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1 Introduction 

 
1.1 Brief Description. 

NIBSC is the UK OMCL (Official Medicines Control Laboratories) for biological medicines and is responsible 

for Control Testing Covid-19 vaccines for the UK.  One of the leading Covid-19 vaccine candidates requires 

an RNA fragmentation test to be carried out to confirm its integrity.  This test requires a fragment analyser 

instrument capable of RNA analysis.  It is proposed to purchase the same machine as the vaccine 

manufacturer to facilitate method transfer and avoid the need for in-house validation of the method at NIBSC 

which would significantly extend timelines.  Therefore, this contract Direct Award recommendation is with 

Agilent for the lease/rental (via Bios Analytique Ltd) of their Agilent 5300 Fragment Analyser and associated 

equipment and software for 24 months with the option to return, purchase outright or extend the lease 

agreement after 2 years. 

 

The FBC is approved. 

 
This project aligns with the Agency Corporate Plan and strategy, specifically supporting the first two 
objectives: 
 
Objective 1: We will protect public health and promote patient safety by ensuring the safety, efficacy and 
quality of medicines and health care products in the UK and internationally, including: 

• with Government and strategic partners, we will deliver our statutory functions to protect public 
health and ensure the safety and quality of medicines and health care products in the UK 

• we will enhance our public health impact through building stronger partnerships, collaboration and 
engagement across the UK healthcare sector to improve clinical practice and protect public health 
Objective 2: We will support and enhance innovation and accelerate routes to market to benefit public health 
and be a magnet for life sciences. 

 

1.2 Introduction is to provide a concise summary of why we are intending to direct award a contract 
and to request approval of the recommended option.  

 
 
The Agilent fragment analyser system, from Agilent, is the only one validated for the capillary electrophoresis 

method that we require to follow for batch release testing as per SOP (Standard Operating Procedure) from 

the vaccine manufacturer. 

 There are other fragment analysers on the market, but this make, and model, is used by the vaccine 

manufacturer and they have validated all their release methods to this machine. Given the urgency around 

deployment of pandemic vaccines there is the need for NIBSC to use the same make and model fragment 

analyser as the manufacture. 

Discussions with this manufacturer have indicated that alternative machines may perform differently. This 

being the case, to allow NIBSC to carry out the method transfer as quickly as possible, and avoid lengthy 

and costly in-house validation, with the potential for delays to the vaccine testing programme, it is essential 

that we use exactly the same machine. Furthermore, given the urgency around deployment of pandemic 

vaccines and the need for NIBSC to use the same make and model fragment analyser as the manufacture, 

regulation 32(2)(c) under the Public Contract Regulations 2015 applies. 

This piece of equipment is essential for testing one of the potential Covid-19 vaccines that the UK has 

sourced.  It is essential that the same make and model is purchased as is used by the manufacture to allow 

the methods to be transferred to NIBSC seamlessly.  If an alternative supplier was used it would add 

considerable time and complexity to the method transfer with a risk that the UK would not be ready to 

implement batch testing when the vaccine is ready for deployment.  In addition, the option of contracting the 

work out to another laboratory is not feasible due to the quality management system requirement and the 

time taken to set up the relevant contracts and carry out the required audits.   
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The Agilent fragment analyser system is only available via Agilent. Please see below a sole source letter 

from Agilent. 

 

 

Details of the validated method and requirements for this specific system are stated below under Standard 

Operating Procedure (SOP) disclosed by the vaccine manufacturer. SOP – equipment and consumables 

stated under section 7. Method/procedure under section 8. Since this SOP is 21 pages long only the relevant 

sections were copied into this sourcing strategy. Full SOP available on request. 
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This is a new item of equipment that is required very urgently to support UK OMCL Batch Release of Covid-

19 vaccines.  Given the criticality and urgency of procuring this equipment SMT have agreed by e-mail that 

funds from the New Equipment Portfolio can be used for this item of equipment.  Limited funds will be required 

from this budget as it is intended to lease the equipment in the first two years in case this capability is not 

required long term. 

