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To ask a question ...
Raise Your Hand Or Send A Chat

* Phones are muted

* Click the participants icon in the
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. . ® Panelists: 1
e Click the hand icon bottom left ® CarolLee (Host) ®
& Attendees: D

* I'll unmute and call on you.

e Click the hand again to clear. .
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* Not on a phone or headset? Send
a chat question to Michel
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Session Objectives

*  Create new experiments

 Enter data 2 of the 10 ways

1. Manual entry
2. Paste data into an experiment

*  Print Reports

e  Describe the STAT modulesin EE 11.0
— 30 for the standard version
— 10 for the CLIA and COFRAC versions
—  We will review AMC, 2IC, MIC, QMC, LIN, SP

e Make and Manage Projects
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FLOW

* Summary slides

* Features and flow chart

e Start EE

* Explore and create experiments
* Menu Bar & Preferences

* Projects

* RRE and copy/paste

* Rest of the Modules
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What is EP Evaluator

« What is EP Evaluator and it's intended use for customers

— EP Evaluator Software is Quality Assurance Software for the Laboratory. The
purpose of the Statistical Modules is to provide reports based on specific laboratory
experiments that meet CAP and CLIA '88 requirements for validating and evaluating
methods. It satisfies all CLIA and CAP requirements for validation and verification of
new methods being installed in a lab, and also for the ongoing quality assurance,
calibration verification and harmonization of “equivalent * methods

* The Lab Management modules are intended as a bonus for lab
managers.

— Inventory management can be used to help manage laboratory supplies. It doesn’t
integrate with supply chain management or the instruments directly.

— The” Incident tracking’module is part of the lab’s QAPI process, and doesn’t deal
with instrument results per se,

— The Incident Tracking Database represents the Error Identification phase of a
laboratory QAPI program as defined in 2003, CMS final Rule 42 CFR 482, (2003)
which: Requires a “Quality Assessment and Performance Improvement (QAPI)
program. And is a Condition of participation in the Medicare reimbursement program.
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Pulling data from Instrument Manager

* How does it integrate with Middleware and what data does it pull?

— 0 EP Evaluator can connect with Instrument manager via ODBC
connectivity to download specified data directly into EP Evaluator to create
the targeted module experiment.

* |s this only a feature in the Professional version?

— This feature available in the data capture version, and the professional
version.

* Is there any Patient Health Information contained in it?
— EP Evaluator does not require or solicit PHI.
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Documentation and Support
http://datainnovations.com/node/255

* the EE manual,
* Lab Stats Manual. A v i
* the QuickStart Guide. = e D

Available Drivers
Hardware

—Download free to e EP EVAlUQTOr

EREEE Your path to simplified Quality Assurance is as easy as 1-2-3.
Allowable Total Error Table

Subscription users or | "
EP Evaluator® On-Line DOWNLOAD EP Evaluator SOFTWARE
French Website (en Francais) STE P -

LPM (francais)

(] .
Evaluator.
—PDFs in the physical
Instrumen t Manager (francais) Click Here

NEWS & EVENTS  CAREERS

Fallow the steps below to download EP Evaluator 10.0 build 517

you are a registered user, you can download and install the latest version of EP

FREE DOCUMENTATION - where to begin?

d . k t
I S S e [ ]
STEP — : ST
The EP Evaluator user's manualis available for downloadto assist you during installation

and guide youthrough the use of EP Evaluator

ClickHere

* Context sensitive HELP is

FREE TRAINING - want to learn more?

STE P Attend one of ourWeekly Online Workshops to help you get started. Whetheryou are
° new to EP Evaluator or a loyal customer, avariety of Online Workshops are available to

provide overview on specificareas of EP Evaluator.

Click Here
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EP Evaluator Features

 Clinical Laboratory Compliance Toolkit

— Meets all HA '88 nd CAP requirements for validating and evaluating methods.
Wwww.cms.hhs qov/

— New Method Valldatlon / Verification
— 0Ongoing Quality Assurance, Performance Verification, Harmonization

« 30 Statistical Modules including 8 CLSI documents
* 4 Lab Management Modules

* Vendor Tools
— FDA submissions
— Reagent Quality Control
— Customer Installations with instrument interfaces

* Allowable error as pass/fail criteria
— Relates data quality to the lab’s allowable error specification
— TEA = 3*Random Err (Rea) + bias (SEa)

— The +/- 3 SD model is used by CLIA, CAP, NYS and means that 99.7% of the data is
within the TEA limit  (error rate of 3 in 1000) A 3 sigma process
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EP Evaluator Concepts

* Statistical Module — Does calculations and reports for a
specific type of experiment - Like method comparison.

