National Microbiology Framework

Schedule 7 - Ordering Procedure, Award Criteria and Order Form

Appendix 1

National Microbiology Framework Agreement

FROM

Order Form — C333955

Authority:

UK Health Security Agency

Invoice address:

All invoices must be sent, quoting a valid purchase order number (PO
Number),to: IR

UKHSA Billing Address:
Accounts Payable;

UK Health Security Agency,
Manor Farm Road,

Porton Down,

Salisbury,

SP4 0JG

UKHSA VAT No: GB888851648

Contract Manager: Name:
Phone:
E-mail:
Secondary Contact: | Name:
eg. business Phone:
operational E-mail:
contact, project
manager
Name:
Procurement lead Phone:
E-mail:
Name and address | Name:

for notices: Address: UK Health Security Agency, 10 South Colonnade. London. E14
4PU.
Internal reference | To be quoted on all correspondence relating to this Order Form:

(if applicable):

Contract Reference: C333955

TO
Supplier: Roche Diagnostics Ltd
Company Number: 00571546
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Registered Address:

Roche House
Charles Avenue
Burgess Hill
West Sussex
RH15 9RY

Contract Manager: Name:
Phone:
E-mail:

Name and address | Name: || NN

for notices:
Address:

Roche House
Charles Avenue
Burgess Hill
West Sussex
RH15 9RY
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Applicable terms and conditions

The following terms and conditions are applicable to the Contract for this Order:

Appendix A | Call-off Terms and Conditions for the Supply of Applicable to this
Goods and the Provision of Services Contract
Appendix B | Optional Additional Call-off Terms and Conditions I licable if
for Installation and Commissioning Services t%is(obnoz Iasp Z:gzke%')
Appendix C | Optional Additional Call-off Terms and Conditions [] (only applicable if
for Maintenance Services this box is checked)
Appendix D | Optional Additional Call-off Terms and Conditions : :
for Bespoke Research, Development and tEh]i s((::::x ?spgt:':;? ;?j Iafn d
Manufacturing Requirements ta Sio extint tho
applicable terms are
included in Annex A
(Order Specific Key
Provisions))
Appendix E | Optional Additional Call-off Terms and Conditions ] (onl i i
y applicable if
for Reagent Rental this box is checked)
Appendix F | Optional Additional Call-off Terms and Conditions onlv abolicable if
for Managed Equipment Services t%s( boi isp 2hecked)
Appendix G | Optional Additional Call-off Terms and Conditions [ ( . :
i : : : X only applicable if
for Clinical Laboratory Diagnostic Testing Services this box is checked and
to the extent the
applicable terms are
included in Annex A
(Order Specific Key
Provisions))
Appendix H Further Optional Additional Call-off Terms and (only applicable if one
Sanetfions or more boxes are
Each of the following clauses in Appendix H is only checked)
applicable to this Contract if the relevant box is checked:
1. TUPE applies at the commencement of the (]
provision of Services
2. TUPE on exit ]
3. Different levels and/or types of insurance ]
4. Induction training for Services ]
5. Further Authority obligations =
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6. Assignment of Intellectual Property Rights in ]
deliverables, materials and outputs of the
Services
7. Inclusion of a Change Control Process []
8.  Authority step-in rights []
9. Guarantee []
10. Termination for convenience []
11. Pre-Acquisition Questionnaire []
12. Time of the essence (Goods) []
13. Time of the essence (Services) []
14. Specific time periods for inspection ]
15. Specific time periods for rights and remedies ]
under Clause 3.6 of Schedule 2 of Appendix
A
16. Right to terminate following a specified u
number of material breaches
17. Expert Determination X
18. Consigned Goods []
19. Improving visibility of Sub-contract ]
opportunities available to Small and Medium
Size Enterprises and Voluntary, Community
and Social Enterprises
20. Management Charges and Information []
21. COVID-19 related enhanced business (]
continuity provisions
22. Buffer stock requirements []
23. Modern slavery 4

The additional Order Specific Key Provisions set out at Annex A

(Order Specific Key Provisions) to this Order Form shall also apply

to this Contract.

