWBMT Programme is licensed by the Human Tissue Authority (HTA) for activities pursuant to the Human Tissue Act 2004 and the Human Tissue (Quality and Safety for Human Application) Regulations 2007 (as amended) [HTA Human Application Licence 11094].  Closure of the SWBMT Programme would invalidate the need for an HTA licence leading to the need for an alternative storage solution for the thousands of cellular therapy products currently cryopreserved within the SWBMT Processing Facility.

Surrender of the HTA licence and the absence of JACIE-accredited facilities would have wider clinical impact, involving all current clinical trials in acute myeloid leukaemia, acute lymphoblastic leukaemia, non-Hodgkin lymphoma, Hodgkin lymphoma, multiple myeloma and bone marrow failure syndromes, since the SWBMT Programme would not be able to support those trials as is currently the case.  
Putting research activity into context:
· Over the 5-year period January 2020 to December 2024, (which included the COVID-19 pandemic), the SWBMT Programme participated in over 50 trials, recruiting 587 participants.
· In November 2020, again at the height of the COVID-19 pandemic, the Wales Cellular Therapy Consortium was formed to bring together researchers across a wide range of disciplines to benefit from the excellent clinical database and virtually complete follow-up.  Grant income won with research partners between 2021 and 2024 totalled £3.4 million. 
· Commercial trial income for financial year 2024/25 alone amounted to £214,287.15.  

[bookmark: _Hlk205413709]Via its HTA licence, the SWBMT Programme currently supports several non-haematological cancer and non-cancer trials, particularly involving advanced therapies.  Without an applicable Human Application HTA Licence, trials currently ongoing, in an advanced stage of set-up or under consideration would cease, denying Welsh patients access to ground-breaking therapies currently unavailable on the NHS with loss of the opportunity to benefit from cost avoidance given that these therapies are provided free-of-charge within the clinical trial.  Examples include, but are not limited to:
· CARTITUDE-6: A phase III trial of CAR-T v standard-of-care (SOC) for patients with newly diagnosed multiple myeloma.  The SOC arm includes therapies not currently available on the NHS.  The SWBMT Programme was the first UK centre to open this trial.
· TILVANCE 301: A phase III trial of tumour infiltrating lymphocytes (TILs) with pembrolizumab v pembrolizumab alone for the first line treatment of patients with metastatic malignant melanoma.  This trial is in an advanced state of set-up.
· AMELIE: A phase I/IIb trial of autologous skeletal muscle-derived cell microcarrier combination for the treatment of faecal incontinence in women with obstetric anal sphincter injury.  This trial is in an advanced state of set-up with the site initiation visit scheduled for September 2025.
· An autologous CAR-Treg trial for patients at risk of developing (or early phase) type 1 diabetes mellitus.  Expression of interest declared by Cardiff on behalf of the Type 1 Diabetes UK Immunotherapy Consortium, with the aim of being the main recruitment centre for the UK.  The clinical, sociological and financial impact of preventing type 1 diabetes mellitus (and insulin usage) in a primarily young population needs no elucidation.
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	Controls in Place: 

	Haematology Directorate/Specialist Services Clinical Board

	1. Established Quality Management System (QMS): Regular audits, SOPs, and continuous improvement processes aligned with JACIE standards.

	2. Multidisciplinary Governance: Oversight by clinical, laboratory, and quality leads.

	3. Training and Competency Frameworks: Regular staff training and competency assessments.

	4. Participation in BSBMTCT and EBMT Registries: Enables benchmarking and outcome tracking.

	5. Clinical Excellence: Strong clinical outcomes and experienced multidisciplinary teams

	6. Ambulatory Care Model: Reduces inpatient pressure and improves flexibility.

	7. Weekly Planning Meetings: Intensive triaging to manage bed capacity and patient risk.

	8. Unscheduled care triage beds: Separate bedded area to triage and screen unscheduled care admissions prior to admission to haematology ward, reducing risk of nosocomial infection.

	9. Dedicated toilet/shower facilities: communal facilities designated for use by specific patients to reduce risk of nosocomial infection.