* Project —— a database folder containing a collection of
Experiments from one or more Statistical Modules

* Experiment — one set of data collected for a specific purpose
for one analyte

* Instrument = method (think outside the box!)

* (RRE) Rapid Results Entry — mechanisms to efficiently enter
data into EE

* “Policies” = Policy Definitions — A MASTER template of
parameters used in RRE. Policy definitions in a project autofill
the key parameters needed to define the experiment.
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EE Hierarchy
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EP Evaluator Pass / Fail criteria

« Some modules grade the results as Pass/Falil
* Allowable error as pass/fail criteria

— Relates observed data quality to the lab’s allowable
error specification

— TEA = 3*Random Err (Rea) + bias (SEa)

—The +/- 3 SD model is used by CLIA, CAP, NYS and
means that 99.7% of the data i1s within the TEA limit

= (error rate of 3 in 1000)
= A 3 sigma process
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Statistical Module Screen

:
o M a|n Screen File Edit Module Experiment RRE ERI View Utilities Tools Help

06| w|m|e|s|3|@|% D r |« Project- AACC/Demo EE11-0
® 34 mOdUIeS Statistical Modules
(10 in C L IA Precision
an d C O F R A C ........ ﬂccuracvand ..........
Ve rS | O nS) b ;z:;gticir;‘:aiilibration S ———

. Ctﬁel: EP6 Linearity
[ Tutorlal - a Trueness
very basic
overview — e

Sensitivity

Tutorial




30 Statistical Modules

* Precision (2)

e Accuracy and Linearity (4)

* Method Comparison (7)

* Sensitivity (2)

e Reference Intervals, ROC (3)
* COAG (4)

* Carryover

* Interference

e Stability

e Other (6)

datainnovations.com Copyright Datalnnovations, LLC 2014




What module to use - 1

* New method Validation Verification V/V

— AMC: Alternate Method Comparison AMC
= Accuracy vs older method

= Verify agreement at Medical Decision points — verify old reference intervals
can be used for new method

— 2IC
= Harmonization of “equivalent” methods
= Lot to lot verification
— Simple Precision (SP)
= Repeatability within run
— * Complex Precision (CLSI EPO5 and EP15) *Not in EE CLIA version
= Reproducibility within Instrument / between run / between day
— LIN: Calibration Verification LIN - CalVer

= Calibration Verification (accuracy and Reportable range compared to a set of
at least 3 true value standards)

= Linearity of related materials
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What module to use - 2
* New method Validation Verification V/V
- QMC

= Method comparison of qualitative / semi quant methods
= Repeatability of Qualitative methods

— * MIC — Multiple Instrument Comparison
= Harmonization of up to 30 methods, e.g. POCT devices

* Reference intervals or cutoff points

— VRI = Verify that new method ref interval is statistically the
same as old

— * ERI - When VRI fails, Establish Ref Interval for analyte
— * ROC — establish clinical cutoff points
— INR Geo mean & VRI verify new lots of PT reagent

= * Not in EE CLIA version
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EP Evaluator Features : Clinical Chemistry concepts
not in generic SW packages

Beyond p, “t”, Chi2 and R2
Allowable error (TEA)

e Clinical linearity

e Accuracy, reportable range
Method comparisons

 Error boundaries TEA, conf
limits, binomial

 OLS, Passing Bablok or
Deming regressions

* Bias and Bland Altman Plots
Trueness and Uncertainty
Sensitivity / specificity

 LOQ Functional sensitivity
 LOB Analytical sensitivity

e  Truth tables in HMC and QMC
Carryover

Reference Intervals and ROC plots

« CLSI protocols and algorithms - 8

EP5 A2 Precision

EP6 Linearity

EP7 Interference (partial)
EP9 A2 Method Comparison

EP10 Preliminary Evaluation of
Methods

EP12 Qualitative Method
Comparison

C28a Establishment of
Reference Intervals

GP10 ROC Curves



Performance Evaluation Goals

" To compare the experimental data to performance
goals.

® Proficiency testing (PT ) limits aka:
= Total Allowable Error (TEa)

—Lab’s stricter pass/fail criteria
* To be able to make a statement about the results of a
single patient specimen submitted for testing.