< (only applicable if
this box is checked)
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1. CONTRACT DETAILS

(1.1) Commencement Date: The Contract shall commence on the date of signature by the
Authority.

(1.2) Services Commencement Date (if applicable): Not applicable.

(1.3) Contract Price ((i) breakdown and (ii) payment profile):

1.3.1 The maximum value of the Goods that can be ordered under this Contract is £115,603.74
(one hundred and fifteen thousand, six hundred and three pounds and seventy-four pence)
only (excluding VAT). (the “Contract Price”). Full details of the Contract Price are
contained in Annex B- Contract Price Breakdown, below. For the avoidance of doubt, the
Authority is not required to order Goods up to the full Contract Price.

(1.4) Term of Contract:

1.4.1 The Contract shall commence on the date the Order Form is signed by the Authority (the
“Commencement Date”) and shall, unless terminated earlier, or extended, in accordance
with its terms, expire on 315t March 2025 (the “Term”).

(1.5) Term extension options:

Not applicable.

2. GOODS REQUIREMENTS

(2.1) Description of the Goods:

The Supplier shall provide the Goods as stated in Annex B- Contract Price Breakdown.

(2.2) Premises and Location(s) at which the Goods are to be provided:
The Goods shall be delivered by the Supplier in accordance with the following instructions:

a) The Goods shall be delivered to the Authority at the following address (“Premises
and Location”):

UK Health Security Agency
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Manor Farm Road
Porton Down
Wiltshire

SP4 0JG

b) All planned deliveries of the Goods shall be pre-advised by the Supplier to the
Authority’s primary delivery contact known as the “Secondary Contact”) at least 2
(two) Business Days prior to shipping:

Name: NN
Phone: NN
E-mail: I

Deliveries must be made between the hours of 08:00 to 16:00 on a Business Day.

c) The Supplier shall ensure that all Goods are labelled with the PO number, product

description, part number, volume, batch number, storage requirements and barcode.

d) Delivery of the Goods shall be considered to have occurred when the Secondary
Contact or other authorised representative of the Authority at the Authority’s Premises
and Locations has signed the delivery note, as required in clause 2.3 of the Call-Off
Terms and Conditions, confirming receipt stating the satisfactory delivery of the Goods,

has taken place.

(2.3) Key personnel of the Supplier to be involved in the delivery of the Goods:

Name: NS

E-mail:

(2.4) Performance standards:
Not applicable.

(2.5) Quality standards:

2.5.1 If the Goods are deemed to be Defective Goods by the Authority, the Authority, at its sole
discretion, shall provide a written notice to the Supplier in accordance with Schedule 2, Clause 3
of the Call-Off Terms and Conditions.

(2.6) Contract monitoring arrangements: N/A

(2.7) Management information and meetings: N/A
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241

3. CONFIDENTIAL INFORMATION (if applicable)

(3.1) The following information shall be deemed Confidential Information:

Supplier pricing.
Contact details including, but not limited to, email addresses, landline / mobile phone
numbers, etc. of Staff.

e Contact details including, but not limited to, email addresses, landline / mobile phone
numbers, etc. of Authority’s representatives.

(3.2) Duration that the information shall be deemed Confidential Information:

For a period of three (3) years after the expiry or earlier termination of this Contract unless
otherwise agreed in writing by the Parties.

4. DATA PROCESSING (if applicable)

(4.1) Personal Data to be processed by the Supplier:

N/A

5. LEASE / LICENSE (if applicable)

(5.1) The Authority is granting the following lease or licence to the Supplier:

N/A

For and on behalf of the Authority: For and on behalf of the Supplier:

Full Name: ] Full Name: [ ]
Job Titie/Role: | NN Job Title/Role: [

Date Signed: 17th February 2025 Date Signed: 14.02.2025
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Annex A
Order Specific Key Provisions

1. Ordering Procedure

1.1 The Authority may, but shall not be obliged to, provide the Supplier with POs for Goods

up to, but not cumulatively exceeding the Contract Price.