	Cardiff & Vale UHB

	1. Development of Business Case for new clinical facility for SWBMT Programme

	2. Continued engagement with Welsh Government regarding prioritisation of capital allocation for new facility

	3. Agreement from WG Capital and Estates team to attend JACIE accreditation visit to provide assurance regarding prioritisation

	4. Agreement to provide temporary accommodation to extend the Haematology Day Unit footprint
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	Gaps in Controls:  

	1. Infrastructure Deficiencies – inpatients:
a. Inadequate isolation facilities and air handling provision
b. Lack of ensuite facilities for transplant patients resulting in poor patient experience and increasing risk of nosocomial infections from shared communal areas/facilities
c. Overcrowded and outdated ward environment with poor physical fabric

	2. Infrastructure Deficiencies – day care:
a. Inadequate isolation and triage/screening facilities and air handling provision
b. Overcrowding and lack of appropriate waiting area
c. Insufficient space for volume of patients

	3. Infrastructure Deficiencies – outpatients:
a. Inadequate isolation facilities and air handling provision
b. Overcrowding and lack of appropriate waiting area
c. Insufficient space for volume of patients

	4. No approved capital scheme to rectify the infrastructure deficiencies 

	5. Limited mitigation within current clinical facilities at UHW




	Assurances: 

	1. Previous JACIE Accreditation: Demonstrates historical compliance.

	2. HTA Licensing: In place since 2007.

	3. Internal Quality Reports: Regular reporting to governance boards.

	4. Clinical Outcomes: Among the best in the UK despite infrastructure issues.

	5. Patient Outcome Monitoring: Through BSBMTCT, EBMT and internal KPIs.

	6. External Peer Reviews: Participation in national and international benchmarking.

	7. Prioritisation: Capital scheme prioritised by both the Health Board and Welsh Government

	8. Capital Scheme: Strategic outline case submitted to Welsh Government in 2023 – ongoing dialogue with WG who are supportive and have indicated prioritisation of capital scheme.





	Gaps in Assurance:  

	1. No material improvements since previous inspections and feedback

	2. No Contingency Plan: For service continuity if accreditation is lost.

	3. Limited Independent Oversight: Lack of external validation between accreditation cycles.




	Actions Required to reduce risk rating:  
	Action Lead
	Target Completion Date

	Secure agreement of Business Case route for capital scheme
	Welsh Government/Director Capital, Estates & Facilities
	Q2 2025/26

	Secure funding for capital scheme
	Welsh Government/Director Capital, Estates & Facilities
	Q2 2026/27

	Complete infrastructure updates to JACIE standards
	Director Capital, Estates & Facilities
	Q2 2027/28

	Implement interim infection control mitigations – e.g. reduce day centre overcrowding 
	Director Capital, Estates & Facilities
	Q2 2025/26



	Notepad:  

	






	Considering all of the information you have on the controls and assurances how would you rate the risk when the actions are completed (Target Risk Score):  

	
Consequence

	5
	
X
	
Likelihood
	2
	
=
	
Target Risk Rating
	10



	Main Risk Type: please tick one only

	Clinical Care/Quality
	Communication/PR
	Compliance with Standards
	Corporate Governance
	Estates

	Financial
	Health & Safety
	Information Governance
	Infection Control
	Legal

	Safeguarding
	Security
	Social Care
	Strategic
	Other – please specify:
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Appendix 1 – JACIE Standards


	JACIE Standard
	Requirement
	Unmet Issue

	B2.1
	Designated inpatient unit with appropriate location, space, and design to minimize airborne microbial contamination
	Inadequate isolation rooms, lack of ensuite facilities, outdated infrastructure

	B2.2
	Designated outpatient care area with infection control, isolation, and privacy
	Cramped outpatient clinics, no triage or isolation, exposure to nosocomial infections

	B2.3
	Ambulatory care area with appropriate space and design to minimize airborne contamination
	Poor layout, limited isolation, inadequate air handling

	B2.14
	Minimize risks to health and safety of employees, recipients, donors, visitors, and volunteers
	Exposure to infection, lack of hygiene facilities, overcrowding

	C2.1.1
	Collection area with adequate space and design to minimize airborne microbial contamination
	Apheresis area lacks proper isolation and air handling

	C2.1.2
	Defined areas to prevent mix-ups, contamination, or cross-contamination
	Shared spaces for donor apheresis (progenitor cell, MNC and MNC for CAR-T manufacture harvesting) and therapeutic apheresis

	C2.1.4
	Suitable space for confidential donor examination and evaluation
	No dedicated private space for donor evaluation

	C2.2
	Adequate lighting, ventilation, and access to sinks and toilets
	Limited facilities in day unit and ambulatory care

	C2.3
	Controlled environmental conditions to protect safety and comfort
	Poor infection control and patient comfort in shared areas
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KEEPING PEOPLE WELL
CARING FOR PEOPLE











