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Appendix 1

National Microbiology Framework Agreement

FROM

Order Form — Reference C110948
Roche Diagnostics Limited

Authority:

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

Invoice address:

Post: The UK Health Security Agency, Nobel House, 17 Smith Square, London,
SW1P 3JR

eroit:

Contract Manager:

i

Secondary Contact: eg.
business operational
contact, project manager

arne

Procurement lead

varne- I

Name and address for

notices:
Address: UK Health Security Agency, Windsor House, 50 Victoria Street,
London, SW1H OTL

Internal reference (if |UKHSA CRE-ID 6242

applicable):

TO
. Roche Diagnostics Limited, Charles Avenue, Burgess Hill, West Sussex, RH15
Supplier:

9RY

Contract Manager:

Name -

Secondary Contact:

_

Name and address for
notices:

Name.-
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Applicable t | conditi

The following terms and conditions are applicable to the Contract for this Order:
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Appendix A | Call-off Terms and Conditions for the Supply of : .
Goods and the Provision of Services cpnlee il b e Sulis
Appendix B | Optional Additional Call-off Terms and Conditions . e er s
for Installation and Commissioning Services E]»g(:glghaeiitza;ble if this
Appendix C | Optional Additional Call-off Terms and Conditions [ (only applicable if this
for Maintenance Services box is c):,h e‘::FI)( ed)
Appendix D | Optional Additional Call-off Terms and Conditions . e oer
for Bespoke Research, Development and E]))E(:ngha(_}%it?::]z 'I ;',:;‘Se
Manufacturing Requirements extent the applicable terms
are included in Annex A
(Order Specific Key
Provisions))
Appendix E | Optional Additional Call-off Terms and Conditions . e oers
for Reagent Rental E]»E(?;llghae[::[:::(:’a)ble if this
Appendix F | Optional Additional Call-off Terms and Conditions . e oer
for Managed Equipment Services El)i(:zlghae%it?)ble If this
Appendix G | Optional Additional Call-off Terms and Conditions . e oers
for Clinical Laboratory Diagnostic Testing Services E»ﬁ:lgha::::?::(:ia:rllz 'I ;2;159
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 or
Conditions more boxes are checked)
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 ]
5. Further Authority obligations []
6. Assignment of Intellectual Property Rights in ]
deliverables, materials and outputs of the
Services
7. Inclusion of a Change Control Process []
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8. Authority step-in rights ]
9. Guarantee ]
10. Termination for convenience X
11. Pre-Acquisition Questionnaire ]
12. Time of the essence (Goods) ]
13. Time of the essence (Services) [:l
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 (]
number of material breaches
17. Expert Determination ]
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 X
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.

1. CONTRACT DETAILS

(1.1) Commencement Date: 18" January 2023

N/A

(1.2) Services Commencement Date (if applicable):
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(1.3) Contract Price ((i) breakdown and (ii) payment profile):

1.3.1 The total contract value shall be one million, six hundred and sixty six pounds and no pence
(£1,666,000) (Excl. VAT) (the “Total Contract Value”)

1.3.2 This comprises of the supply of Roche COBAS e801 Reagents.

1.3.3 Following execution of this Contract, the Authority shall submit to the Supplier a purchase order for
the Total Contract Value (the “Purchase Order”). The Purchase Order shall be for the Goods
specified in Appendix A (the “Goods”):

1.3.4 Only orders placed directly by the Authority are binding under this Contract.

1.3.5 See Appendix A - Goods Information and Pricing for the price of the Goods.

1.3.6 The Supplier shall comply with the invoicing process and associated terms see Section 2 of Annex A
(Order Specific Key Provisions), including the provision of monthly consolidated invoices.

1.3.7 Payment terms are net 30 days in arrears from the date the Authority receives valid consolidated
invoices in accordance with this Contract.

1.3.8 The Purchase Orders issued by the Authority in respect of this Agreement do not form part of this
Agreement.

(1.4) Term of Contract:

1.4.1 This Contract shall be deemed to have commenced on 18" January 2023 (the “Commencement
Date”) and shall, unless terminated earlier, or extended, in accordance with its terms, expire on 30
November 2024 (the “Term”).

1.4.2 The Authority may terminate the Contract for convenience at any time pursuant to clause 10
(Termination for convenience) of Appendix H (Further Optional Additional Call-off Terms and
Conditions) of this Contract provided the Authority gives the Supplier not less than 90 days written
notice.

(1.5) Break Clause options:

1.5.1 The Authority may review the Contract as at 31°* March 2023 and 31°* March 2024 and shall advise
the Supplier of any change to requirement by giving the Supplier written notice no later than 28
February 2023 and 28" February 2024.
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2. GOODS REQUIREMENTS

(2.1) Description of the Goods:

Material Number Product Description
9289275190 ANti-SARS-CoV-2 S Elecsys® E2G 300
9203079190 Anti-SARS-CoV-2 N Elecsys® E2G 300

2.1.1 The Authority may, but is not obliged to, order, and the Supplier shall provide, the Goods as specified
in Appendix C (the “Specification”) to be delivered and used within UKHSA laboratories over the Term
(the “Goods”).

2.1.2 Subject to Clauses of this Order Form, the Authority shall be entitled to order the Goods, and the

Supplier shall provide the Goods.
Ordering Procedure:

2.1.3 The Authority may, but shall not be obliged to, provide the Supplier with call off orders for the Goods
up to, but not exceeding, cumulatively the Contract Price.

