National Microbiology Framework Schedule 7 - Ordering Procedure, Award Criteria and Order Form

Appendix 1

National Microbiology Framework Agreement

FROM

Order Form

Authority:

The Secretary of State for Health and Social Care as part of the Crown
through the UK Health Security Agency of Nobel House, 17 Smith
Square, London, SW1P 3HX (the “Authority”).

Invoice address:

Address: United Kingdom Health Security Agency, Financial Operations
and C n Down Sai;sbury, Wiltshire, SP4 0JG

Emall
Contract Manager: | Name:
Phone:
E-mail:
Secondary Contact: | Name:
e.g. 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 Nobel House, 17 Smith Square,
London, SW1P 3HX
Internal reference | C77969

(if applicable):

TO

Supplier:

Don Whitley Scientific Limited

Contract Manager:

Secondary Contact:

Account Manager:
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Applicable terms and conditions

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

Further Optional Additional Call-off Terms and
Conditions

Each of the following clauses in Appendix H is only

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

I W

5. Further Authority obligations

Appendix A | Call-off Terms and Conditions for the Supply of Apbli .
- ) pplicable to this
Goods and the Provision of Services Contract
Appendix B | Optional Additional Call-off Terms and Conditions < ( . .
. T . only applicable if
for Installation and Commissioning Services this box is checked)
Appendix C | Optional Additional Call-off Terms and Conditions . .
for Maintenance Services D (only f—lpphcable if
this box is checked)
Appendix D | Optional Additional Call-off Terms and Conditions [ (onl . .
y applicable if
Er Befsp?ke_a Researgh, Devtelopment and this box is checked and
anufacturing Requirements to the extent the
applicable terms are
included in Annex A
(Order Specific Key
Provisions))
Appendix E | Optional Additional Call-off Terms and Conditions [J (only applicable if
for Reagent Rental this box is checked)
Appendix F | Optional Additional Call-off Terms and Conditions ] (onl . .
. . y applicable if
for Managed Equipment Services this box is checked)
Appendix G | Optional Additional Call-off Terms and Conditions ml . .
. . . . . only applicable if
for Clinical Laboratory Diagnostic Testing Setrvices this box is checked and
to the extent the
applicable terms are
included in Annex A
(Order Specific Key
Provisions))
Appendix H

{only applicable if one
or more boxes are
checked)
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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) M

13. Time of the essence (Services) ]

14, Specific time periods for inspection M

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 ]

18, Consigned Goods ]

19, Improving visibility of Sub-contract u
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

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.
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1.3.5. For the instruments charges detailed in the table below, the Supplier may invoice the
Authority upon the delivery of the Goods as set out below during the period starting on the
Commencement Date and ending at the end of the term.

Descriptions Iltem No Qty Total Price

1.3.6. For the invoicing process and associated terms see Section 2 of Annex A {Order Specific
Key Provisions) of this Order Form.

(1.4) Term of Contract:

1.4.1 This Contract shall commence on 23 May 2022 (“Commencement Date”) and shali,
subject to clause 1.5 and unless terminated earlier in accordance with its terms, expire on
23 November 2022 (the “Term”).

1.4.2 Without prejudice to any other right of termination set out in this Contract, the Authority may
terminate this contract, in whole or in par, for convenience by giving the Supplier not less
than six (6) weeks’ notice in writing.

1.4.3 Any contractual terms included in the quotations do not form part of this contract.

(1.5) Term extension options:

Not applicable.

(2.1) Description of the Goods / Services:

This Contract covers the transportation, installation, and commissioning of WASPlab equipment
at Manchester Royal Infirmary (MR1).

The Services and Goods to be provided by the Supplier under this Contract shall be (the
“Services”). Equipment details together with location of equipment is set out in Appendix C
(Equipment to be transported and installed).

The Services to be covered under this contract are as follows:

¢ Transportation of WASP Lab equipment and other associated eguipment from Epsom
St. Helier, London to MRI

» |[nstallation and commissioning of equipment

e Handover to MRI laboratory team

2.2 The Supplier shall provide the Services in accordance with the following specification
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(the “Specification”):

Transportation of WASP Lab equipment

2.2,1 Transport existing WASP Lab equipment including conveyor T section and pallets at the
same time from St Heliers to MRI. Separate deliveries may incur additional costs. Details
of equipment is set out in Appendix C.

