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Growing challenges of a modern laboratory Healthineers

O

Workload

Easy-to-use Optimized Automation

System Workflow Connectivity

3,

Personnel
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BN Il System delivers

Nephelometric
sensitivity

For confidence
in results

Growing innovative

dassady menu

To enhance clinical
support capabilities

Flexibility & reduced
hands-on time

Flexible configuration and fast
results with less hands-on time
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SIEMENS ...
Healthineers -

Intuitive
software
NEW
State-of-the art
software
Proven
reliability

Built for the future
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Growing innovative assay menu Healthineers

Growing innovative
assay menu

3

To enhance clinical
support capabilities
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Comprehensive plasma protein testing can be challenging

Clinician & Patient
[, )

DU\
O

O

............................................

Lab
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\J Test requests
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Cost
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SIEMENS ...
Healthineers -

Send-outs

Dilutions

Q0

Verification Testing
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SIEMENS ..,

Increase Plasma Protein Menu and Reduce Send-out Costs Healthineers "

Improves lab’s value to healthcare system

IgG

IgA

IgM

FLC lambda

FLC kappa

Total Lambda
Total kappa
B2-macroglobulin

Ot Nm— g m— —ney

B-trace protein (RUO)*

IgG1
1gG2
1gG3
1gG4

Ceruloplasmin
Fibronectin

Streamlining plasma

protein testing
0 Increase laboratory expertise
0 Reducing potential for errors

—~——

Financial payoff Improved patient
100 samples . outcomes
$4000 Savings !

*Research Use only
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Nephelometric sensitivity Healthineers

Nephelometric
sensitivity

For confidence
in results

3
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Nephelometer with dedicated dilution station Hedlthinoore o

Dedicated serial dilutions provide
more accuracy — up to 1:160,000

>

Measurement

Preserving precious samples volumes
by avoiding additional sample uptakes
for each separate dilution

Quick sample release — sample
volume is stored in the dilutions

.'-] Dedicated
dilution station
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Convenient reagent handling Healthineers

Reagent
probe

Straight vial Tilted vial

Reagent
probe

Residual liquid
volume

Minimizes
dead volume
S
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Antigen excess checks SIEMENS ...

Healthineers -’
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Nephelometry offers excellent sensitivity

TurbidimEtry — FLC ana|yte s|gna|
!
° Detector receives
. strong light signal

Nephelometry _
. Signal

Detector avoids interference
from possibly transmitted light

I Result
Few
B
EliL FLCs
Result I Few
Blank FLCs

SIEMENS ...
Healthineers -*

Low signal-to-
background ratio at low
concentration levels

High signal-to-
background ratio at low
concentration levels
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Nephelometric sensitivity of Latex-based assays on Healthincers =
Free Light Chains' IgG3 & IgG 4'
Low end concentration Low end concentration

Nephelometry in the guidelines

- Lambda — 1.3 mg/I lgG3 - 5.5 mg/I
N b R | ) | e 4 e
I _ I IMWG Guidelines

Kappa — 0.6 mg/| 18G4 — 4.3 mg/| “The free light chain (FLC) assay is an
- . |- _ automated nephelometric assay that identifies
and measures k and A light immunoglobulin
chains that circulate unbound to heavy chains
in the serum.”?

Increased Sensitivity Increased Sensitivity i .
ESMO Guidelines

.__ _ Lambda - 0.48 mg/I IgG3 - 1.7 mg/I
- L | v j | | v | “Diagnosis of MM should be based on the

f following tests: Detection and evaluation of the
BN I System Kappa — 0.17 mg/I lgG4 - 2.6 mg/! monoclonal (M) component by serum and/or

* (Nephelometer) = | «/ I v | urine protein electrophoresis (concentrate of

24h urine collection); nephelometric
quantification of IgG, IgA and IgM
immunoglobulins; characterisation of the

* Immunosuppressive therapies lowers Immunoglobulin concentration, and the heavy and light chains by immunofixation; and

serum-free light-chain (FLC) measurement.” 3

Optilite System
= (Turbidimeter) =

I Why sensitivity matters

o FLC ratio is a fraction which jumps drastically at low concentrations *

IPratt et al. Br J Haematol. 2007;138(5):563-79

ZRajkumar et al. Lancet Oncol 2014; 15: e538-48. 12
3Moreau et al., Annals of Oncology 28 (Supplement 4): iv52—iv61, 2022.
Hilnstructions for use from manufacturers
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Flexibility & reduced hands-on time Hedlthinoore o

Flexibility & reduced
hands-on time

Flexible configuration and fast
results with less hands-on time

o
“
— |
| | [ |
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Flexible sample handling Healthineers -

CSF
Plasma
Less hands-on
_ time
Serum i,
\f @ Fast results
Urine

Securely process different
types of samples on one
platform
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Improve your lab’s productivity & efficiency

|
- ./?\.
D B -
“a o
Average throughput: Quick Connection to laboratory
130 tests/hour sample release automation

Increasing lab

demands a a Q

1LD Workflow Study BNII vs Optilite System 10 2020

Lab Workload

SIEMENS ...
Healthineers -

Operator hands-on time F— rree —]

36% time saved in
Comparison study with
Optilite System?

