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1 Introduction

Agency need to replace existing Freeze-Drying Microscope, as the current unit is more than 10 years old. 
A replacement system/unit must be able to perform to the same or higher capability as the current unit.
It should be able to reproducibly determine the collapse and eutectic temperatures for a range of formulations and biological materials. Thus, allowing for the optimisation of lyophilisation cycles. 


[bookmark: _GoBack]The Agency wishes to purchase a new Freeze Drying Microscope.

A suitable freeze-drying Microscope unit should consist of:
1. A temperature controller, ideally with a temperature and pressure readout and a programmable profile function for full control of the system during analysis.
2. A digital camera with a specification of at least 2.3 million pixels and a 12-bit digital colour output.
3. A Liquid nitrogen pump and Dewar containing a twin pump mechanism for faster cooling.
4. A vacuum gauge with a pressure range from atmospheric to 10-4 mBar and a motorised valve. 
5. An imaging Station with articulated head for easy sample loading and cleaning, with dimmable LED source in combination with an efficient, custom-designed electronics module and polarised light filter. The lifetime of the LED should adequate such as but not limited to 60.000 hours and good to be maintenance free. Electrical power should be a maximum of 10.0W. The LED colour temperature ideally about 4500K.
6. A cryostage, such as but not limited to, FDCS 196 or equivalent.
7. A Workstation featuring minimum specification; Intel core i7 3.2GHz processor, 8GB RAM, 500GB hard drive, motherboard, Windows 10 (64 Bit), NET framework 4.0, USB 3.0 connection, HD Monitor, keyboard and mouse is preferable.
8. The temperature control, real-time digital video and measurement software should ideally have a live temperature and pressure information, allowing full monitoring and adjustment of experimental conditions, up to 80Gb file sizes with all captured images and experimental conditions and image compressors to create JPEG image files or AVI videos of the analysis.
9. Set-up, test and full system validation against a range of standard solutions with documented critical temperatures prior to dispatch. 
10. Ongoing support for interpretation of results as required and an image analysis software package that helps to minimise subjectivity in determining Tc and Teu is desirable.
Manufacturers would be required to demonstrate that their instrument can measure a range of standard solutions and their documented critical temperatures should be provided. Equipment size should be designed for benchtop and should not exceed: Width = 170cm (includes all the components), Depth = 60cm, Height = 100cm. A demonstration may be required as well as onsite installation and training if successful.
11. Our current microscope should be removed by the successful supplier for reuse as the Agency is a green organisation and we wish to minimise any environmental impact.

1.1 
a. How the machine/equipment was bought in the first place?
The original product was bought under a tender process.
b. Is there any servicing going to be needed? If so, we need to add these here.
Adhoc servicing will be carried out against the agency wide contract.
c. Are you planning to buy all the reagents in one go? 
n/a

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)(a) Where no tenders, no suitable tenders, no requests to participate or no suitable requests to participate have been submitted in response to an open procedure or a restricted procedure, provided that the initial conditions of the contract are not substantially altered.
· 32(2)(b) Where the works, supplies or services can be supplied only by a particular economic operator for any of the following reasons:
I. the aim of the procurement is the creation or acquisition of a unique work of art or artistic performance,
II. competition is absent for technical reasons,
III. the protection of exclusive rights, including intellectual property rights

· 32(5)(a) The products involved are manufactured purely for the purpose of research, experimentation, study or development, and contracts awarded do not include quantity production to establish commercial viability or to ecover research and development costs.
· 32(5)(d) For the purchase of supplies or services on particularly advantageous terms, from           either a supplier which is definitively winding up its business activities, or the liquidator in an insolvency procedure, an arrangement with creditors, or a similar procedure under national laws or regulations.
	
2.1 Provide an explanation why this procedure was chosen.
After early market engagement, it was confirmed only one supplier able to supply this bespoke equipment. 
2.2 Insert a brief description of any benchmarking exercise and opportunities to enable value for money.
A Contracts Finders Notice was issued. Zeiss registered their interest however they were unable to provide the equipment needed. 

3 Costings

	Item
	Cost
	Years Required
	Total
	Notes

	Cost of Purchase (Capital Cost)
	£43,420
	
	£43,420
	

	Software Upgrade
	£4,000
	Excepted twice during the life of the equipment
	£8,000
	

	Operate Costs / Consumables
	£600
	For the life of the equipment
	£6,000 approx.
	



4. [bookmark: _Toc518913855]Approvals
[bookmark: _Toc518913856]Agency approvals
	What approvals have already been made through Agency business processes.
	The Agency’s Investment Board have approved the current funding, on receipt of the bid end user will write full business case (FBC) including business justification

	Business Case Ref number
	To be added

	Financial limits and restrictions
	£43,420


[bookmark: _Toc518913857]Cabinet Office Controls
	Do CO Controls apply?
(See SOP on INsite)
	No

	If yes which control applies?
	n/a

	Control Ref number
	n/a

	Financial limits and restrictions
	n/a


[bookmark: _Toc518913866]Proposed Length of Contract
Initial Contract:  10 years
Potential Extensions:  5 extensions x 12 months each
[bookmark: _Toc518913868]Terms and Conditions of Contract
The agency’s Terms and Conditions will be used
5. Savings
What savings have we achieved? What is the degree of certainty we have on the total savings figure?
Biopharma offered a large discount of £11,600 as they will be buying back existing parts.
Embed both FBC and invoice

Savings Type
	Operational Transformation Benefits Definition
	Equivalent Definition(s) in Bravo

	Benefit Type
	Benefit Category
	Ref
	Investment in the project or programme will …
	

	Cashable
	Revenue Increase
	C1
	… result in MHRA receiving more income
	· n/a

	Cashable
	Cost Reduction
	C2
	… reduce committed expenditure allowing achievement of, or reduction in, departmental budgets
	· Procurement Savings
· Cost Avoidance Savings
· Price negotiation
· Rationalisation Savings
· Policy reduction costs
· Demand reduction

	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
	Improving the Working Environment
	NC3
	... measurably improve the working environment and/or wellbeing of staff (whether permanent or temporary)
	· Quality increases




6. Approvals
	Name
	Position
	Signature
	Date

	Rosemary Tongue
Divisional Resource Manager
TDI
	SRO
	[image: ]
	21/08/2019

	Nawaz Habib
Procurement Manager
F&P
	Procurement Representative
	[image: ]
	21/08/2019

	Paul Matejtschuk
Principal Scientist & section Head
TDI
	Senior User/Contract Owner
	[image: ]
	21/08/19

	Chinwe Duru
Scientist
TDI
	End User
	
	

	Charles Ohai
Health and Safety Advisor
	Operations
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	21/08/2019
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