Clinisys™ Laboratory Solution

Speeding Up LIMS
Implementations with
Pre-Configured
Solutions
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= Quality & Compliance
'5,"\ Recap on Speeding Up LIMS
2 Implementations

Q&A
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Industry Context
and Trends

* Evolving Regulations & Market demands

* Industry Trends
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InduStry context and Trends Speeding Up LIMS Implementations

with Pre-Configured Solutions
Evolving Regulatory Landscape and Evolving Trends

California Sets
REACH Climate Disclosure
COMPLIANT Precedent in the US

Stockholm Convention 148
on persistent organic s -
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: Drinking
Regulation
of PFAs G

Ground BSALELE
Water Waters

Beverage

Chemical
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Industry Context and Trends with Pro-Configured Solutions.
Serving today Serving tomorrow
| | s
® B M g Y0 D [
v Do ANt
Healthcare Contract Public Environment Water Food & Crop Biotech Pharma
Services Health Beverage Sciences

We serve all sizes of lab operation: scaleups, enterprise, regional, national, country-wide
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Speeding Up LIMS Implementations

Clinisys, focus on Product Leadership with Pre-Configured Solutins

Clinisys™ Laboratory Solution (CLS): One Product Platform. Configurable Offerings.

CLS Offerings

Healthcare
+ Clinisys Toxicology Laboratory

+ Additional offerings under development
+ Clinisys Clinical Pathology Laboratory
+ Clinisys Genomics Laboratory
+ Additional offerings being scoped
+ Clinisys Anatomic Pathology Laboratory
+ Clinisys Blood Bank Laboratory
+ Clinisys Order & Results Management

Scientific

 Clinisys Toxicology Laboratory

+ Clinisys Contract Services Laboratory

+ Clinisys Food and Beverage Laboratory
+ Clinisys Environmental Laboratory

+ Clinisys Water Quality Laboratory

* Clinisys Public Health Laboratory

0
& W/ ‘
%o‘

CLS: One Product Platform

A data model, workflow engine and platform
services that scales from the smallest to the
largest multi-country laboratories and across
different sectors, disciplines, and specializations

Solutions are delivered as industry content packages overlayed onto the CLS Platform

° )
CI In Isgs © Clinisys, company confidential | STRICTLY NOT FOR DISTRIBUTION

01 August 2025



Speeding Up LIMS Implementations

I “ d u St ry co n teXt a “ d Tre n d S with Pre-Configured Solutions

Increased Pressure on Labs ||-

(J [ ] ™
CI I n Isgs © Clinisys, company confidential | STRICTLY NOT FOR DISTRIBUTION 01 August 2025 7




Industry Pre-Configured
Solutions

* |Industry Methodologies
* Standards & Naming Conventions

* Preconfigured Content Packages
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Speeding Up LIMS Implementations

|| |
Industry Pre-Configured Solutions it Pre-Configured Solutions

ReQU|at'_°ns_’ Rules & Test Workflows & Industry
Guidelines Foundational Data

Analytical
Methods

INTERNATIONAL General Soils /
Chemistry Solids

Standards Worldwide

\\V European
- Environment

/ Agenc
& y Water & sVoI_atiIIe t&l Quality Measurement
emivolatile .
||] Wastewater Organics |||] ContrOIS Units

e USGS

=:| cience for a changing world|

Rad_io Air
chemistry Quality

NIH Natlonal lerary of Medlcme

National Center for Biotechnology Informatiol
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Speeding Up LIMS Implementations

Industry Pre-Configured Solutions with Pre.Configured Solutions

Standard Naming Conventions

Soils / Solids  Did research across the analytical methods

and consulted guidelines
Analytical « Compared naming conventions (target
Methods ||] analytes, surrogates, internal standards)
and decided on the best one to use

 Validates names and CAS# against official

General
Chemistry

Water & Volatile & Qualit Measurement .
Wastewater | i Controls Units sources (EPA, CAS Registry, PubChem,

TNI, etc.)

