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Ar Gyfer Penderfyniad/For Decision 

 

ADRODDIAD SCAA 
SBAR REPORT 

Sefyllfa / Situation  
 
The Aseptic Project is an interim solution for the Hywel Dda University Health Board (HDdUHB) 
to continue to deliver safe, sustainable aseptic services in advance of the opening of the South 
West Regional Aseptic Unit under the Transforming Access to Medicines (TrAMS) Programme. 
 
This report provides an update on the Aseptic project and provides assurance that the 
Business Justification Case (BJC) is being robustly reviewed. A previous review was 
undertaken between December 2022 and September 2023 of the Aseptic BJC (based on 
budget cost estimates) which was scrutinised by the Health Board’s internal scrutiny process, 
concluding with submission to Board in January 2023 and subsequent onward submission to 
Welsh Government (WG) for scrutiny. Currently, the BJC (based on robust tender costs) and 
appendices, see Attachment 1 is undergoing the Health Board’s internal scrutiny process to 
gain approval for onward final submission to WG. The scrutiny journey is shown below: 
 
➢ Aseptic Stakeholders (Internal and TrAMS) Review – 3 January 2025 - completed;  
➢ Aseptic Project Group – Review - 3 January 2025 - completed; 
➢ Executive Team – Review 8 January 2025 - completed; 
➢ Strategic Development & Operational Delivery Committee (SDODC) Chairs Action – 10 

January 2025 - completed; 
➢ University Health Board – Review 30 January 2025 – to be completed. 
 
This report provides the Board with an overview of the BJC and seeks the Board’s approval of 
the BJC for onward submission to Welsh Government (WG) for further scrutiny and approval. 
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Cefndir / Background 
 
In 2018, Clinical Pharmaceutics and Technical Services (CPTS) carried out an audit of all 
aseptic units in Wales. The University Health Board’s three units at Withybush General Hospital 
(WGH), Bronglais General Hospital (BGH) and Glangwili General Hospital (GGH) were 
classified as ‘high-risk critical’. The GGH unit closed in December 2018.  
 
In 2019 the University Health Board submitted a Business Justification Case (BJC) to Welsh 
Government (WG) for the consideration of securing capital funding in the region of £10m to 
establish a stand-alone Aseptic and Radiopharmacy Unit on the WGH site.  
 
Since then, Radiopharmacy services have been transferred to Swansea Bay University Health 
Board (SBUHB) and WG has approved the TrAMS programme to transform the facilities in 
which NHS Wales procures, produces and delivers pharmaceutical aseptic and radiopharmacy 
products.  Discussions between the Health Board and the Chief Pharmaceutical Officer for 
Wales, the Director for TrAMS and WG Capital Team concluded that an interim solution was 
required in advance of, and to be aligned to, the development of the South West Regional 
Aseptic Unit under the TrAMS Programme of work. 
 

Asesiad / Assessment 
 
The aim of the Aseptic Project is to deliver an interim solution for the University Health Board to 
continue to deliver safe, sustainable aseptic services in advance of the opening of the South 
West Regional Aseptic Unit under the Transforming Access to Medicines (TrAMS) Programme 
by: 
 
➢ Constructing a new demountable unit at WGH; 
➢ Decommission and refurbish the current aseptic unit at WGH as a cold storage area; 
➢ Decommission and refurbish the aseptic unit at BGH for use as pharmacy clinical support 

space. 
 
Strategic Case: 
 
Case for Change: 
Between 2021 and 2023, the number of cancer treatments requiring aseptic preparation 
administered at HDdUHB has increased from 12,718 to 16,648 (an average of 14% each year). 
This increase in demand for aseptically produced medicines such as cancer treatment is due 
to: 
 
➢  Our ageing population. 
➢  New medicines and technologies. 
➢  Reduction in capacity and capability to prepare medicine at the bedside. 
 
In February 2024, an audit carried out by the national Quality Assurance Lead Pharmacist 
confirmed the units at WGH and BGH to be deemed a high risk to patient safety as the facilities 
do not meet regulatory standards. This is reported in the University Health Board’s Corporate 
Risk Register number 1810, along with mitigating actions currently being undertaken to 
manage this. If this issue is not addressed and the units fail, the University Health Board will 
need to outsource all aseptic requirements. This will have a significant negative impact on 
patient care, due to the fragility of external providers with a consequent impact on compliance 
with cancer treatment targets, as well as an estimated additional annual outsourcing cost of 
£0.824m with increased risk to service delivery as there is currently no other viable alternative 
option available to source cancer treatments for Health Board patients without a functioning 



 

Page 3 of 11 

aseptic unit. The impact of failed or forced closure of the WGH aseptic unit would mean the 
University Health Board being unable to prepare chemotherapy for cancer treatments and 
being entirely reliant on outsourcing at higher cost. Each year this would result in: 
 
➢ £0.824m per annum additional costs for procuring cancer drugs; 
➢ Delayed or cancelled cancer treatments due to outsourcing service issues; 
➢ Over 500 cancer treatments not being administered in HDdUHB (treatments which cannot 

be outsourced and need local preparation 
 
The business need is therefore an aseptic unit(s), compliant with current and anticipated future 
regulatory standards, which could assist the Health Board to reduce its requirement to 
outsource, until the South West Hub becomes operational under the TrAMS Programme. The 
Project also provides the University Health Board with an opportunity to meet further business 
needs for additional clinical pharmacy space, to provide efficiencies in service delivery and 
estate usage, through the refurbishment of BGH and WGH aseptic units. 
 