2.1.4 The Authority shall place call off orders for the Goods on an ad-hoc basis. To assist the Supplier
with their planning and expediting of the ad hoc orders, the Authority shall endeavour to place any new
orders by 4pm each Monday.

2.1.5 The Supplier shall endeavour to deliver the Goods in accordance with the following estimated lead-

times:

Quantity of Kits: | Estimated Lead Time*:
Less than 20 kits | 7 Working Days
20 kits or more | 14 Working Days

*All estimated lead times are subject to confirmation based on the quantity being requested, the stock being held by the Supplier
and the actual lead-time at the point of request.

2.1.6 The Supplier shall ensure the Goods delivered comply with the Specification and the Supplier’s
description of the Goods (which will contain any relevant technical information, quality standard,
relevant testing and validation information and any relevant handling and storage information given).
2.1.7 The supplier warrants that any Goods that are shown to fail this Specification within the expiry date

required for the goods are, at the Authority’s sole discretion, either replaced or full credit given.

(2.2) Premises and Location at which the Goods are to be delivered / provided:

2.2.1 The supplier shall deliver the goods to the Premises and Location detailed in Appendix B — Delivery
Location and such other locations as the Authority specifies from time to time.
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2.2.2 The Supplier shall ensure that all products are labelled with product description, part number,
volume, batch number, storage requirements and barcode.

2.2.3 All planned deliveries shall be pre-advised by the Supplier to the Authority’s primary delivery
contact stated below (individually or collectively be known as the “Delivery Contact”) at least 48
hours prior to attendance:

2.2.4 Primary delivery contact: Business Operational Contact —_
c-moi:

2.2.5 The Supplier shall provide the following data when notifying the Delivery Contact:
e Supplier name
e Authority’s Order Number

e Item reference, Supplier’s part code, description and quantity
e ltem/ pallet / carton reference for multi-pallet / carton shipments

2.2.6 The Delivery Contact will confirm:
e Booking reference number
e Date and time of service (where applicable); and
e Delivery address.

2.2.7 Delivery of the Goods shall be considered to have occurred when the Delivery Contact or other
authorised representative of the Authority at the Authority’s nominated location has signed the
delivery note.

The Supplier shall ensure that all Goods are packaged suitably so as not to cause loss or
damage during shipment to a Delivery Location

In the event that the Supplier is unable to deliver the agreed order in full, the Supplier shall
inform the Authority of the actual number of Assays and/or Consumables to be shipped
prior to shipment, explaining the reasons for non-compliance with the agreed order and
inform the Authority of when such missing Goods will be delivered. The Supplier shall,
using its best endeavours, deliver such missing Goods at the earliest possible time

The Supplier shall ensure that all Goods are labelled with the product description, part
number, volume, batch number, storage requirements and barcode.

The Supplier shall inform the Authority of any requests, made directly to the Supplier, by
the Delivery Locations, to vary the delivery and the Authority will approve or reject such
requests.

The Parties reserve the right to modify the above process, by written agreement of both
Parties, as necessary during the Term of this Contract

2.2.8 The Supplier shall carry out deliveries within the ordinary working hours at the delivery location on
the date specified.

(2.3) Key personnel of the Supplier to be involved in the Goods:
Name:
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(2.4) Performance standards:

2.4.1 The Supplier shall ensure the goods conform and perform to the Specification.
2.4.2 Timely delivery of the Services in accordance with section 2.6 below.
2.4.3 Proof of delivery of the Services to be supplied with each monthly consolidated invoice

(2.5) Quality Standards & Warranty:

2.5.1 Unless expressly agreed otherwise the Supplier shall ensure that the Goods have an expiry
date of at least 4 weeks following the date of delivery by the Supplier, to allow the
laboratories sufficient time to use the kit.

2.5.2 The Supplier warrants the Goods shall be fit for purpose and shall conform to the
Specification for not less than four (4) weeks commencing from the date of delivery in
accordance with Clause 10 of the Call-Off Terms and Conditions.

2.5.3 In the event that 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 3.6 of the Call-Off Terms and Conditions.

254 The quality assurance standards set out in the Supplier’s Specification shall apply to the
manufacture and supply of the Goods.

(2.5.5) Return Conditions:

For Goods that do not meet the quality and performance standards The Return Conditions will be as
follows:

2.5.5.1 The Supplier is responsible for collecting the Goods.
2.5.5.2 The Supplier is responsible for the costs of returning/collecting the Goods.

2.5.5.3 Return Conditions shall be in accordance with Schedule 2 - clause 3 (Inspection, rejection,
return and recall of the Goods) of the Call Off Terms and Conditions

(2.6) Contract monitoring arrangements:

2.6.1 The Authority Contract Manager (or their delegate) and the Supplier Contract Manager shall
meet Monthly (or such other frequency as reasonably requested by the Authority) and no
less than quarterly (unless otherwise notified by the Authority) to discuss the Supplier’s
performance and other matters connected to the delivery of the Contract.

