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« BGR/BG involve 100% of men (3)

e AMU involve 60% of women (3)
and 40% of men (2)

e INMI involve 87,5% of women
(7) and 12,5% men (1).

e UCPP involve 50% of women (1)
and 50% of men (1)
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FACTS & FIGURES
KRONO

Start Date 01/09/2020
Ewvaluation of a production ready portable, point-of-need platform (instrument End Date 3112201
and reagents), direct from nasal swab tast for the molecular diagnostic Call IMIZ - Call 21
detection of COVID-19 infection Grant agreement numbear 10005075
Ongoing | L2 | Respiratary, diseases, [nfectious dissases, Coronavirnuses, Diagnostics Type of Action:

RlA (Research and Innovation Action)

Summary

Contributions €
Currently. COVID-19 diagnostic tests need to be processed by an expert in a laboratory, and IMI Funding 784 470
patients oftan have to wait at least a day for their results. The KRONO praject aims to change Other 1035 494
that by delivering a simple test that can be used at a doctors office or a patient’s home (for Total Cost 1819964
example) and would daliver rasults in just 40 minutes.
The dizgnostic kit is based on novel technology that can work with unprocassed samplas of
blood, saliva, or nose or throat swabs and can be operated by amyone with basic training in
howe to use the device. The softwara is based on algorithms trained on actual dinical dats, and
allows users to easily interpret the results.
‘While tha team is focusing its efforts on the current COVID-19 outbreak, they also plan to
ensure the system can be easily adapted to future outbreaks of new diseases in humans a5 well
as animals.

Project coordinator

Achievements & News Rémi Charrel

Univarsite 0'Aix Marseille
A rapid diagnostic test "pipeline” for cument and future pathogens
October 2020
KRONO's COVID-19 test tachmology will make the world more prepared for new threats to
human, animal and even plant health

Parti Cipa nts @ Show participants on map

Universities, research organisations, public bodies, non-profit groups
= |stituto Nazionale Per Le Malattie Infettive Lazzaro Spallanzani-istituto Di Ricowvero E Cura
A Caratters Scientifico, Rome, Italy
= Universite D'Aix Marseille, Marseille, France
= Univarsite De Corsa Pascal Paoli, Corte, France
Small and medium-sized enterprises (SMEs) and mid-sized companies (<€500 m turnover)

= B G Research LTD, Kimbolton, United Kingdom
= Biogene LTD, Kimbolton, Unitad Kingdom



KRONO KEY OBJECTIVES

* Meet the WHO R&D blueprint TPP of 10,000 virions/ml detection for
simple to use, low cost tests for use in the developing world

* Ability to deploy tests for use without lab access in remote regions and
used by anyone with simple training

%% RapBlusorin * Drive the cost of goods to the point that assays can be sold at the price
point of lateral flow but with sensitivity of molecular

* Advancement of the portable detection system from the existing lab-
based technology demonstrator to a portable validated production
unit ready to be manufactured at scale to impact on both the current

pandemic and future outbreaks of emergent disease

* Development and validation of the SARS-CoV-2 assay, including
internal positive control — latterly becoming a Duoplex test.
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* Demonstration of rapid development and scaling to production of the
rRm————— lyophilised assays, including enzyme production, reagent and
lyophilisation development
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PLANNING AND PROJECT MANAGEMENT

The ISO 13485 QMS gives BG Research a strategic capabilityin
planningand management of projects

Each project has its own dedicated Design and Development

Plan (DDP) where key milestone deliverablesand required
resources are documented

A master project Gantt is used to ensure tasks are clearly
defined, assighed and completed within specified time frames

The Ganttis updated on an ongoing basis and a weekly forecast
issued each week (forecasted tasks integrated into assigned
personnel's daily worksheets)

Monthly documented team meetings (biology, mechanical and
quality) are scheduled at the end of each month (used to
summarise work, identify any bottlenecks/risks and plan
objectives)
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1. Alltaiks being worked on mait follow and align with the sstablished Gante
2. All imsks are sssigned s unigue Gantt Task ID w0 no task showld be marked as N/A unbess
prowiously sdvised or iy out of your contrnal

4. The % completion of tasks is to be sccuratley updated on a dally basis

5, Wierktheets are 10 be updated and rent at the end of each working day
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3. The Gantt should be accurate up 1o 2 weeks minimally (updated every Friday]

6. Any individual task more than 7 days duration nesds to be divided into relevant substashs
7. bustification must be provided if a task iz not completed by iis scheduled due date