* Harmonized on Matrices, Equipment Types,
||] > Measurement Units, Container Types,

Preservatives, Quality Controls, etc. across
methodologies

» Set Default Values for MDL and PQL/MRL
and well as for Control Limits

Air Quality
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I nd uStry Pre-co nﬁg u red SOIutions Speeding Up LIMS Implementations

with Pre-Configured Solutions
Preconfigured Content Packages

| Our Response to Helping Labs

Methods &

Containers

Best

. Practices
Regulations,

Quality Standard
Rules, and :
Guidelines Controls Units

Industry

00TB
Content

o=

Standardization,
Streamlining,
Cost Reduction

Improved
Customer
Experience

T
p Optimized
» ” / Time to Value
(F),Ilnlssg . d Content 7 P S A comprehensive &
Pre-k onftigurea Lonten 7 P S Solid Foundation for a
ackages P Faster
Clinisys _ ”~ o - ’ Implementation
Laboratory Solution y
”’
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Quality & Compliance

* Quality Controls
* Automated Results Imports

e Data Reviews
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Qual ity & com pl iance S;_)eeding Up I._IMS Implem_entations

with Pre-Configured Solutions

lity Control
A
uall y ontrois Pre-Configured Templates Batch: 1017 -
9 P | Prep/Extraction Batch|
P c f_ d Details Creation Posting Spike Amounts — w BATCH DETAILS
-
re o n Ig u re Created: Batch rule: Scanned ID:
PFAS in D W 04/11/2025 15:00 EPA 8327 - PFAS Prep - WA
PFAS via SPE and LOMSMS M eth od ‘T‘emp‘ates prlsaié P 0 comment]
5371 Selected PFAS in Drinking
asures 18 PFAS via SPE and LOMSMS Batch owner: Lab site: ~ Other criteria:
Screaning method fo presence of PFA: (Cauthen Wathew ) x v Main ()
* Detection of Absorbable Organic Flucrine Position Sample Type Matrix
mm PFAS in non-DW Aqueous Sample
i i, s, i eschate, g b o -_ MEghcth B EeRoen ety SIS IIREC Sl Batch-level Tasks  Additional Info
EPA 8327 PFAS in non-DW Aqueous Sample LCS - Lab Control Sample Reagent Water
+ Measures 20 PFAS in groundwater. surfece water. snd
wstewster
PEAS in Source Alr Emissio 4 MS - Matrix Spike © Add QC Sample Remove Task Limits
3 LDl ER LD R AEE Pos v  Idenifier sk ID v Matrix v Sample Type Vv Sample ID CC v Active Status Vv Original Vv Paired|| v
1 1190014 147 Reagent Water MB MB for HBN 753 [PFAS 017] OK Released
2 1190015 1 Reagent Water LCS LGS for HBN 753 [F‘F (1017] OK Released
Details Creation  Postin JCL EIGEE  Spike Amounts ? oo 14563 Heter SAMPLE WA Tests ‘ o Released
J - P 4 1190016 14798 Water MS WA Tests(1190001MS) OK Released 1190001
5 1180017 14800 Water MSD WA Tests(1190001MSD) OK Released 1190001 1190016
Q I -t C t I Temp\ates = |6 1190002 14620 Water SAMPLE WA Tests OK Released
ua I y on ro s T 1190003 14657 Water SAMPLE WA Tests OK Released
(QCS) Bulk Edit Undo Pendi
Position Sample Type Matrix
ICV - Initial Cal Verification Reagent Water -
Prep/Batch QCs I N T Batch- 1018 | Analytical Batch |
2 ICB - Initial Calibration Blank Reagent Water y