2.6.2 The Supplier shall provide any management information required on a monthly basis to
include:
2.6.2.1 Performance against KPIs, delivery expectations, demand
2.6.2.2 Compliance to processes: Deliveries and Invoicing
2.6.2.3 Overview of any innovation, product performance/enhancement, service redesign,
and horizon plans
2.6.2.4 Supplier input/issues on contract performance

(2.7) Management information and meetings:

2.7.1 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).
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2.7.2 Performance and key performance indicators to be reported by the Supplier on a monthly basis
include:

2.7.2.1 Quantity of delivery correct against the relevant Order as per Orders placed in
accordance with Clause 2 of this Order Form

2.7.2.2 Quality of delivery in accordance with this Contract, including delivery presentation
(the delivery must be presented in such a way that it can be unloaded safely and in a
ready for use condition taking into consideration this Contract’s requirements) and
condition of the Goods (the Goods must be in a condition that is new and ready to
use).

2.7.2.3 Timely and accurate administration (including booking/amending delivery times and
Orders and invoices, delivery advice notes and labels being in accordance with the
requirements of this Contract)

2.7.2.4 Establish any improvement action plans required

2.7.2.5 Corrective action notices

3. CONFIDENTIAL INFORMATION (if applicable)

(3.1) The following information shall be deemed Confidential Information:
3.11 Supplier pricing.

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

3.1.3  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:
3.2.1 Foraperiod 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:
In accordance with the Data Protection Protocol.

5. LEASE / LICENSE (if applicable)

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

N/A
Signature: Signature:
For and on behalf of the Authority For and on behalf of the Supplier

Date Signed:  23/01/23 Date Signed:  23/01/2023
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Annex A
Order Specific Key Provisions
1. Delivery and Risk:

1.1. The Supplier shall deliver the Goods to the location set out in Appendix B of this order form and such
other locations as the Authority specifies from time to time.

1.2. The Supplier will ensure that the provision of the Goods is made in accordance with the terms of this
Order Form including all Annexes, Appendices the Call-Off Terms and Conditions.

2. Invoicing Process:

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

2.2 Within 10 Business Days of receipt of the Supplier’s countersigned copy of the Contract, the Authority will
send a unique purchase order (“PO”) number. The Supplier must be in receipt of a valid PO number before
submitting an invoice.

2.3 Notwithstanding submission of the Purchase Order to the Supplier, the Authority is only committed to
purchasing such quantities of the Goods as it orders in accordance with this paragraph 2; and submission
of the Purchase Order to the Supplier shall not constitute commitment on behalf of the Authority to
purchase Goods up to the full Contract Price.

2.4 The Supplier shall provide a consolidated monthly invoice to the Authority for all Goods received and
accepted by the Authority each month.

2.5 Allinvoices should be sent for approval and must include the proof of delivery to the Authority’s
designated finance mailbox e-mail ||| 2 ¢ their agreed representative (to be
confirmed at first Supplier meeting) before being submitted for payment.

2.6 All invoices must be sent quoting a valid purchase order number. The Supplier shall provide a current
statement of accounts on a monthly basis; this is a standard commercial process and should show all
invoices raised and amounts outstanding.

2.7 To avoid delay in payment the Supplier shall provide compliant invoices that includes, 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 payment.

2.8 In support of Goods being delivered the Supplier shall provide to the Authority a signed delivery note

confirming receipt of the Goods by email to ||| G

2.9 If you have a query regarding an outstanding payment, please contact our Accounts Payable section by

email to:
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Appendix A
Goods Information and Pricing

Product Number Product Description

Price Each

9289275190 Anti-SARS-CoV-2 S Elecsys® E2G 300

9203079190 Anti-SARS-CoV-2 N Elecsys® E2G 300
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Appendix B
Delivery Locations

The Supplier will be required to deliver to the following location.

Emerging Pathogen Serology
UK Health Security Agency
Porton Down
Salisbury
Wiltshire
SP40JG
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Appendix C
Product Specifications

Elecsys Anti-SARS-CoV-2 S

cobas’

o |m 7 |
(92R02T5190 (92R02TSE00 0] i
caobas e 801
English Test principle
System information Double-antigen sandwich principle. Tolal duration of assay: 18 minuies.
= = 1stincubafion: 12 pL aof sample, biofmialed
Short name ACN (applicaticn code number) SARS-ColV-2 5-RB0-spacic recombinant anfigen and
ACDV2S 10230 SARS-CoV-2 5-RB0-spacfc recombinant arfigen labaled with a
g rufhenium complex’! form a sandwich comples.
use
2 s b - = Ind incubation: Mﬁmmufwm
mhh“mm‘gam"“‘émwﬂﬁmm uumlaxb-mmst-:m‘ldmﬂ'ﬂm phesa via imaraction of bictin and

spike (5) protain mcmtmblr'::ltlngd:mm [AEDY) in human sensm and
plasma. The tast is intendad as an aid 10 &ssass tha edaptive humors|
immuna rasponse, including muhﬂmgnmbﬂe&mmm-{!nﬂﬂ 5
protein afier natural infaction with SARS-CaV-2 or in vaccine recipiants.
The alecirochemiluminescence immunoassay “"ECLIAT is intended for usa
on cobas @ immunoassay analyzars.

Summary
SARS-CaV-2, e causaiive agent of Coronavirus Disease 2018
WID-19), is an anveloped, si RMA Betacosmnavirus.
coronavinuses have bean idantifiied s agants af human infection, causing
diseasa ranging from nib:lmrmnu:ub:ltn mmﬁpiﬁwfﬁuﬁ- !