1.2 The Supplier shall as part and parcel of the delivery of the Goods provide to the
Authority any relevant technical information, quality standard, testing and validation

information, and any handling and storage information.

1.3 The Goods shall be inspected by the Authority within 5 working days of delivery. The
Supplier warrants that any Goods that are shown to fail the Specification in
accordance with clause 3.2 and/or 3.6 of the Call-Off Terms and Conditions, within the
expiry date required for the Goods, are either replaced or, where the Authority no
longer requires replacement Goods in accordance with clause 3.5 of the Call-Off
Terms and Conditions the Authority, receives full credit for the Rejected Goods, except

for where the defect is the result of the Authority's act or omission.
2. Invoicing Terms

2.1. Payment terms are net 30 days from receipt of a valid invoice.

2.2. Following signature of the Contract by both Parties, each time the Authority wishes to
order the Goods, it will issue a PO to the Supplier. The Supplier must be in receipt of a

valid PO before processing an Order.

2.2. The Supplier shall provide an invoice to the Authority for all Goods delivered to the
Authority.

2.3. Allinvoices must be sent for approval and shall include the proof of delivery to the

Authority’s designated finance mailbox e-mail: || || and their
agreed representative before being submitted for payment.

2.4. The Supplier shall provide compliant invoices that include, as a minimum, a valid PO
number, PO line item number (if applicable), PO line description, and the details
(name and telephone number) of the Authority’s authorised representative. Non-

compliant invoices will be sent back to the Supplier, which may lead to a delay in a
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2.5.

2.6.

2.7.

payment.

In support of Goods delivered, the Supplier shall provide to the Authority a signed
delivery note confirming receipt of the Goods at the Authority’s nominated Premises

and Locations.

Supplier queries regarding payment must be forwarded to the Authority’s Accounts

Payable section by email to: | EGcIcINEE

The Supplier shall provide a current statement of accounts on a quarterly basis; this is
a standard commercial process and should show all invoices raised and amounts

outstanding.

3. Authority Obligations

Notwithstanding any other obligations that the Authority may have in this Contract, for the
duration of the Contract, the Authority shall be responsible for providing the services detailed
within this Schedule.

Authority Provided Services & Obligations

Premises and Laboratory

3.1

3.2

3.3

34

3.5

3.6

The Authority shall ensure that the Supplier (and any sub-contractor) has appropriate
access to the Premises in order to allow the Supplier to comply with regulatory
requirements and/or its obligations under this Contract.

The Authority shall provide utilities (mains water, electricity, telecoms, waste and
drainage) connections to enable the Supplier to access utilities required to operate
the Equipment. Unless otherwise agreed in writing between the Parties the Authority
shall not be entitled to recharge or set-off the costs of such utilities provided to the
Supplier.

The Authority shall ensure that the mains water supplied is of consistent quality,
pressure and volume as required to operate the Equipment.

The Authority shall ensure that the Premises where the Equipment, Middleware,
Consumables and all other elements of the solution are located are maintained at a
temperature, atmospheric levels of CO2, and humidity suitable for the operation of
the Equipment, Middleware, Consumables and all other elements of the solution
whilst taking into account any heat output increases from any additional provisions to
the laboratory.

The Authority shall ensure that the premises are maintained to a standard to prevent
loss or damage to Equipment, Middleware, Consumables and all other elements of
the solution, caused by deterioration of the fabric of the building or ingress of water
and lit to a standard that meets hospital building regulations.

The Authority shall notify the Supplier via the Supplier's nominated Contract
Manager, or equivalent role, of any Equipment, Middleware and all other elements of
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3.7

the solution that are to be moved by the Authority outside the originally
installed/designated Premises.

The Authority shall ensure that the operating environment is clean and tidy and that
equipment intakes / outlets are unobstructed.

Laboratory Equipment

3.8

3.9

3.10

3.1

The Authority shall ensure that the Equipment, Middleware and all other elements of
the solution are used solely for the purpose for which they have been designed, in
accordance with the Supplier’s tender response and manufacturer’s guidelines.