13 CCB - Continuing Calibration Blank Reagent Water N - N N
B Batch is reviewed and is protected
14 CCV - Continuing Cal Verification Reagent Water
¥ BATCHDETAILS
K35 CCB - Continuing Calibration Blank Reagent Water
Batch rule: Scanned ID:
36 CCV - Continuing Cal Verification Reagent Water 2025 15:01 EPA8327 - PFAS - WA (8327W) 06
998 CCB - Continuing Calibration Blank Reagent Water Batch owner: Lab site: * Other criteria:
999 CCV - Continuing Cal Verification Reagent \Water E 11/ E@ 1501 — Main ()
Ana & Ad Batch-level Tasks  Additional Info
QC fail be handled too!
al u re S Ca n e a n e OO - Add EXjsting Task Add QC Sample Remove Task Limits
Sample Type v CC Vv Status v Condition code: Pos v ldenlfier v TaskID\ Vv Matrix v Sample Type Vv Sample ID v CC Vv Active Status v Original v Pai v
a v 1 119001 14803 Reagent Water Icv ICV for HBN 754 [PFAS/1018] OK Released
v QF v RUNHEADER | QC Failure (QF) | 0 [ ]
cov OK In Review Condit e 1190019 14805 Reagent Water ICB ICB for HBN 754 [PFAS/1018] OK Released
) ondition code: [ Q ] 1190014\ 14795 Reagent Water  MB MB for HBN 753 [PFAS/1017] oK Released
MB OK In Review

coreen | e ———
LCS OK In Review | | QC Failure (QF)

2
3
4 1190015 14797 Reagent Water  LCS LCS for HBN 753 [PFAS/1017]
5
Successful, Immediate Release (ok) 6 1190016 14X09 Water MS WA Tests(1190001MS)
7
8
9

Released

) Successful (OK) 1190001 584 Water SAMPLE WA Tests Released
SAMPLE QF In Review Run date: Released
eleast
Ms OK In Review 07/30:2024 & 113 © Rerun All Analytes, No Reprep (RR) 1190017 1480 Water MSD WA Tests(1190001MSD) 1190016
pien w“ lo Do

Rerun Some Analytes, No Reprep (rr) 1190002 14621 Water SAMPLE WA Tests
I Reprep and Rerun All Analytes (RP)

Reprep and Rerun Some Analytes (rp) 10 1190020 14807 Reagent Water CcCB CCB for HBN 754 [PFAS/1018] oK Released

I (J [ ] ™ Cancelled (CA) 1 1190021 14809 Reagent Water ~ CCV CCV for HBN 754 [PFAS/1018] oK Released
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Qual ity & com pl iance Speeding Up LIMS Implementations

with Pre-Configured Solutions
Automated Result Imports Load List / Batch

Sequence Setup i;

€ Cinisys

O — x o+ I
1-19.chemware: comvddd; Batch/Edit/ 754 e« O @ @
IMS > 1 b | e
5E = ppr— ¥ resits in new tab

i Homo 3 = Sompies. 3 Balches 3 1018

11]0

@

Batch: 1018

......

— e Secured
Locations
& & Routes

Instrument Output
Files or Data Stream

EPA
625

EPA

E 524
EH ASTM EPA
D D8421 8327
LOG

EPA

1633

» Support for High-Throughput and Increased Efficiencies
* Pre-Configured Instrument Data Parsers

* Minimizes Manual Interventions and Transcription Errors

 Data Integrity & Traceability (linked to tests/procedures, users, equipment, reagents, standards, etc.)
« Compliant with 21 CFR Part 11 and FDA ALCOA Principles
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Quality & Compliance

Data Reviews

 Data Reviews —
Integral Part of the QA
Process

* Pre-Configured Multi-

Level Reviews

* Pre-Configured Data

Review Reports
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Batch Results Posting

Analyst Review

Batch Results Posting

Analyst Review
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Supervisor Review @

Peer Review

Supervisor Review @

Peer Review

Speeding Up LIMS Implementations
with Pre-Configured Solutions

Workorder Review

Lab / Project/ Site
Manager

V7
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Recap on Speeding Up
LIMS Implementations