—“This glucose test result is expected to be within 6
mg/dL or 10% of the true result 99.7% of the
time”
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EE 1151526

Starting EP Evaluator
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The About screen

'About EP Evaluator 5|

EP Evaluator

QUALITY ASSURANCE...SIMPLIFIED

Registered to: You are user 1 of 3

EE11.1.26 released
Chanhassen Community Hospital Copyright 1991-2014

hanhassen, MN 55317 .

! Data In t . LLC
?19V439—14MA‘7’1U14-A—A ata . nova ?ﬂns

ee.datainnovations.com

Build 11.1.0.26 806A-1E3F

EF Evaluator(R) is the CONFIDENTIAL TRADE SECRET INFORMATION of Data
Innovations LLC and/or its affiliated companies.

oK

Go to HELP\About to get back to this screen at any time
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The Welcome Screen

Welcome \Z\

EP Evaluator

QUALITY ASSURANCE...SIMPLIFIED

Would you like to ...

Open a Project

Default
Other ...
Create a Mew Project

et Help

84

Copyright 1991-201 2 Data Innovations, LLC
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Open Project

Project

B <hlank=
b Default

Default rre
. ExamplePolicies
HMC Example
- Sarrple Data
L. TROUBLESHOOTING
-chem

- Crg
- crl

- EE Demo
-F5TH

- HIMIG

- Test Hep

datainnovations.com Confidential

Ok

Cancel

Help

P.efresh |
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e Main screen

* PI‘OjeC’[ name Project name at
at top and 3 top and 3" line
lline




Project

A database folder containing your collection of Experiments for one
or more Statistical Modules

— Every experiment belongs to a project.
— Projects can only be opened in EE.

EP Evaluator comes with:
— 3 projects with sample data:
= “Default”, “Sample Data” and “HMC example”
— 2 projects with RRE examples
= “Example Policies and “HMC Example”

You can make many new projects *

— Exception: CLIA version users can only use Default and sample data. Not
allowed to create new projects

Projects stored in folders on your network or hard drive.
— Active projects EE\data\studies
— Archived projects EE\data\backups
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Studies directory for Active projects

E=N o <)
@-| | » Computer » OS(C) » EE113.22 » DATA » STUDIES » v |43 || Search sTUDIES P
1
Organize « Include in library - Share with - New folder = - Eﬂ a
] <» Recent # Name Date modified Type Size
) ec110(2 |
| projdir.idx 11/17/2015 931 A..  IDXFile 33 KB
5 ShareP _ o )
| projdir.dat 1171772015931 A..  DAT File 4 KB
| B Deskio ,
h | EPEval | pathkey.txt 11/17/20159:30 A..  Text Document 1 KB
. va
dbisam.lck 11/17/2015 930 A.. LCK File 1KB
| REleast
| Sample Data 11/17/20159:30 A...  File folder
1 | MASTER 11/17/2015 930 A..  File folder
. | HMC Example 1171772015930 A...  File folder
| Default 11/17/2015 930 A..  File folder
| carol*New 3 1171772015 9:32 A...  File folder
' 9 items
1~
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Creating a New Project

1]
DATA INNOVATIONS
Sinple deas, Seltter Solutions



Projects

* Projects must be unique —a 2 part name

* Prefix A unique name
= Chem”“Validation for city Med Center — June 2009”

* The prefix serves as a folder name
— Can Add more projects under the same prefix

* Organized in the EE file menu by prefix.
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Creating a New Project

[T EP Evaluator Release 8 [PolicyTest1]
Edit RRE ERI View

Module  Experiment

MNew Project
Open Project

Re-open Recent Project

Proirct Trwentors

Praject Mame:
IInitiaI W alidation 2003-01

v For Client

D epartmert IEhEFﬂiStL‘r‘ E P Eva I u ato r ®

[rstituti My Local Hospital
rELAn I i Frepared for: Chemistry -- My Local Hospital
By Clinical Labaratary -- Kennett Community Hospital

ak. | Cancel Help
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Naming your project:

* Prefix — 12 chars:
— User’s initials or department name
" Project name - 80 char

— Describe the activity Project x|

Frefix:

e j.e., validations

|CHEM ~ |
e Method comparison AT
° |_| nea r|ty IMethod comparison DRC 4562 to DXC 4875 Juky 2010
— Include a date ¥ For Clent

Department I

* For Client (Optional)

Imsttution ||

[ Mo Audit Trai

Ok | Cancel | Help |
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30 Statistical Modules