The Authority shall ensure that Equipment is operated within the required
environmental parameters, and appropriate decontamination procedures are
adhered to, as and when required.

The Authority shall ensure the Equipment is kept safe and secure, it is treated
appropriately and not maliciously damaged, it is not sold, hired, or transferred to
another party and that there are no alterations, modifications or additions to the
Equipment and that no security is granted over the Equipment.

The Authority shall ensure that all reasonable instructions, guidance or rules provided
by the Supplier, or the Sub-Suppliers, and notified to the Authority relating to the
proper use of any aspect of the Equipment, including but not limited to
recommendations for routine maintenance of, and operation of, any item of
Equipment are followed and that maintenance is carried out by trained Authority
personnel in accordance with the most recent relevant item of Equipment’s
manufacturer’s operating manual.

Laboratory Materials

3.12

3.13

3.14

3.15

3.16

3.17

All barcodes, sample tubes, sample types and sample containers must be fully
compliant with the specifications required as described in the instrument user manual.

The Authority shall ensure, unless agreed otherwise in writing, that the Supplier’s
reagents are utilised on the Equipment. The Parties agree that the use by the
Authority of any third party / off- label reagents and consumables shall invalidate any
warranty provisions provided on the Equipment.

The Authority shall ensure that the consumables and reagents are used solely for the
purpose for which they have been designed, in accordance with the Supplier’s tender
response and manufacturer’s guidelines.

The Authority shall ensure that Laboratory Materials are stored in accordance with
good industry practice and in accordance with the written instructions of the Supplier
within a reasonable timeframe from such instructions having been provided to the
Authority.

The Authority shall record the receipt and use of all Laboratory Materials within its
inventory management system

The Authority agrees, where required, to check the quantity and quality of all
deliveries of consumables from the Sub-Suppliers upon delivery to the Authority site
and report to the Supplier any discrepancies or inconsistencies between the quantity
and quality received by the Authority and the quantity and quality specified in any
order placed by the Authority within ten (10) days of delivery of such order.
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Information Technology & Technical Interfacing

3.18

3.19

3.20

3.21

3.22

3.23

The Authority agrees to provide access to the Supplier to its Wi-Fi network for the
connection of handheld devices to facilitate the Suppliers inventory management
solution and any technical troubleshooting.

The Authority will allow the supplier to comply with security labelling as noted in
supplier documentation. Including but not limited to the implementation of Supplier
Managed Firewalls between clinically validated diagnostics systems (excluding near-
patient) and the Authority network.

The Authority shall carry out virus checking in relation to the Authority’s IT
Infrastructure (excluding the Equipment, Middleware and all other elements of the
Solution) using nominated virus detection software in accordance with
manufacturer’s operating instructions and guidance manuals as applicable.

The Authority staff shall follow instructions for technical troubleshooting as guided by
the Supplier's technical support staff.

In instances where server (both virtual and physical) environments are supplied by
the Authority, as a minimum, the server should be configured and managed in
alignment with the NCSC 10 Steps to Cyber security

guidance (https://www.ncsc.gov.uk/collection/10-steps) and the server shall be
provided in a timely fashion, which does not impact on the overall timelines of the
contract.

Where there is a need for the completion of a data protection agreement and/or data
protection impact assessment, this is treated as priority and brought to the necessary
personnel from the Authority side (e.g. information governance teams).

Training

3.24

3.25

3.26

3.27

The Authority shall ensure that all staff who require access to the Equipment,
Middleware, Consumables and all other elements of the solution including water and
UPS systems are made available for full training according to a training schedule
agreed by the Supplier and the Authority. The Authority shall ensure that the training
is completed by their staff prior to using the Equipment. The training shall include,
where relevant, training in adverse incident reporting requirements.

The Authority shall ensure that staff are available for training as scheduled by the
Supplier in order to ensure safe operation of the equipment and avoid implementation
delays.

The Authority shall ensure that only fully trained and competent staff shall operate
the Equipment during the Term of the Contract.