* Methods/Standards & Key Quality Aspects
* Visual Tools

* (Other References/Resources
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Recap on Speeding Up LIMS Implementations

Methods/Standards & Key Quality Aspects

EPA 533

ASTM EPA
D7963 537.1
PFAS
ASTM EPA
D8421 8327

EPA
1633

Comprehensive set of
Pre-Configured
Methods & Tests

e S

Standardized &
Harmonized Naming
Conventions

DL

Standardized & Pre-
Configured Quality
Controls

il
5N

& 2

Automated Results Imports
& Traceability
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Pre-Configured Multi-Level
Data Reviews

—————— 11

: D ST -
44N N 7
AOAC ¢/ European

NNNNNNNNNNNNNN $/  Environment

Agency

FOA

Alignment with Published
Guidelines and Analytical
Methods Applicable for the
Industry

USDA
LOLA
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Recap on Speeding Up LIMS Implementations

Visual Tools

Samples Per Department Instrument Volumes —
140
PFAS: 108 e
120
100
80 -
< AL
[l GeneraChemsiry 675 [ Semivolaties: 366 I Metais: 353 @"'\B\
Volaties [l Microbiciogy: 122 PFAS: 108 Samples Per Depariment — By Depariment
. Radiochemistry” 48 . Extractions 11 B W L o) L
7,152 || coe 32757 ot 32,757 || $50,757 o= $50.757 E
— — — — — . ‘
. .
e .
——
— —— - '
— o
= <
— . .
& -
ot WolUmes. Top 20 Clients by Sampie Count Database Health
— DBF Fle Space - % Usage
. e ———
I Ready to Batch Needs Data (Batched) Needs Review (Batched) Needs Review (UnBatched) Waiting on Prior Step " * w . . W e e r——
TAT by Department 1 [ I 0 0 0 0 0 " I I I
i . ery Logs - 8 Usage
204 - 4 o 0 0 39 EarT - S—
sl o [] o o ¥ D .
244 Extractions 55 14 0 0 0
S0 al Che 313 188 m 0 123
194
Met; 26 29 309 o 33
144 Metals Prep 12 18 0 o o
Microbiology 10 35 38 o s
94 Radiochemestry 0 7 3 0 0
15 150 @ 0 125
44
Volatiles 55 55 05 0 a2
5 o000 — o P 12 12 8 0 13
R Uy Ry B P TR PR I I R S P B N .
2N LD BB B 2D 0 DL 0 o R 2 6 0 0 o
Y NIRRT YRR RNl 99 g g @ —
» 0 0 0 o
Q@ oD Q@ REPQ BR1 GEN @ Others
Q_svoL @ vo WREV 583 0 0 0 677
Quiet Pe 9 0 0 0 0
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Recap on Speeding Up LIMS Implementations

Other References/Resources

Brochures &
Infographics

Insights &
Articles

Release Notes

clinisys

Supplementary Notes

Clinisys™ Laboratory Solution
Pre-configured Environmental & Water Quality
Content Package

R2

REF
SVHIN-ENV-IMP

April 2025

Package Brief

Pre & Water Quality Content Package

Clinisys
Laboratory
Solution™

Products Industries Technology News & Events About Careers ‘ = @ Qsearch us

mx &

Why PFAS, so called ‘forever
chemicals’ are driving change in
sample management
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5 Industries Technology News & Events About Careers

Package Infographics

Ennmlnl lllg

Approx. 50% quicker*

Comprehensive coverage

= Widgets and Oueries

| (K () Qeseacn usiEN v

[in IS I

Selecting lab software: Are you
asking the right questions?

https://www.clinisys.com/us/en/news-events/category/insight/

Quality &
Compliance

Efficiency

19
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Johnny Mihai

Director, Product Packaging
johnny.mihai@clinisys.com
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Thank you!
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clinisys

Helping enable healthier
and safer communities
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