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Journey from the Bench to LIMS
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Value of Laboratory Experience in LIMS Management

« Communication
 Lab with LIMS

» Translating change requests from Lab-speak to actionable LIMS development

« Lab with IT

» Development from the bench perspective
» Laboratory workflow considerations
» Test case development
« Ensure consistency across testing

» Anticipating needs
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What is Detor

-

Test Ordering Entity d e t or Test Resulting Entity

Detor is the solution for fast, secure, and
seamless sharing of important health information.

||'|l|1||||
L
AIMS

Built on the AIMS platform, and supported by the CDC, Detor enables real-time Electronic Test

Orders and Results to be shared with public health laboratories. No matter what information
systems they use, Detor makes sharing data effortless, accurate, and secure.

https://aphlinformatics.atlassian.net/wiki/spaces/DR/pages/1978433561/Solution+Description
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NH PHL Detor Implementation

« Timeline Specimens Processed Post-Detor
* Pre-Implementation work late 2024 into Implementatlon
early 2025 1000 942 (99.1%)
+ Identify potential ETOR partners via 72)
outreach to ideal candidates GC, 800
» Relatively large volume of standard §
i o
testing o 600
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NH PHL Detor Implementation Improved Administrative
Efficiencies
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+ Challenges/Lessons learned 8 10
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Thank you.

Contact us:

J. Trevor Lester

LIMS Development Manager
jonathan.t.lester@dhhs.nh.gov

August 25, 2026

Department of

HEALTH & Division of
HUMAN SERVICES | Public Health




The Fellowship of
the Lab

Leveraging LIMS to connect multi-disciplinary lab operations
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One LIMS to Find the Data, and in the Database Bind

[

Laboratory Information Management o
) System: to Rule Them All.
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The Wizard’s Origins

e Bachelor’s degree from the University of Wyoming, 2005

e Started at the Wyoming Public Health Laboratory in 2011
O Vaccine-preventable diseases and syphilis

e In 2012, WPHL transitioned to StarLIMS version V10.08

O A LIMS apprentice was born out of ignorance and necessity

O Long hours of watching and documenting processes

® The LIMS Administrator role was formally established in 2021
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The Lore of the Realm’s

@ Diagnostic and Public
Health testing

® Purchased StarLIMS in
2009

® Connected to LWP in 2020

@ Primarily regulated by CLIA

WYOMING PUBLIC
HEALTH LABORATORY

@ Drinking water testing for
E. coli and Total Coliforms

@ First section to go
completely paperless

@ EPA regulated

® Toxicology and Breath
Alcohol testing

® Moved to StarLIMS and
LWP in 2025

® Working toward 1SO
17025 certification



Our Grand Quests

Tales of Renown Chronicles in the Making

O HL7 interfaces O DETOR

m CDC (PHLIP-FLU, NERVSS), LRN,

ARLN (CRO & Candida), DOH m 28 Public Health Nursing offices

O Laboratory Web Portal (LWP) O Instrument interfacing

implementation ,
m Data Innovations

m Forged out of COVID
O Inventory management
O Modernized result delivery pathway
m LIMS upgrade & LWP Integration

51%) WYOMING PUBLIC
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Perils of the Wild

® State & Partner Coordination ® Technical debt

O HIE connections are slow O Legacy systems

e Financial Turbulence O Knowledge silos

O Unpredictable funding streams O Ad-Hoc Workarounds

® Workforce development and

O Sustainability of projects .
vt ity OF proj training

® Procurement Timelines .
O Overcoming, comfortable,

O State processes vs expectations familiar habits
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The Strength of the United Realms

® Pooled operational resources
O Shared licensing and infrastructure
® Support services
O One unified support team servicing all three labs
O Reduction of staffing and knowledge silos
e Elimination of technical debt
O Replacing one-off solutions, custom spreadsheets, and workarounds
O Standardized digital workflows
e Compliance and Quality
O Standardized reporting and traceability
O Visualization of system-wide analytics
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The Quest Is Completed. The New Age
Begins.

“Three Guilds. One Banner. Bound by technology and shared purpose, we step
forward info a laboratory built for the age ahead.”

Thank You!
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Presented by CharlesMcGee &Genie Davis

LIMS-The Lab%
Secret Supempower

Glen F. Baker Public Health Laboratory - LIMS Validation Checklist




Disclaimer:

None of the presenters have any financial disclosures. All opinions are of the
presenters and do not represent the Arkansas Department of Health.
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Glen F. Baker
Public Health
Laboratory

* Opened November 2005
e The only state public health laboratory in
Arkansas
* Clinical Testing
* Environmental Testing
e Office of Chemical Testing
* Office of Alcohol Testing
* Chemical Terrorism




PHL Regulations

CAP R |
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Background and Functionality

Rationale | ]
Whatgoes into

addinganew
method in LIMS?