2.2.2 Ensure the WASP Lab equipment is appropriately packaged for transportation.

2.2.3 Liaise with both St Helier site and MRI to ensure smooth transition of equipment between
the two sites.

Installation and commissioning of equipment

2.2.4 Installation qualification (IQ) — follow documented verification process to ensure the
equipment has been correctly installed and configured according to standards agreed with
the lab team. This shall include, but not be limited to:

» Install the WASP lab equipment in designated area as agreed with the MRI lab team.
Details of the installation location as set out in the [ab drawing in Appendix F

« Connect the new processing module to the existing WASP lab system

e Transfer all the WASP protocols to the new machine and ensure all the other
elements of the WASRP lab protocols link into this from the WASP lab servers

» Test the WASP in cycle to check that automation and software works properly

» Carry out routine cycle tests, verification and undertake corrective actions where
necessary.

2.2.5 Operational qualification — follow documented testing process to ensure the equipment
meets all operating ranges as agreed with the lab team.

» Apply the correct WASP core settings and verify all communications with the
Laboratory Information System (LIS)
¢ Re-test the WASP in routine cycle to ensure correct operation

» Provide report detailing overall assessment of the system’s efficiency and
performance.

Handover to MRI lab team

2.2.6 Provide Installation gualification certificate and other relevant documents following
commissioning of the WASP lab equipment.

(2.3) Premises and Location(s) at which the Goods / Services are to be delivered / provided:
2.3.1 The Supplier shall complete agreed Services at the following location:

Manchester Royal Infirmary (MRI)
Microbiology Department
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(2.8) Management information and meetings:

At the Authority's request, within five (5) Working Days of such request, the Supplier shall provide
such management information to the Authority as the Authority may reasonably request from time
to time (including without limit any information about the Supplier's supply chain and its
compliance in relation to sustainability requirements). On a monthly basis the Supplier will provide
a Ml report that includes:

Key Performance Indicators (the “KPIs”)

1} installation qualification (1Q) - documented verification process to ensure the equipment has
been correctly installed and configured according to standards set by the original equipment
manufacturer or as agreed with the lab team.

2) Operational qualification {OQ) documented testing process to ensure the equipment meets

all operating ranges as specified by the original equipment manufacturer or as agreed with
the lab team.

3) The KPlIs for installation and commissioning will be covered by the qualification Certificate.
The team at the Manchester will receive this and the Contract Manager will log this
information in the overall contiract folders.

4) The KPls should commence at the same time.

(3.1) The following information shall be deemed Confidential Information:
Pricing and individual contact details.
(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.

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

In accordance with the Data Protection Protocol.

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

Not applicable.
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Appendix C — Equipment

Descriptions ltem No Qty
WASP Lab Conveyor W087-010 1
WASP Lab Conveyor T WQO087-1500 1
Section
Pallets TBDANET 8
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Appendix D - ISO Certificate
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bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 9001:2015

This is to cartify that: Dan Whitley Scientiflc Limited
Victorla Works
Victoria Street
Bingley
BD16 2NH
United Kingdom

Holds Certificate Number: FM 32849
and operates a Quality Management System which complies with the requirements of 150 9001:2015 for the
following scope:

Tha design, development, manufacture, installation and service of instrumentation
and associated products for micrabiolagical applications.

For and on behalf of BST:

Matt Page, Managing Director Assurance - UK & Ireland
Original Registration Date: 1595-11-28 Effective Date: 2022-01-14
Latest Revision Date: 2021-12-17 Expiry Date: 2025-01-13

Page: 1afi

..making excellence a habit.

arsd o st e e dnndhions of contiadd

Appendix E - Declaration of Conformity
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SN cenD5oF 02 February 2022

Copan

tnnovating togother

EU-DECLARATION OF CONFORMITY

WASPLab®
Manufacturer: Copan WASPS.r.l
Via Achitle Grandi, 32
25125 Brescia (italy)
SRHN number: T-MF-QoR012489
PRODUCTLIST
PRODUCTCODE PRODUCT NAME
WORY WASPLab®
w7010 WASPLab® Conveyor
WoR7-011 WASPLab® Single Incubator
Wog7-012 WaASPLab® Double tncubator
Wwo87-013 WASPLaD® Server

Under our own sole responsibility, we hereby declare that the llsted products meet the provisions of the
following Regulation and Directives and following amendments:

v Reguiction 2017/746 of the Ewvopeon Porliament end of the Councll of 5 Apal 2017 on i vitro diagnostic
medical devices dVDR), according to the conformity assessrment procedure described in the Annex (X

v Directive 2006/42/EC of the Eurcpean Parlinment and of the Coundil of 17 May 2006 on machinery, and
amending Directive 35/16/EC, according to the conformily assessment procedure described in the Annex Vil