Funds are available within thproject code 111119/30 and/or Divisional budget to cover the rent from now till 

Mar 31st .Additional revenue funds will need to be identified for FY 2021-2022 and money will need to be 

allocated in the Capital Budget to purchase the machine if it is still required in FY 2022 – 2023. 

Running costs are estimated to be £6,660 per annum, £555 per month, but this is a best guess as the number 

of batches that could be sent to NIBSC for testing has not yet been finalised. All figures are inclusive of VAT 

(45% VAT recovery rate). 

 

The equipment will fit within an existing laboratory and does not need any alterations or additional services 

added. 
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Business has acknowledged the above risks and decided to proceed. 

 

2 Justification for use of the negotiated procedure without prior publication 

It is proposed to direct award this contract under the following section of the PCR2015, Regulation 32 

 

• 32(2)(c) For reasons of extreme urgency brought about by events unforeseeable by the 
contracting authority, the time limits for the open or restricted procedures or competitive 
procedures with negotiation cannot be complied with.  

 
 

  



Lease with the view to purchase a Fragment Analyser  and P_5872 

Page 9 of 22 

 

3 Costings 

The lease cost will be £2,063.49 per month (including maintenance) for 24 months with the option to 

return, purchase outright or extend the lease agreement after 2 years. All figures are inclusive of VAT 

(45% VAT recovery rate). Currently there is an option to purchase the equipment at the end of 2 years 

for £14,626.47 plus maintenance, £8,650.01 for maintenance contract for 2 years. All figures are 

inclusive of VAT (45% VAT recovery rate) as stated under Business Case. 

 Item Cost Years Required Total Notes 

Cost of Purchase 
(Capital Cost) 

£2,063.49 per 
month, including 
maintenance 

 £49,523.76  

Maintenance / 
Servicing 

Included for the 24 
month rental 

24 month rental Included  

Operate Costs / 
Consumables 

£6,660 per annum 24 month rental £13,320  

 

4. Approvals 

4.1. Agency approvals 

What approvals have already been 
made through Agency business 
processes. 

Full Business Case (FBC) pending approval 

Business Case Ref number  

Financial limits and restrictions  

4.2. Cabinet Office Controls 

Do CO Controls apply? 
(See SOP on INsite) 

 

If yes which control applies?  

Control Ref number  

Financial limits and restrictions  

4.3. Proposed Length of Contract 

Initial Contract:  24-month rental to include maintenance 

Potential Extensions: Potential purchase following end of rental period. This will depend on current 
requirement and guidelines. 

4.4. Terms and Conditions of Contract supplier quoted down payment as 1st quarterly rent paid in advance. 

At the end of the rental period, equipment can be purchased for its residual value £13,177.00 + VAT 
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5. Savings 
No capital outlay for 2 years or maintenance costs. Have the option to return the machine at the end of 2 

years if no further batches received. Have the option to extend the rental for longer period. Have the option 

to purchase with a reduced Capital outlay, reduced from £55,500.44 to £14,626.47 + maintenance costs 

following end of rental period. All figures are inclusive of VAT (45% VAT recovery rate) as stated under 

business case. 
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. 
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Savings Type 

Operational Transformation Benefits Definition 
Equivalent 

Definition(s) in 
Bravo 

Benefit 
Type 

Benefit Category Ref 
Investment in the 
project or programme 
will … 

Non-
cashable 

Service 
Enhancement 

NC2 

… result in measurable 
improvements to the 
quality of services 
provided to customers 
(whether internal or 
external) and/or to our 
efficiency in delivering 
them 

• Quality increases 

Non-
cashable 

Risk Mitigation NC4 
… measurably reduce 
the likelihood or impact 
of documented risks 

• Quality increases 

• Rationalisation 

Savings 

 

6. Approvals 

 

 

 

 

 

 

 

 

 

 

Name Position Signature Date 

Penny Carter SRO/Budget Approval Approved via email 21st Oct 2020 

Marta Silva End User/Contract Owner Approved via email 
21st October 

2020 

Aun Bhatti Commercial Representative Aun Bhatti  
21st of 

October 2020 

Catherine Norris Commercial Representative Catherine Norris 22nd October 
2020 

Derrick Murray Commercial Representative Approved via email 
27th October 

2020 
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