Drivers – Spending Objectives – Benefits.  
 

 
 

Note: Swansea Bay University Health Board do not currently have the capacity to support 
Hywel Dda, as their Pharmacy and Chemotherapy Day unit are experiencing internal capacity 
issues. Having an aseptic unit that complies with regulatory standards at Hywel Dda could 
increase the likelihood of Hywel Dda being able to support Swansea Bay in the future. 
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Key Project Business Risks   
 

 
 
Key Project Service Risks: 
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Key Project Constraints: 
 

 
 
Key Project Dependencies: 
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Economic Case. 
 
Critical Success Factors. 
 

 
 
Options Analysis. 
 
Options considered and discounted: 
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Preferred Option: 
 

 
 
 
Commercial Case. 
 
Procurement Route: 
 
The procurement route for all goods, services and works pertaining to the Aseptic project will 
comply with Hywel Dda Standing Orders and Standing Financial Instructions and ensure due 
regard to statutory requirements (including Public Contract Regulations), WG and central 
government policy and Audit Commission guidelines are followed. 
 
Outputs:  
 
➢ Phase 1: WGH Enabling Work; 
➢ Phase 2: WGH Provide New Demountable Units. One for designated aseptic processes, 

and the smaller unit for clinical support and storage; 
➢ Phase 3: WGH Decommissioning of the current aseptic unit and refurbishment as cold and 

ambient storage; 
➢ Phase 4: BGH Decommissioning of the aseptic unit and refurbishment as clinical pharmacy 

and support space. 
 
Contracting Arrangements: 
 
➢ The NHS Wales Terms and Conditions for Contract for Good or Services will normally form 

the basis of any contract entered into with suppliers unless otherwise agreed.  
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➢ The University Health Board used the NHS Wales Standard Contract for procuring the 
isolators. 

➢ The University Health Board used Construction Frameworks for Swansea Bay and Hywel 
Dda University Health Boards (CAP-OJEU-91888) Framework Lot 4 West: Hywel Dda 
University Health Board - £200k to £2million. 

 
Payment Terms: 
 
➢ Payment terms will be relevant to the procurement and will be determined by the terms and 

conditions under the framework. Payment terms for isolators and any other equipment 
procured separately will include part payment 30 days from receipt of the equipment and 
balance upon commissioning of the equipment. 

➢ The University Health Board will also require whole life warranties for the demountable and 
equipment. 

➢ Phases 1,2,3 and 4, the health board will be protected when entering the construction 
phase of the project via a legal agreement. The contract being administered by the health 
board’s appointed quantity surveyor's is a JCT Intermediate Form of Contract (IFC) 2016. 
The contract ensures the work is clearly defined and costed with interim valuations and 
payments to verify works have been completed in accordance with the contract terms. As 
the works progress, a retention is held from the valuations. This retention is 2.5% at 
practical completion, the following 2.5% retention is released one year after practical 
completion. A year defects period provides the contractor an incentive to return to rectify 
defects. 

 
 
Financial Case. 
 
Funding and Affordability – Capital and Operating Costs for Preferred Option: 
The University Health Board is seeking funding only for the capital costs element of the 
Project on the Forecast Project Out-turn Cost based on tender costs DAF v.17 of £3,962m 
(post-VAT recovery). This includes a risk allowance of 7.5%. Plus provisional sums of 15% 
planning contingency and 2% cost indices.   
 
Recommended Option Capital Expenditure: (£’m) 

 

The total annual operating costs are estimated at £23k which will be offset by a reduction in 
outsourcing costs due to the ability to produce additional products in-house.  
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Recommended Option Capital Expenditure: (£’m)

 

The cost savings net impact is currently forecast to be a saving of £33k. Further efficiencies 
may become evident once the unit is in operation through a reduction in outsourcing and being 
able to deliver a more robust service in a modern, compliant facility; however, these will need to 
be assessed over time. 
 
Recommended Option Cost Savings: (£’m) 

 
 
Management Case. 
 
Delivery Arrangements 
 
Project management: 
 
➢ The Project will be undertaken in line with NHS Infrastructure Investment Guidance and 

using established project management methodology. 
➢ The University Health Board set up the Aseptic Project Group (the Project Group) on 23 

June 2022. The Project Group is responsible for good management and governance of the 
Project, to ensure its delivery within available resources, on time and to agreed service 
model specifications and that the Spending Objectives are met.  