* Precision (2)

e Accuracy and Linearity (4)

* Method Comparison (7)

* Sensitivity (2)

e Reference Intervals, ROC (3)
* COAG (4)

* Carryover

* Interference

e Stability

e Other (6)
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2 Q9 T

Inventory

M Project- Default

B ®E B ®

[+

o]

Module

CF

LIM

Sa
EFG
AMC
2IC
EF9
QMC
PO
MIC
LB
Lo
WRI
INR-MC
IMNR-Geo
INR-Ck
AON
Co

IF
PSTD
EF10

—TO

Experiment Description
AMALYZER § BUMN | Medium
¥¥Z f GLUCOSE f HIGH
ASSAYER f AMMOMLA maine st
Exirmer 250 f Glucose

Exirmer 250 f CO2

KIPLIMG [ XYZ [ EXAMPLE
METH1 { METHZ § DEFAULT
KIPLING | ¥YZ | EXAMPLE
Chermn Assay [ Analyzer [ Example
Math f yMeth f GLUZ2
MIC-Q4-2000 f Glucose
IMMUMOASSAYER f ALT
Irnrnuno&ssayer [ TSH
Analyzer | DHEAS

¥Meth [y [ PT

bzsayver [ Protirne

Exirner 400 f PT [ ¥YZ-2002
Bzsayver [ Glucose

Bralyzer [ HCG

Bralyzer [ AST f High [ Hernoglobin

Eximer 500 [ Glucose
BLUM AMALYZER [ BUMN

Evirngr £ a1 T f 1724

o @ e & O ® OO0 O O 8 O @ & & O O @ @ O OO

27 modules, 60 experimeants
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HELP!

m | @ file:///C:/EE11.2.23%20webinar/EEHel p/EEHelp.htm#Reports/why_is_my_report_stamped_preli.htm%:3FTo ,O ¥ 0 H @ EP Evaluator - Why is my re.. % ‘ ‘

File Edit View Favorites Tools Help

DATA INNOVATIONS
Simple Ideas, Better Soluticns

=i Contents 1 a8l [A] | [e] o
|=] What is EP Evaluator&? ~
|=] What's New in Release 11
B Resoumss Speabhects Why is my report stamped PRELIMINARY?
|=] Key Concepts and Terms
[l Interface Overview Simple Precision
i Commeon Operations
[l Statistical Modules N<3
Reports
LU Rep Complex Precision
=] Printing Reports
| Print Preview Less than 3 days; less than 6 runs
[ Saving a Report to Disk 4
| Selecting a File Format Linearity
| Report Options .
— Less than 3 specimens
| Why is my report stamped PRELIMINARY
] Composite Reports Simple Accuracy
i Lab Management Modules
[ Projects Less than 2 specimens (each specimen must have at least 2 replicates)
=] Creating a Project i X
= . ) EP6 Linearity
=] Opening a Project
] Project Inventory Less than 5 specimens (each specimen must have at least 2 replicates)
=] Merge Project Expenments
] File Manager Alternate Method Comparison

i Data Management i ) i
N<3, more than 5% outliers; range of X with outliers excluded less than half the full range

[l Translation into non-Enalish Lanauages v
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Exploring Experiments

Starting with Alternate Method Comparison - AMC
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Creating New Experiments

Starting with Alternate Method Comparison - AMC
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Key Screens

e Statistical Module screen main screen

* Module Overview Screen — the main entry screen for
each module- summary of all current experiments in a
project

* Parameter screen — customizes the options for each
experiment, when creating the experiment initially or
modifying later.

* Experiment Detail screen — data entry and experiment
statistics.
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Statistical Module Screen

:
o M a|n Screen File Edit Module Experiment RRE ERI View Utilities Tools Help

06| w|m|e|s|3|@|% D r |« Project- AACC/Demo EE11-0
® 34 mOdUIeS Statistical Modules
(10 in C L IA Precision
an d C O F R A C ........ ﬂccuracvand ..........
Ve rS | O nS) b ;z:;gticir;‘:aiilibration S ———

. Ctﬁel: EP6 Linearity
[ Tutorlal - a Trueness
very basic
overview — e

Sensitivity

Tutorial




EP Evaluator Release 9 [Default] ]__HEHX\
File Edit Module Experiment RRE /] View Utilities Tools Help
e S([a|®B|L|r]|e

Project- Default

m AMC Alternate Method Comparison - Uses Linear
securacy and regression techniques to characterize the
relationship between two methods.
e CLSI-EP-9 - Implements the statistically rugged
R Alternate (Quantitative) CLSI-EP-9 protocol using duplicate measurements
CLSI EP9 to compare 2 methods using Linear regression.