SARS-CaoV-2 is trarsmithed pri Ey from p-ars:-n— rﬁh
mmimh?ﬂmhisuﬂam penndfmn echion to
defactabia viral bad in the host commonly fram 2 ba 14 days 45

Da'kachmmvn!haclc.anbeasmmmdm anset of clinical signs and
sympioms, althaugh & considerable pmlE'-:lria:mnflru:iw:haJs ramains
ic or mildly Thea intervel during which an
mDD'l']D1 |5|nfﬂuhu.ﬁhmruraihemdeu1yedabhmm
rnmur {ransmission from symglom omatic, and pre-
mpmdmuﬂn&a]shasbaanﬂd g 4111
Caoranavirus genamas encode 4 main struclural prodeins: spika (S),
Erfa E}. membrene (M), and nudaocapsid (N]. Tha 5 protein is a
h@ﬂr&aﬁhr&mpm@nﬂ'ﬁimmmimgﬂnmmgﬂmh -
distinctive surlace spikas of coronavinusas. Ezch 5 monomer consists of an
M-eminal 51 suburnit and a membrane-proximal 52 subunit. The vius
(geins entry fo the host cell frough binding of the 5 protain fo the
iatemsin. me 2 which is present on tha surfaca
ﬁmmmllm%mhﬂhrﬁllmhﬁhlmnm
epﬂiﬁalnell!nfﬂaua]rmmi‘ghladumshulb' ACEZ acts &s tha
wvirus recaptar and is engagad by tha receptor-binding domain (RED) on the
51 subunit 1415
Upon infection with SARS-CoV-2, the hast mounis en immune
‘agains! the wirus, fypical production of specific antbodies
Mmrﬂmwal&ndlﬁmmwmhm
’a:arl;anaa simulanacusly in blood. ' Thara is significant intar-individual
lavels and chronoliogical eppearance of anfbodies in
DD'I.I'ID-19|:nahE|15 bert median seroconversion has bean obsenved at
;ppruxmmah.' 2 weaks, RIS pleg 1r|mu1hera rasalved infection
mﬂamhhmnarmfmmpﬂhambpamm
Anfibodiss against SARS-CoV-2 with niautralizing capacity,
espacially potant if diracled against fe , have bean idanffied 1214
Competiion of arfbodies with binding of the ABD to AGER has been
estehlished as & ralizble correlate for the assessment of the presence of
newtralizing entibodies.* Mumerous vaccines for COVID-19 ara in
{bﬁ%ﬂm‘l marty af which focus on eliciting &n immune response 1o fe

Serologic assays can play an imporiant rale in undarsianding viral
epidamiclogy in the papulation and identifying individuals wha are
apparenily naive and thus presumahly susceplible fo the vins.
ThaEbnsgﬁM#EAHS-Bu?ESasmiﬁesarmnbtmntprdm
the RBD of the 5 antigen in & double-antigen sandwich assay

wafnmﬂwqumhhimerahmnfhghaﬁrﬂr
arﬁhnckﬁagansl&ﬁﬁﬁ-ﬂnﬂiﬂmﬂfmiﬂnufﬂnmhb&@'mpﬂma
can help o detarmine the specific entibody titer and aid in rial
manitoring af fhe dynamics of the antibody response in individual pafiants.
WEMM#E#HSDJ?ESMSJM good agreameant with diract
and surrogate wirus naudralizafion assays.

= Tha mmmﬂwasmmﬁd inlo the measwing cell where the
micraparticles are magnatically capurad onto the surfeca of the
alaciroda. Unbaund substences. are than removed with ProCall Il M.
Application of a voliags to tha elecirode then induces chamiluminescant
amission which is measured by a photomuliphar.

* Hesulis are detarmined via & calibration curve which is instrument-

mmml{'mpmmdhyﬂ point calibration end a master cune provided

a) Tris{2.2-bipynctyrutheniumii -compim: (Fluibpyith
Reagents - working solutions
Tha cobas e pack is |Iebeled as ACOVZS.

M Steplavidin-coated microparices, 1 bottle, 16.0 mL:
Streplavidin-coaled micropartices 0.72 mg'mL; praservative.

A1 SARS-Co¥-2 5-Ag-biatin, 1 battie, 188 mL:
Biotirdaied RBD domain of SARS-CoV-2 5 &s recombinant antigen
< 0.4 mgiL; HEPESH bwifer 50 mmaliL, pH 7.4; presanvative.

AZ SAAS-CoV-2 5-Ag-Rulbpyl’, 1 battle, 18.8 mL:
RBD domain of SARS-CoV-2 5 as racombinant antigan labeled with
ruthanium complex < 0.4 mg'L; HEPES buffar 50 mmallL, pH 7.4;
PrESENVETTE.

br) HEPES = [i-(2 -ty rmeywrtryil-pipamazing-othans sulfonic acd

Precautions and wamings

[For in vitro diagnostic use.

Exarcise the normal precautions required for handiing all lsboratary

Dispesal of all wasie mabarial should be in eccordance with local guidalines.

Safety deta sheed avallabla for professional usar on request.

This kit contains components classified as follows in accordance with the

Requlation {EC) No. 12T22008:

‘Warning
H31T May cause an alargic skin raaction.
Prevention:
P261 Awoid breathing dustfuma’gas’mistvapoursispray.
PaT2 Contaminated work clofhing should not ba allowed oul of
the workplaca.
P28 Wear protective gloves.
Responsa:
P333+ P313 | skin imitafion or resh occus: Get medical
B :
P362 + P364 Teke off contaminated o ofhing and wash it before reusa.