8. Any bottlk chi are 10 Ba rep el can be allecsted
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1.0 MEETING DETAILS
Departmant Cuality Lacation Boardroom l!-hdn-h‘
Bhanth By Date 30,0721 1| To sumenarise months’ work and firdings
2| Toldentilty risks and bmplement the necessary contral
Mesting Attendees Predition | To discass the statas of chiectives set for the current manth
1] Hathar Mazareth Cruality Manager & | To discuss and et new objectives for the following manth
2 Melicn Hazareth Managirg Director 8| To plan project work and timelines
MARYT ¥ AN

& CIMSD has now been implerseted and integrated with the companies lve Sage 50 dats. Tina has been working on ensuring o dats i up to date
and has been pulled through from Sage S0 sccounts. The training conducted has given a pood overdiew and understanding of how to use the kiy
fanctions of the software, Once Ting has more experience with he yyrtem further traning on 1pecific srees will be schedipled with ACIT

#  The new more intuithve BioParts numberding wystem has been set-up and allows eavy Identification of parts withouwt having fo scanlook them wp,
The new syifem has been applled to existing stock on Sage 50 and CIMSO,

#  Riley automation have Been selected to be wead for the sutomation of the Barcading syitem. They were the most technically competent and
sompetithvely priced, However further mastings will be needed to negotiate & Full furnkey syrstem which can be run and validated

#  Sgenples from Edding have been recelved wing the new XF1 reaction vessel, Following Sesting o ey finding was the black printed barcodes
seemed B0 have better readabllity than the white cnes, Using black Ink will be simpler snd may provide more opions In termas of Ink types. Both

reguine UV curing). Soll swaiting samples from Domino, once received a supplier can be selected for the provision of the printer ard ink.

subenission. These will need o be cordirmed and cosrverted o & document before & pee-submistion mesting can be scheduled.

Edding and Doming have been contacted asking what choices there are for black ink {including the posaibdicy of sleahol resivtant ink that does not

*  WHO responded 1o the pre-submission reguist asking for questions to be asked and a plan for studies/testing to be corducted as pant of the EUL




First batch of reagents Experiments to compare BGR reagents vs Alt
(by using SARS-CoV-2 extracted RNA)

Altona
Ct
10~7 cpfreaction 15,129
10~7 cpfreaction 15,150
1047 cpfreaction 15,012
1076 cpfreaction 18,410
1076 cpfreaction 18,373
1006 cpfreaction 18,492
10°5 cpfreaction 21,783
10~5 cpfreaction 21,659
10°5 cpfreaction 21,778
1074 cpfreaction 25,095
1074 cpfreaction 25,032
10~4 cpfreaction 25,106
10°3 cpfreaction 28481
10~3 cpfreaction 28,397
10~3 cpfreaction 28,313
10~2 cpfreaction 32,421
1002 cpfreaction 31,925
1002 cpfreaction 31,745
10 cp/reaction 35,133
10 cp/reaction 35,153
10 cp/reaction 35,132
1 cp/reaction 38,857
1 cpfreaction Undetermined
1 cpfreaction 38,910
neg Undetermined
neg Undetermined
neg Undetermined

Amplification Plot

Stnderd Curve

Slope=-3,378

Efficiency= 97,716

BGR

10°7 cpfreaction
10~7 cpfreaction
10~7 cpfreaction
1046 cpfreaction
1046 cpfreaction
106 cpfreaction
1045 cpfreaction
105 cpfreaction
1005 cpfreaction
104 cpfreaction
1004 cpfreaction
1004 cpfreaction
1043 cpfreaction
1043 cpfreaction
103 cpfreaction
1042 cpfreaction
1042 cpfreaction
1042 cpfreaction
10 cp/reaction
10 cp/reaction
10 cp/freaction

1 cp/reaction

1 cpfreaction

1 cpfreaction
neg

neg

neg

20wl
Ct

8,585

8,741

8,955

10,775

12 78S

12,802

12,271

14,705

14 094

19,109

17 418

18,135

22 788

24,049

17,808

26 486

24,727

24903

20 082

28 749

30,352
Undetermined
Undetermined
Undetermined

22 875

13,748

19,581

(First batch of reagents)

S50ul
Ct
8,611
8,412
8,525
12,220
11,551
12,020
14,853
15,192
14 955
19,535
19,256
19,286
22,303
22,462
22,239
25,772
26,031
25,358
29,203
31,755
29,680
Undetermined
Undetermined
Undetermined
Undetermined
Undetermined
Undetermined

With BGR:

Detection up to 10 cp/reaction

Best final reaction volume is 50 uL
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