➢ The Project Group is accountable to the SRO, being the Director of Primary Care, 
Community and Long Term Care; and the Project Director, being the Clinical Pharmacy 
Lead for Patient Services. The Project Group reports to SDODC through the Capital Sub-
Committee (CSC). 
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Implementation Plan 
 

 
 
Under the TrAMS programme, the Health Board’s aseptic production will transfer to the South 
West Hub; however, TrAMS has an aspiration timescale for delivery of 2027, but as yet no 
site has been selected and the business case is yet to be developed.  This timescale is likely 
to slip, and poses a potential risk to patients in the Health Board.  
 

Argymhelliad / Recommendation 
 

The Board is requested to APPROVE the Aseptic Business Justification Case (BJC) for 
onward submission to Welsh Government for further scrutiny and approval.   
 

 

Amcanion: (rhaid cwblhau) 
Objectives: (must be completed) 

Cyfeirnod Cofrestr Risg Datix a Sgôr 
Cyfredol: 
Datix Risk Register Reference and 
Score: 

A project risk register is held and managed by the 
Project Group.  Risks are summarised under the 
assessment section of this SBAR. 

Parthau Ansawdd: 
Domains of Quality 
Quality and Engagement Act 
(sharepoint.com) 

1. Safe 
2. Timely 
4. Efficient 
1. Safe 

Galluogwyr Ansawdd: 
Enablers of Quality: 
Quality and Engagement Act 
(sharepoint.com) 

1. Leadership 
Choose an item. 
Choose an item. 
Choose an item. 

Amcanion Strategol y BIP: 
UHB Strategic Objectives: 
 

3. Striving to deliver and develop excellent services 
5. Safe sustainable, accessible and kind care 
6. Sustainable use of resources 
Choose an item. 

Amcanion Cynllunio 
Planning Objectives 

4 Planned care, diagnostics and cancer Recovery 
Choose an item. 
Choose an item. 
Choose an item. 

https://nhswales365.sharepoint.com/sites/HDD_Nursing-assurance-and-safety/SitePages/Quality-and-Engagement-Act.aspx
https://nhswales365.sharepoint.com/sites/HDD_Nursing-assurance-and-safety/SitePages/Quality-and-Engagement-Act.aspx
https://nhswales365.sharepoint.com/sites/HDD_Nursing-assurance-and-safety/SitePages/Quality-and-Engagement-Act.aspx
https://nhswales365.sharepoint.com/sites/HDD_Nursing-assurance-and-safety/SitePages/Quality-and-Engagement-Act.aspx
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Amcanion Llesiant BIP: 
UHB Well-being Objectives:  
Hyperlink to HDdUHB Well-being 
Objectives Annual Report 2021-2022 

4. Improve Population Health through prevention and 
early intervention, supporting people to live happy and 
healthy lives 
Choose an item. 
Choose an item. 
Choose an item. 

 

Gwybodaeth Ychwanegol: 
Further Information: 

Ar sail tystiolaeth: 
Evidence Base: 

Compliance with QAAPS 2016 standards. 

Rhestr Termau: 
Glossary of Terms: 
 

Included in the body of the report. 

Partïon / Pwyllgorau â ymgynhorwyd 
ymlaen llaw y Cyfarfod Bwrdd Iechyd 
Prifysgol: 
Parties / Committees consulted prior 
to University Health Board: 

Aseptic Project Group Key Leads 
UHB Key Leads 
Senior Responsible Owner 
Project Director 
TrAMS Board 
Executive Team 
SDODC (Chair’s Action) 
 

 

Effaith: (rhaid cwblhau) 
Impact: (must be completed) 

Ariannol / Gwerth am Arian: 
Financial / Service: 

Minimise the risk of negative financial impacts Included in 
the body of the report. 

Ansawdd / Gofal Claf: 
Quality / Patient Care: 

Reduce the risk of negative impacts on patient care by 
providing a safe, sustainable aseptic service solution until 
services can be transferred to facilities to be provided 
under the TrAMS Programme. 

Gweithlu: 
Workforce: 

No additional workforce costs are anticipated as a result of 
this development. 

Risg: 
Risk: 

Included within the body of this report. 

Cyfreithiol: 
Legal: 

Not Applicable. 

Enw Da: 
Reputational: 
 

Reputational risk arising from failure to, for example: 
• Meet required timescales. 
• Achieve quality standards. 
• Meet patient needs. 

Gyfrinachedd: 
Privacy: 

Not Applicable. 

Cydraddoldeb: 
Equality: 

Equality Impact Assessment screening has been 
undertaken and, at this stage, does not indicate adverse 
impacts for protected groups. 

 

https://hduhb.nhs.wales/about-us/governance-arrangements/the-well-being-of-future-generations-wales-act/well-being-of-future-generations-act-links-and-documents/wfga-annual-report-2021-22/
https://hduhb.nhs.wales/about-us/governance-arrangements/the-well-being-of-future-generations-wales-act/well-being-of-future-generations-act-links-and-documents/wfga-annual-report-2021-22/