2022-06, ¥ 4.0 English
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Elecsys Anti-SARS-CoV-2 S

Disposal:
P51 Dispose of contents/conlainar o an approved wasts
disposal plani.

Product safaty labeling follows EU GHS guidance.

Cantact phona: &l countries: +48-621-7550

FAwpid foam formadon in all reagants and sample types (spacimens,
calibrators end conbrols).

Raagent handling

Far professional usa.

The reagents in the kit hewa baen assembded into a ready-for-use unit fat
carmot be saparsied.

All informaation raguired for comect operation is available wia the cobas link.
Storage and stability

Store at 248 °C.

D not freeza.

Siore the cobas e pack upright in order to ensure complate availability of
thie microparicles during aulomaltic mixing prior o use.

Stahifty:

uriapened ai 2-B “C up o the sieied axpimtion dale
on the analyzars 16 weeks

Specimen collection and preparation

Only the spacimens lisied below wene festad and found accepiable.
Sequm collectad using standard sampling tubes or fubas containing
saparating gel.

Li-heparin, K;-EOTA, K.-EDTA and sodium citrate plasma.
IJ-hepamand K-EOTA plesma tubes conteining sepaming gel can be

[.‘.a.ptl\ar)' blocd collected in sarum, Li-heparin plasma ar K-EDTA plasma
sampling fubas.
Crilerion: Slopa 1.00 4 0.10 + bias at 0B LimL & 20 %
Far nafve samples colliecied in sodium citreted plasma: Slope 0.84 = 0.10.
Far capillary blood danwved semples: negafive samples: < 0.4 WimL, reactive
mnﬁmmqlﬁlh?ﬂ-ﬁﬂ'ﬁdmvﬂm

mmntanl id enficoaguiants have a divion effect
resy ngmlmuerva]ms[ll E‘I for individuad patient specimens. In crdar 1o
mirimiza dilution efiects it is essential that respactive sampling devices are
filed compledely according to manufacturar's instucions.
Stahla for 14 days at 15-25 °C, 14 days at 2-8 °C, 3 months at -20 *C
[2 5 *C). The semples may be frazen 3 fmes.
The sampla typas lisied were {esiad with a selection of sample collection
tubas that wens commercially availsbla & tha tima of tesing. La. nol all
availabla fubes of &l manufecturars wara tested. Sample collection systems
from vanous marufacturers may contain differing meterials which could
affiact the bast results in some cesas. When procassing semples in primary
tubas (sample coliection systams), follow the instructions of e tuba
manuiacturer.

Spacimens should nat be subsequently altered with additives (e.g. biocides,
andi-coidants or substances that :::ul:lj:-:sshh'{:h?ﬂlapl-l of ionic
strangth af the sample] in order bo evaid

Cantrifuga semples condaining precipiteies end thewed semples bedora
performing the assay.

Ensure tha samples and calibrators are at 20-25 °C peior to measurement.
Due o possible evaporetion affects, samples and calibrators on fhe
analyzars should be analyzedmeasured within 2 hours.

The perfrmance of the Elecsys Anti-SARS-CoV-2 5 as=ay has nof baen
esteblished with cadaveric samples or body fluids ather then serum end
plasma.

Materials provided

Sea “"Heagents — working solulions™ secion for reagants.

Materials required (but mot provided)

= [AEF] 08280281100, CalSet Ani-5ARS-CaV-2 5, for 4 x 1.0 mL

cobas’

+  [FEF] (9280313190, PraciCantrol Anti-SARS-Cov-2 5, 4 1 1.0 mL
»  [FEF] 0728001190, Diluant Universad, 36 mL sample diusnt

= Genaral laboralory equipment

= cobas e analyzer

Adiftional matengls for cobas e 402 and cobas e 801 analyzars:

= [FEF] 06B08TA9130, ProCell | M, 2 x 2 L system solutian

+  [FEF] 04880233190, CleanCell M, 2 x 2 L maaswring cell claaning
salution

=[] 07445400001, Reservoir Cup, 8 cups o ProCall 11 M and
Ea:ﬂellu p. 8 cups to supply

+  [FEF] DBB0BE53190, PraClean || M, 2 x 2 L wash solution

. D&Bﬂdmtﬁnﬂyﬂp'nmyﬂmtay.ﬁmm;
x & magazine ﬂadmx 105 assay fips and 105 assay cups, 3 wasteliners

= [FEF] (7485425001, Liguid Flow Cleaning Cup, 2
Blacsys SysClean hﬁmm&fmmw

{!Ienrung Sl
- n:raamatm. PraWash Liquid Flow Cleaning Cu adaﬁ:’
o supply ISE Cleaning Soluti Ie-anfurhq.d
Cleaning PreWash Unit
= [FEF] 11208500218, ISE Cleaning Sclution/Elacsys SysChaan,
FHII mlL sysiem cleaning g

Furuptinum perfarmance of the essay follow the directions givan in this

document far the analyzer concamed. Rafer fo the epproprigle opersiors

manugal for analyzer-spacific assay instnuctions.

Resuspension of fhe microparticles takes place automatically phor fo usa.

Place fhe cooled (siored at 248 *C) cobas e pack on tha ra 8

Avpid foam fl:-rmn[m':n. Tha Eyslarn}mrh:rnmigalﬁrmgmates {ﬁﬂnﬁm

af the reagents end the opaning/clsing of e cobas e pack.