The Authority shall ensure that appropriately trained Authority staff and/or delegated
staff will be responsible for the safe external cleaning of all Equipment after service
commencement.
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Authority Staff

3.28 The Authority shall ensure that their staff cooperate fully with the Supplier to enable
the Supplier and/or the Sub-Suppliers, employees or agents to provide the Services
during the Term.

3.29 The Authority shall provide staff at the required level to meet its obligations with
regard to contract management and other project meetings.

3.30 The Authority must ensure that there is sufficient qualified staff available to operate
the Equipment at all times.

3.31 The Authority should provide a list of names and contacts within the Organisation for
the Supplier to liaise with, including those responsible for the operation of other
Authority Contracts such as PFI, Transport, IT (LIMS) etc.

3.32 The Authority’s staff will treat all Supplier staff and representatives with respect and
fairness in accordance with acceptable business conduct.

3.33 The Authority should provide a safe working environment for the Supplier’s staff and
representatives, complying with health and safety regulation.
General

3.34 The Authority shall make payments in accordance with this Contract and as
specifically detailed in the Finance Schedule.

3.35 The Authority shall ensure that Authority staff speak to Supplier staff politely,
respectfully and ensure a collaborative working relationship.
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Product
Description

Warranty

Quantity

MagNA Pure
96 - High-
throughput

Nucleic Acid

Extraction and
Purification

System.
Extract from 1-
96 samples of

12 months

mixed type in
about 60
minutes

Key performance specification criteria of the platform are listed below:

Project 5657

High-throughput robotic workstation for fully automated purification of nucleic acids
from up to 96 samples for In-vitro diagnostic use (CE-IVD compliant).

Robotic workstation, computer (control unit) with operating software, software
protocol capable of performing 96 extractions when used in conjunction with relevant
sample preparation kit and consumables and by professional users.

Benchtop / Standalone instrument with control unit

Sample number 1-96

Sample volume: 50-500 ul with 96/reactions per run / 1000ul with 48 reaction per run
Run time: approx. 50-60 minutes for 200 pl sample volumes

Capability for external lysis of specimens

Setup time (Instrument loading, entering run & sample information into software))
Environmental temperatures allowed during operation +15 to +32°C

instrument complies with the requirements of the IVD directive 98/79/EC

Hardware footprint, dimensions W x D x H: 136 x 81.5 x 100 cm

Approx. 235 kg/518 Ibs

Liquid handling Two robotic arms:

Reagent head with four individually controlled fluid channels

Process head with a 96-nozzle pipette head

Power supply 200 to 240 V (-15%, +10%)

Frequency 50/60 Hz +/- 5%

Power consumption ~450 VA max

Emission UV lamp 254 nm

Cooling of extraction plate post extraction (+5 to +10°C)

Isolation principle: Magnetic glass particle (MGP) technology

Isolated nucleic acids : DNA, tNA, viral NA, total RNA*

Sample types Whole blood, plasma, serum, fresh-frozen tissue, FFPE tissue,
cultured cells, urine, swabs, sputum, CSF, BAL, stool.

Reagent type Prefilled, ready-to-use

Instrument monitoring of expiry dates
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e Automated shaking of magnetic glass particles (MGP)

¢ Internal control option

¢ Volume transfer between two plates (e.g., for PCR setup or archiving of eluates)

e Barcode scanner Internal and external

e LIMS connectivity capability (interfacing not required for this procurement): (e.g., via
HL7 transfer protocol)

e Bidirectional file sharing capability

o Data export *.xml, LightCycler® sample input file in csv format (*.txt)

e |Interfaces:

¢ USB - Connection to keyboard, mouse, and barcode scanner

e LAN 10/100/1000 Base T - Connection to LIMS interface or laboratory network

e LAN 10/100 Base T Connection to instrument for control and data transfer

e Warranty of 12 months. The Supplier will repair or replace the defective Goods or
refund the price of the defective Goods in full during the Warranty Period provided
the Supplier is notified in writing that some or all of the Goods do not comply with
their published specification and that the Supplier is given reasonable opportunity to
examine the Equipment.
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