03.
Testing ‘/ \I Validation
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Phases of software development
asadesignmodel

Functional requirements, testing,
andvalidation

* |dentifying required steps in specimen lifecycle
* [terative testing
* Scripted use cases for documented validation




Functionality Checklist:

Consider each LIMS step listed below as it applies to your lab’s methods scheduled for LIMS
implementation. All processes that involve data processing and storage should be considered.
We will assist you by showing you how a typical configuration works for each of these steps.
Look for requirements that need to be incorporated in the new configuration. Look for ways to
improve lab workflow. Document any of your requirements that need to be incorporated in the
configuration and notify the Informatics team as soon as possible. If a step meets all your
requirements, sign that you approve the configuration for that step. Note that this does not lock
you in or prevent the creation of necessary changes that might be identified during the LIMS
testing phase. By thoroughly reviewing these steps, we can avoid having to add significant
programming changes during the testing and validation stages of LIMS implementation. If a step
is not applicable, simply mark it as NA. Target completion date: __ /__/__

1. Sample receiving (Common Customer)
(test requests from private submitters and
health units via paper or web-based form)

2. Batch receiving process

3. Instrument interface, as required

4. Material Management

5. Run creation

6. Run worksheet

7. Results entry

8. Results Calculation

9. Run edit list

10. Peer Review

11. Run approval

12. Release final reports

13. Routine queries

14. Content of Test Request form
(paper requisition or online form)

15. Identify required Reports
(Monthly Report, Grant reports, etc.)

Validation Checklist
Page 1: Functionality



Testing Checklist:

Create dummy samples, log them into the system, and perform each step to verify that it meets
your requirements. COMMUNICATE any needed changes to the Informatics group and repeat|
the process. Create dummy samples for as many specimen types, test methods, rejection
scenarios and results as possible so that any bugs or missing functionality is found (e.g. Are
calculations correct? Are reflex tests being ordered correctly? Do approval steps occur at the
proper place? Is report content correct?) DURING THIS TIME PERIOD, LAB ANALYSTS
SHOULD BE INVOLVED IN TESTING. The Informatics team will assist initially in analyst
training, but it is the lab’s responsibility to become familiar with the system and determine
method and SOP revisions. If a step below is not applicable, simply mark it as NA. Target
completion date: _/_/

16.

17.

18.

19.

20.

21.

22.

23.

24.

25.

26.

27.

28.
29.

30.

31.

32.

33.

Sample receiving (Common Customer)

Batch receiving process

Instrument interface as required

Material management

Run creation

Run worksheet

Results entry

Results Calculation

Run edit list

Peer Review

Run approval

Release final reports.

Routine queries

Required Reports
(Monthly Report, Grant reports, etc.)

Analyst training as required

begin SOP revisions, as required

Amendments

Proficiency Tests

Validation Checklist
Page 2: Testing



Validation Checklist:

The documentation from the validation process will be kept on file as evidence of successful
LIMS validation. Before beginning the formal validation process, make sure you are satisfied
with the results of the testing phase. Work flow or process changes and isolation of system bugs
should have occurred during the Testing phase. If exhaustive testing was done, the validation
process should be free of problems.

Create dummy samples, log them into the system, and walk through each step in the testing life
cycle (from sample receipt to generation of final report, including the amendment process).
Validate that all information processed by the system is correct. COMMUNICATE any bugs to
the Informatics team. Repeat until error-free validation is achieved. Any programming changes
made after the validation is started will require restarting the validation process. The process
should be exhaustive. Save all documentation of the validation process for inclusion in a QA
packet for the LIMS. This should include things like original test request forms, any run
worksheets or edit list that were created and copies of the final reports. Make note of who did
the validation, the expected and actual observed results, and the date of the validation. The lab
supervisor retains the signed validation packet for any future reference.

Target completion date: __/_ /__

34. SOP approval

35. Content of final reports is 100% correct
for every sample in the validation study.

31. QA Packet completed

By signing here, you are satisfied that the system meets your requirements, and you agree
that the system functions satisfactorily and is ready to “go live™.

Lab Supervisor.