Calibration

Traceahility: This method has bean standardized ageinst the inlamal Roche

standard for anti-SARS-Col-2 5.

Subsagquandy, i could be shown thet tha First WHO International Standand

for anti-SA 2 immunoglabulin (human), NIESC code: 30136,

behaves idanfically ta tha intamal Rocha stendard, with & Pearsan

cameletion coeficient r = 0.2096 batwaen Limit of Quantilation and

1000 BALMmL. Hance, tha rumeric: resulis in LiimL I:I‘HhEIE

Ant-5ARS-CaoV-2 Sam and BALYmL ere 1 WimL af the

Ehcsysﬁmrsi.ﬂs-(}w uorme.po:g

Moie: Although the dafined unﬂfl:tmeﬁansjﬁAnE-EAHS-Ba'u’ESassay

BI:"EIMH}E'IEMI'QEH‘I] umit definad by tha WHO

standard, the defined uret for tha Anti-SARS-CoV-2 5 assay must

not be used in with urits of other assays. See also the
o ey 1 .

Every Elecsys reagent sei has a barcoded label confaining spacific

information for calibration of the parficular reagent lot. The predefined

mastar curva is edapied io the ana]ymr using the ralavant CalSet

The predefned masier curve is adapled to the analyzar using tha ralavant

Calbat.

Calibrafion fraquancy: Calibration must be performad anca Brma-;erﬂlut

using frash reagent (i.e. not mone than 24 hours slrmﬂﬂcnhmepa

wes regisiered on tha enalyzer].

Calibrafion inerval may ba extandad based on eccaptable varficafion of

calibration by the [aboratary.

Remewed calibration is recommeanded as foll ows:

= aftar 42 days whan using fhe samsa raagent kot

= aftar 14 days whean using fhe sama cobas e pack on the analyzer
= a5 required: a.g. quality coninol findings cutside fhe definad limits
Quality control

[For qualkty conbrol, use PreciContral Anti-SARS-Col-2 5.

In ddition, other suitable contml material can be used.

Conirols fior fhe warious concentration renges should ba run individually at
least ance avery 24 hours when the test is in usa, once per cobas e pack,
and following each calibration.
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Elecsys Anti-SARS-CoV-2

cobas’

|m N/ |
09203079150 09203079500 300 bt
caobas e 801

English need to be identified, neutralization of fe virus is presumead fo ba en
Sk [k ¥ impeetant rode of anbbodies. ™ In SARS-CoV-2 infeciion, antibodies

fargeting bath the spike and nudeocapsid probains, are formad as early es
Shott name ACN (application code numiber) day 9 ormards, which comelatas with & strong neulralizing respanse,
— suggeasting serocorvarsion may |ead fo protection for e leasd a limitad
ACONVE 10226 fime. 34441243 Bowayer, more scientific evidence will be necessary io
rharackad 1m5a deteming if neultralizing u’rhhc-:llesn;armEhHE CaV-2 confer long-term

Elecsys Anti-5ARS-CoV-2 is an immuncassay for the in vilna qualitative
defaction of anfbodies (i to Seware Acuia Respirato
E‘yﬂ:itma{}:lrurmm‘E [Sﬁﬂrg{lﬁj-ﬂm human semnm mdplazna. Tha
1est is intended as an eid in the debarmina®on of the immune reaction io
SARS-CaV-2.

The alecirochemiluminescence immunoassay “"ECLIAT is intended for use
on cobas e immunoassay analyzars.

Summary
SARS-CaoV-2, e causativa agent of Coronavirus Disaase 2010
[COMID-18), sa.namﬂ:ped single-stranded RMA virus of fhe famiy
Caronaviridae, ganus Betacoronavinesas. Viruses of fhis family share
mlaltﬂamﬂ'mgmmm end arganization, including the 4 stuctural
proteins spike |5), envelope (E), membrana (M), end nucleocapsid (N).
cause disaeses with symploms ranging from $ose of a mi:imn'm
cald ko mona sewara ones such as the Severe Acula
e [SARS), Middle East Respirato drome an:l
%ﬁms %Hhumwmmmmmn'ﬂél
MLE3, OC-43 and HKLN . The latiar are ubiguitous and infection t'_rpi:'.al'jr
causes common cold or flu-lika symploms.” 2
SARS-CaoY-2 is mainly frarsmitted parson-io-pemson primarily via
respiraiory droplats, but indirect rarsmission finwgh conteminated
suriaces i also possiola. 5458 The vinus infacts cells via the
angutamn-cum‘h‘ng enzyme 2 (AGEZ), which is highly axpressed in the
hungs.”
The incubation period for COVID-18 is thought 1o be within 14 days
following axposura, with median incubation period being 4-5 days. 2110 Tha
intenval during which an individual with COVID-13 is infactious has not yet
bean dearly established, however, transmission from both symptomatic and
asymplomatic individuals has baen described 111214 % Thoea infiacted
oftan axhibit faver and respiraiany sympioms. ™ 1718 Tha spactrum of
sympiomatic infaction renges from mild fo crifical, with severe cases