FREE

Operator
workload

Increasing
lab demands

Time
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BN Il System connectivity to Aptio automation SIEMENS -5

Healthineers -°

BN™ I System

Sysmex® CS-5100 System | | .
(] ; (Sample Volume
— = ._ ﬁ s Detection)
ADVIA® 2120i - = . 1 ;
Hematology System L ‘_’_-] ‘_I. S Il_ |J_ |
. Atellica® Sample Handler
ADVIA 2120i o
Hematology — T- _
. System with Aliquotter b | Atellica CH Analyzer

—

5
Desealer , Sealer Decapper
‘ Atellica Solution

Atellica IM Analyzer

) Autoslide
(Refrigerated Atellica CH Analyzer
Storage Modules) Aliquot T
Capper Atellica IM Analyzer

ROM BIM IOM
(Rack Output (Bulk Input (Input O‘Qtplu'f
Module) Module) Module)

L)
| /B Centrifuge

-
Centrifuge i, |

U A



Advantages of BN Il System Automation Connection Healthineere
Less user intervention Standardized sample flow Unaffected system operation Versatility
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Intuitive software Hedlthinoore o

Intuitive
software

State-of-the art
software
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Overview of new software features Hedlthinoore o

)!”m? d Q

Data privacy User management Audit trail Traceability

Necccccca

-
sEssssTA
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New features: Data Privacy

& BN File Edit Routine Results QC Calibration Definition System

A =

e0e Lab journal
n.K/| Action  View | @2 Efﬁl Wb T

"’l Owin selection

200200650313
FLE K 408,00 mgi

v g

bW

P o ACL 21,50 mgh
4 18.90

AL

& 200200652513
FLE K 25,80 mgh I Reagents

FLEL 18.00 mgh
Reagents
5o =
missing

200200653813
not sufficient

FLE K 1240 mgh
not reguired

FLEL 31,20 mgh
o STDS/CTRLS

FLC .
missing

200200654513 L
not sufficient

FLE K 41.30 mgh
not reguired

FLEL 12.00 mgh

FLE ESTE
- Information

Logbook

Measurement

finished

System status

SIEMENS .-,
Healthineers -

User management privileges
ensure private user and patient
data is protected

Privileges can be configured to suit
your institution’s access policies

Systems enables compliance with
data privacy regulations, e.g.,
GDPR
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New features: User management

[ validatio

Reference ¢t
OK

not ok

(in process
missing
Assays with

Login/Logout

Full version: V2.7a3

Release version: V2

Current user: LXXXXXXN

User:

Password:

Change password

Logout

invalid contr.

C—

olo|o|o|o|o|o|o

SIEMENS ...
Healthineers -

Oo—0—CO—0

Individual user accounts
rather than role-based system

User activity traceable
using electronic signature

Only users with authorized logins
can view patient data
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New features: Audit trail — FDA 21 CFR part 11 Healthincers

Oo—0O—8——0

File Edit Routine Results QC Calibration Definition ESACH

Rack status

User service
Precision test Track and comment

on user activity

Display name
——
A1 1428 Bampia resull delsied; sampie. 31720

Audit trail logs storage,
commenting & printing

AT 1420 Sampl requt Sileted. sample: 31TI00TETION0

AU 1429 Sampia resut daleted; sample: 31 T20075TI0N0

A a2 Sampls resull daleted, sample: 81 T200TATEDNN
AU 1420 Sampia rewul daleted; aample: B1T1E0H1 7000 N
AU 142 Sampia asul daleted; sample: 1719041700700

|!‘- Provide information efficiently
when lab is being audited
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New features: Traceability Healthineers

O—0—-—0

® [ ] Sample result details

DQK/ Actl'an ? E 0l

Show raw data - kinetics...
Show calibration...
Dos, John *es  Show framing controls...

Sample ID:

Enter remark...

lght 0.76 g 1:20 (0.40 - 2.30)
Calibration: 112112 18:51:27
Standard: Prot. Standard SL (DB3690)
Reagants: IGM [153286)
Releasad: 5/31/21 17:20:08 by: Z00345
Gontrat: Prot. Kontrolie SLM (084738)
Remark last adited: 5/31/21 17:13:21 by: Z00345
Example text

Cic 1.830 g/l 1:20 (0.80 - 1.80)

Calibration: 11/2312 11:07:40

Standard: Prot. Standard SL (083690)
Reagants: €3 (153388)

Releasad: 531421 1720008 by: 200345
Gontral: Prot. Kontrole SLiM (084733)

C4 0.346 g/ 1:20 (0.10 - 0.40)

Calibration: 1120112 14:40:22
Standard: Frod. Standard SL (DB3690)

Improved traceability of results,
having e.g. calibrations, controls,
lot numbers and release details
in one spot

For each released result have
quick access to calibrations
curves, framing controls and
archived results

Improved overall sample
search efficiency and walk-
away time
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. ofe SIEMENS ..,
Proven reliability Healthieare e

Proven
reliability

3

Built for the future
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Proven instrument reliability — Built for the future Heatthineore

Built for the future

. . . . B
Instrument timeline BN Il System launch ROHS compliance LAS Special sample rack Nélei\:::;rir;:ext

Future Focus

Innovative

_._-— g Q Q Q assays

Excellent service track record with average 2-3 service Instrument

visits per year. Performance
& workflow

excellence

Long term experience as an instrument service
provider, delivers expertise and routine confidence in S

. Digitalization
times of need.
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