(signature and date)

Section Director

(signature and date)

QA

(signature and date)

Lab Director

(signature and date)

Validation Checklist
Page 3: Validation
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Consider each LIMS step listed below as it applies to your lab's assays (methods) scheduled for

LIMS implementation, Al lab processes that involve data processing and storage should be

considered for configuration in the LIMS. We will assist you in this process by showing you how
a typical configuration works for each of these steps. Look for requirements that need to be

incorporated in the new configuration. Look for ways to improve the lab’s work flow.

Document any of your requirements that need to be incorporated in the configuration and notify

the Informatics team as soon as possible. If a step meets all your requirements, sign that you

approve the configuration for that step. Note that this does not lock you

creation of necessary changes that might be fied during the LIMS

thoroughly reviewing these steps, we can avoid h jcant programming changes

during the testing and validation stages of LIMS impl . Please sign off each step when

you determine that the system meets the requirement. If a step is not applicable, simply mark it

as NA. Target completion date: 2 /[/6/2r

1. Sample receiving (Common Customer) M I~ 4 =20 N
(test requests from privale sabmitters and
health units via paper or web-based form)

. Baich receiving process m—_\'_'-'_'z—_! 3
. Instiunent interface, as required I e v 2 X | 1'144 -
. Material Management ezl Ao
. Run creation R | =2) _AD.J.
Run worksheet ez Ay
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Run odit list =12 Aas
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10. Rua approval I L A T B W
11. Release final reports
12. Routine queries

13, Content of Test Request form
(peper requisition or online form)

14, \dentify roquired Reports
{(Montkly Report, Geant reports, ete.y
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ompleted Validation Checklist

Testing Checklist:
Create dummy samples, log them into the system, and perform each siep to verify that it meets
your requi as noted in the preceding Functionality check list. COMMUNICATE any
needed changes to the Informaties group. Repeat until you are satisfied with the system. It is
vital that you test with as many samples as neaded to fully test the system. Create dummy
samples for as many specimen types, lest methods, rejection scenarios and resulls as possible so
that any bugs or missing functionality is found (¢.g. Are calculations correct? Are reflex tests
being ordered correctly? Do approval steps occur at the proper place? Is report content comrect?)
DURING THIS TIME PERIOD, LAB ANALYSTS SHOULD BE INVOLVED IN TESTING.
The Informatics team will assist initially in analys! training, but it is the lab’s responsibility to
become familiar with the system and determine method and SOP revisions, Ifa step below is not
applicable, simply mark it as NA. Target completion date: £ 4/2¢

15. Sample receiving (Common Customer) 275

16, Batch receiving process

S —————
17, Instrument interface as required AL ‘57/4
=

18. Material management o= ( / “-Z,

19. Run ereation "Z.:/ /A,
e

20, Run worksheet A Jaf-2f

21, Results entry

22. Run edit list

23, Peer R.evww

24. Run approval

25, Release final reports.

26. Routine queries

27. Required R
(Monihly Repoct, Grant reports, elc.)

28. Analyst training as required
29, begin SOP revisions, as required

30 Amendments

31. Proficiency Tests

Validation Checklist:

The documentation from the validation process will be kept on file as evidence of successful
LIMS validation. Before beginning the formal validation process, make sure you are satisfied
with the results of the testing phase. Work flow or process changes and isolation of system bugs
should have occurred during the Testing phasc. If exhaustive tesling was done, the validation
process should be free of problems.

Create dummy samples, log them into the system, and walk through each step in the testing life
cycle (from sample receipt to generation of final report, including the amendment process).
Validate that all information processed by the system is correct,. COMMUNICATE eny bugs to
the Informatics team. Repeat until error-free validation is achieved. Any programming changes
made after the validation is started will require restarting the validation process,. The process
should be exhaustive. Save all d ion of the validation process for inclusion in a QA
packet for the LIMS. This should include things like original test request forms, any ran
worksheets or edit list thal were created and copies of the final reports. Make note of who did
the validation, the expected and actual observed results, and the date of the validation. The lab
supervisor retains the signed validation packet for any future reference.

Target completion date: .2 (/4! 2/

32, SOP approval afi/—%

33. Content of final reports is 100% correct

for every sample in the validation study, < fLoZI Yellow
31. QA Packet completed "emo Llu._,

e qoz
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f,s;é:_utlm and date)

(s1gm|lun: and date)

Lab Director _ é.{? — gl{’& 21 _
(sighature and dat




Examples of Supporting Documents
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IT versus Informatics

* Multidisciplinary
LR

* Statistics

* Epidemiology

* Biology

e Chemistry

* Public Health




Questions?

Thankyouvery much!




Thank you!

Please complete the short poll prior to
departing
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