m‘mﬁmuﬁynnﬂdhnﬁl&ﬁrﬂd@murﬂa@mm

Deafinite: COVID-19 diagnoeis antais dinect MBUE—.E SARS-CaoV-2 RNA
ruckeic acid amplfication fa BAT). Serclogical assays,
E{lmm.arﬂ:u:iaaaga'ml% -C-l[[q"i'-a-llanm‘nﬁtutamijanﬁy
individuals, which were previously infecied by the vinus, and 1o assess the
extent of exposure of a papulation. They mig harebyl'lalpb:dacdeun
applcation, endarcameant ar relaxation of containment maasures #
Upon infection with SARS-CoV-2, tha hast mounls en immune resporsa
against the virus, incuding productian of spacific antibodias against viral
anfigers. Understanding the dynamics of the anibody responsa to the vins
is critical in ishing & relavant lima window o usa serology tests. Both
mmgi-ntulnlﬂ[ and G (IgG) have baen delectad as eary s day 5
sE‘n Median saraconvarsion has baen obsarved &t day
10:13 bgMarddaﬂE—Hfaer.Milemmdmmhmlsm
bean reporied at week 2-3 for Igh, week 3-6 for IgG and weak 2 for indal
EHIBARDA Wharaas g seems to varish around weak 6752
high sampnmtylssaanafmmawﬁ'ﬂhhIgHﬁﬁpl:'.alwhe
r antibody class sacraled to blood in the asdy & prm
responsa, levals and chronological ander of | mdly!}
appearence seem to be highly verisble for SARS-Col-2
Ant-SARS-CoV-2 g and uﬂarr.appeusm'mlnmw . and some
cases have bes rth \\?Em lgiG appe=ars balore Igh, limiting is
mmm ik k]
After infection or vaccination, tha buﬂlrﬁlslrarghm nﬂhhi:-:llas to antigens
incraases aver imea - a process called affinity maturafion.® High-atfini
aniibodies can alicit neulralizetion by recognizing and binding specific virel
epitopes 7 Whil corralates of immunity/protection fo SARS-Cov-2 sl

immumnity.

Tha Elecsys Anti-5AR5-0oV-2 essay uses a recombinant protein

reprasening the nucleocapsid (M) anfigen in & double-antigen sandwich

assgfnrmu which fevars detection of high affinity andbodies against
-CoV-2. Blecsys Anti-SARS-CoV-2 anfbody filars, which

have bean shown bo positivaly comelate with neutralizing enfibodies in

neutrelization assays. #-4

Test principle

Bandwich principle. Total duration of assay: 18 minuias.

" 15t|r|::|.hai:un 12 L of sample, bicimiated SARS-CoV-2-spedific
and SARS-C ov-2-spacific recombinant antigen
Hleb:l wi'lha sandwich compla:x.

nium complex®! Furmn
= 2nd incubation: Afier addition of microparticies, tha
complax bacomeas bound ta the solid phasa via interaction of biotin and
sireptavidin,

= Tha reaction mixiure is espiried info the measurning cell where fhe

mmrapu‘hdesmrmg‘lahca] capiurad anta the surfaca of the
lactroda. Unbaund mhslmmgsarpamﬂﬁnmmﬁ:{!al ML

.Appir.nmn of a valiaga to tha elecirode then induces chamiluminescant
amission which is maasured by a photomultiphar.

* Resulis are debarmined sulomatically by the softwars by comparing the
alacirochamiluminescence signal obizinad from the reaction product of
the sampla with fhe signal of tha cuioff value praviously obleinad by
calbration.

a) Tris{2, 2 ipyridyrutheniumdl -ompim Fubpylih

Reagents - working solutions

The cobas e pack (M, R1, RZ) is [abaled as ACONZ.

M  Steplavidin-coaled micropariides, 1 bolte, 16.0 mL:
Streplavidin-coaled micropartides .72 mg'mL; praservative.

A1 SARS-CoV-2-Ag-bictin, 1 bottle, 18.8 mL:

Biotirmdaied 5ARS-CoV-2-gpeific recombinant andigen (E. coli)
< L5 mg/L; HEPESH buffiar 50 mmallL, pH 7.7; presarvative.

R2  5ARS-CaV-2-Ag-Rulbpy)i, 1 bottle, 18.8 mL:
SARS-CoV-2-specific recombinant antigen labelad with nuthenium
complex < 0.5 mg'L; HEPES buffer 50 mmalL, pH 7.7; presarativa.

b HEPES = [i-(2 ¥l thans sufonio acd

ACOVZCall  Mapative calibrator 1, 1 bottle of 0BT miL:

Human sanum, non-reactive for an§-5ARS-CaV-2
antibodias; bulfar; presenative.

ACOV2Cal2  Positive calibrator 2, 1 bottle of 067 mL:

Human sanum, reactive for anti-SARS-CoV-2 andbodies;
buffer; praservative.

Precautions and wamings

[Fr in vitro diagnostic use.

Exarcise the normal precautions reguined for handiing all izboratary
reagents.

Di «of all weste matarnial should be in eccordanca with local guidaines.
Bafety deta sheed availabla for professional usar an request.

This kit contains components classified as foliows in accordance with the
Reqgulation {EC) Mo. 12722008
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Elecsys Anti-SARS-CoV-2

‘Wiming

HANT May causa an allergic skin reaction.

Prevention:

P261 HAvoid braathing dustfumed/gasimisivapours’spray.

par2 Conteminated wark dathing should not be aliowed out of
the workplace.

P2a0 Wear probeciive glowas.