«  Diractive 2011/65/EU of the European Parliament and of the Coundl of 8 une 2071 on the restriction of the
use of certain fazardaus substances in electrice! and electronic equipment (RoHS)

o Directive 20143580 of the European Porlioment and of the Coundl of 26 February 2014 on the
harmanization of the laws of the Member States refating to the making available on the market of electrical
equipment designed for use vithin certain voltage limits (LVD)

«  Oiective 2014/30/EU of the European Porfiament ond of the Coundl of 28 February 2014 on the
harmonization of the taws of the Mamber States reliting to elfectromagnetic compatibility (EP40}

s Directie 2014/53/EU of the European Parlfament and of the Couneil of 16 Apnil 2074 on e harmonisation
of the lews of the Member Stotes relating to the making cvafiohble on the market of radio equisment and
repeating Directive 1999/5/EC {RED)

Page10f3
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SGQILY reudS of 02 Februany 2022
innoviting together
Products Data:
BASIC UDI-DI BO501482 1IPO40AAUTOMO TUB
Intended Purpase WASPLab® s an automated device intended
to be used for the incubation and the digital
imaging of agar cuiture plates streaked
with microbiclogical specimens derived byt
the human bady for microbiolegical
Investigations.
Risk Class according to IVDR 2017/746 Class A according to Rule 5b
{Annex VI
Applled standards:
Ref. Ho. fDate Title
ENGI0101201D ga;l;e;jty:aqtff;meﬁ&ﬁorak;hkalmbmentfwmawmmnm oantret and lbaratary iee-ParkE Generat
ENGIOND210H2017 Safety requirements for eleckrical meu'ipmént fer measwremant, cortrel, and aboratery use - Part 24104
b Partiofarrequirements fosimvire dasnestie IVDI medficel equinment
ENGI3261:2013 il:m_'imieqmt Farmeasuramant, contrel ezl keboratery use- EME reguirements - Part 1: General
ENGE326562011 Elackrical equipment formoasurement, controland [abarstany use-EME requitements- Part 26 Particular
fequitemeris-inviro dingnostic (VB meadical equipmaent
ENISO 1427 12019 dazlicat desions - Apalication af risk managemant to medicaldevioes
ER B0 1002010 Safety of mathinery - General pringiptes for design- Risk zssemmant and risk recucticn
EX G2I042000/A12005 wedizaldevice sofvware Softwere Feaycle processes
[EC 623661 2D15/C0R1EDEG Medizal devices - Parth Appiation of uszblity erglheering Lo smedital dedioe:
ETSIEM 301 455 V.02 Elettramagnatic compatbiity and Fado spectrom Matters (ERMY, Eledrendagnetiz Compatibitiy (B340

stardlard for sadio enbmentand senéces; Past 1:Common bechnlatrequbernents

Electrarrapnietic comanbddity ared Rado spectrem Matters {FRMY, Eledrohdagnetic Compatibitiy (B0
EFSER 301 4553 VES sarrfard For radio equiprrent snd seniong, Pan X Spedfic condbons for Short-Range Devices {SRO)
operating onfrequandes betwenn Sidz and 246 Gl

Electromapnaetic arergatibility and Radio spectrum Matbers (ERMy; Sharl Range Devices SRDL Radie
equiprrent in the frequengy ronge $ kHz to 25 MHz 2nd Inductive iaop swstems in the frequency range 9
kHz ko 30 Mz Part 2: Harmarized EN movening the essential requirements of articla 3.2 of the RATTE

FISIEN 0335v218
Directine

Page2of3
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SGQAZI rend5 af (2 February 2022

Copan

Tenavating tegether

Valid Until: 07/02/2027

This declaration is supparted by the Technical Docurentalion, that is compiled by the Regulatory Department
and retained under the premises of the Manufacturer, The Manufacturer has & Quality Management System that
Is certified acearding to the standards EN 150 134852016 Medical devices - Quollty mansgement systems —
Reqguiternents for regulatory purpeses and EN 150 8001:2015 Quallty Management System —Requirements.

Place, Date of Issue; Brescla, O7/02/2022

Mo

Mario Savarese
(w=0)
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Appendix F — Lab Drawing
The Supplier shall install the equipment as per the layout agreed in the lab drawing below.

Manchester
Rev(7.pdf
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