Rasponse:

P333 & P313 I skin irriteion or rash occurs: Get medical

advice/attantion.
P362 + P34 Take off comteminated clothing and weash it bafore reuse.
Disposal:
PS01 Dispase of contents/containar to an approved wasta
dispreal plant.
Prodiuct safaty labeling follows EL GHS guidance.
Caontact phone: &l countries: -+ 8-621-T520

All human matesial should be considered patentially infecfious. All products
desived fram human blood ara prepared axclusiwaly from tha af
donors tested individualy end shown o be frea from HBsAg and antibodias
{o HCW end HIV. The tesfing methods used assays appraved by the FOA or
daared in complianca with the Europaan Directive S8THEC, Annex I,
List A

The saum cantaining an$-SARS-CoVV-2 (ACOV2 Cal2) was haat-
inactivated for 30 mirutes at 56 °C.

Howaver, &= no inactivation or tasting method can rule out the il risk
{:frrlammwm ehsoluda certaimty, the matanzl should be ha with fhe
sama level of care as & patiend speciman. In the event of expasure, the
diractives of tha respansible healt suthorities should ba foll owed 4647

Awoid foam formefion in all reagants and sample types |specimens,
«calibrators and conbrols).

Reagent handling

Far professional usa.

The reagenis (M, R1, R2) in fhe kit ara reedy-for-usa end ara supplied in
cobas a packs.

Cathrators:

The calibweiors are supplied meady-ior-usa in bottles compesbla with the
sysiem.

Store the calibrators at 2-8 °C for labar use.

Pesfoem only one calbration procedura par boffla.

Allinfoemaation required for comect operation is available via the cobas link.
Storage and stability

Store at 248 °C.

Da not freeza.

Store the cobas e pack upright in order to ensure compiste availabiity of
the microparicles during awomatic mixing prior to use.

Siehilty of the cobas e paci:

urapened at 2-8 °C up to the stedad axpiration dale
on the analyzars 14 days
Siehifty of the calbrators:

unapened at 2-8 °C up to the stetad axpiration date
after opaning at 2-8 °C 31 days

cobas’

Siabiity of the calbrairs:

on the analyzers at 20-25 °C |usa{:|13rm

Siore calbralors wpright in order bo prevent the calbrator solution from
adhering %o the snap-cap.

Specimen collection and preparation

Only the spacimens Estad below were t2sted and jound accaptable.
Serum collected using stzndard sampling fubes or fubes conaining
saparating gel.

Li-haparin, K:-EDTA and K~-EDTA plasma.

Li-haparin and K;-EDTA plasma tubes containing separating gel can be
used.

Capillary blood collacted in sarum, Li-heparin or Kz-EDTA sampling fubas.
Criterion: Absolule deviation of negafive samples + 0.3 COl {cuioff index)
fram samum value; reactive samplas: recowary within T0-130 % of sanum
walue.

Siahbla for 7 days at 15-25 *C, 14 days at 2-8 °C, 28 days ai -20 °C {2 § °C).
The semples may be frozen 3 mes.

The sample typas Ested were tested with a selection of sample collaction
tubas or systems that were commescially aveilshbla &t tha tima of tesfing. La.
not all available tubes of el manufecturers wara tested. Sample collaction
sysiams from various marufachurers may conain difiering materials which
could affect the test results in soma casas. When processing samples in
primary tubes {sample collection sysiams), follow tha instructions of the
fubaicollection system marulzciurar.

Specimens should not ba subsequently altered with edditives (e.g. biocides,
anti-pxidants or substances that could po Ei:nlrd’laj;gaihapH of ionic
sirengih of tha semple] in arder bo avoid

Pooled semples and ofher adificial material may have different effects on
different essays and thus may lead fo discrepant findings.

Centrifuga samples cantaining precipitatas and fewed samples befara
perfoeming the assay.

Do not use heat-inactiveted samplas.

Do not use samples &nd condrols siabilized with azide.

Enswre the samples and calibrators are at 20-25 °C priar fo measurement.

Dua to possible evaporefion effects, samples and calibratoms on the
analyzemns should be analyzed'measured within 2 hours.

otabianoil wih caraver samplas or D0y Al ol han sarm and

plasma.

Materials provided

See "Aeagents — working solutions” section for reagents.

Materials required (but not provided)

= [FEF] CA216928190, PreciConbrod Anti-SARS-Cov-2, 4 x 1.0mL
07238010790, Diluant MultiAssay, 452 mL sampla diuant

= Geraral labaratory equipment

= gobas e analyzer

Additional matarigls for cobas e 402 and cobas e 801 analyzars:

= [FEF] 0GE0BTIENI0, PraCell Il M, 2 x 2 L system solution

= [F=F] 04880233190, CleanCell M, 2 x 2 | maasuring cell cleaning
solution

- M%Lﬁm1 Raservoir Cup, 8 cups to supply ProCall 1| M and

= [FEF] 06808253190, PraClean Il M, 2 x 2 L wash salution
= [FEF] 05604302001, Assay TipdAssay Cup in magazires
!maganna stacks x 1&; assay fps and 1?}5.5355“::413 3 wastelines
= [FEF] 07485425001, Liguid Flow Cleaning Cup, 2 adepior cups to supply
Cleaning Sclution/Blacsys SysClean for Liquid Flow Claaning
Dedection Linit

= [REF] 07485433001, Pre'Wash Liquid Fiow Cleening Cup, 1 Bjamnr{:up
i supply ISE Cleaning Solution/Elecsys SysClean for Liguid Flow
Cleaning PreWWash Urt
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