2ens  Qualitative and SemiQuant

2-Instrument Comparison

Multiple Instrument Comparison
Inte  Glucose POC Instrument Evaluation
Hematology Studies

2-1C Two Instrument Comparison. Without using
linear regression, clinical equivalency can be
demonstrated between 2 methods in the same
Peer group that are expected to provide equivalent
results within allowable error. (TEA)
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Module Overview Screen

Gray Table of contents
e Module name
e All instruments with
experiments
White grid:
e For each instrument
Lists all experiments
with basic stats. their

status: pass, fail, not
calculated, etc.

Experiment: one analyte

Double click experiment
to open it

F¥ EP Evaluator Alternate Method Comparison [DINA policies Sept 2

File Edit Module Experiment RRE ERI View Ultilities Tools Help
MR EIEE AR Project- DINA policies
| X Method I Analyte I M | Slope | Intercept I Corr Coef (R) I
AMC : ® [DMe 2331 |ALB 545 | 1.134 | -0.36 0.0997
Y Method | | ® DIM4 2331 BUN S4/54 0,995 0.1 0,999
y B E | | ® DINa 2331 CHOL S4/54 | 1.00% | 0.7 0.0058
= | | ® DIM& 2331 |CRE S4/54 | 1.004 0016 0.9997
| | ® DIMa 2331 ETOH 25426 | 0.964 | 0.50 0,9999
| | ® DIM4 2331 GLUCOSE 5252 1015 -11 0.9998
| | ® Dina 2331 LI 30430 | 0.951 | -0.012 0.0058
| | ® DIM& 2331 |SALY 30/30 0985 -0.09 0.9993
Legend Available Methods
@ Mot Caleulated DIMA 2331 DIMA 3005
O Insufficient Data 4 |
® Sufficient data
@ Fail Analytes for  DINA 2331
g ;Zisnee  revicw ALBl BUN CHOL CRE ETCH GLUCOSE
4




Creating a new experiment

* Click the New Experimenticon, on|
choose Experiment / New from the TEP Evaluator Simple Precision [DINA policies
Experiment Menu. File Edit Module BS3ELTLHETS RRE Utilities

D“ﬁ‘@‘ ‘é‘@.‘ New ctrl+N
. New from Policies Ctrl+P
* Name the new experiment Simple Precision open ctrlto
e Method or instrument name :m— Delete
e Analyte name
e For precision experiments enter the
Sample Name |
e Method comparison experiments need  ROLGELLND (oI gly[Tp]s ‘ X ‘
two instrument or method names
* Method X (reference) o petta] I— j
e Method Y (test)
. . thod Med-M -
e Names entered previously appear in the 1o e ~|
drop-down items Analyte | |
* Click OK to go to the Parameters screen cacum
Sodiurm
ik ‘ Cancel | Help ‘




The Parameters Screen

2-Instrument Comparison Parameters

 The parameters aaite  Glucose
screen is where you X wethod e
Method cobas 6000 cobas 2

customize your e e —]
expe riment. Date 18 May 2015 18 May 2015

Analyst |In ez Kruse |In ez Kruse

e Define Evaluation

Comment | |

criteria like

Al |0Wa b I e E rror Allowable Total Error (TEa) Reportable Range

Conc lﬁi Lower Limit |57
e Enter units, analyst percent~ [10 Upper Limit oos

name, decimal
places, lot numbers,
etc.

Medical Decision Points

40 |?E| |11n |125 350

Max Decimal Places |Aut|:| ﬂ

oK ‘ Cancel ‘ Help ‘

Fields highlighted in yellow are required |




Experiment Detall Screen

* One analyte
e Data Entry
 Manual or
» paste from
Excel
* Blue Back arrow
* Function keys
e Observed

statistics

datainnovations.com

File Edit Module Experiment RRE E ities Tools Help
all - ¥ Method X Method Analyte
D||B|@|g|§|@||ﬁ|m|r|« [Cire 3008 DIN& 2331 E\UN“ ~|

Subrange
F3 Fa
Add Delete

F5
Exclude

F6
Clear Flags

F7
Parameters

F8
1D Access

SpecD s i -
M om 15 — BUN: Scatter Plot highlight and select
e z Slope 0.9% Hng keyboard down
003 20 20 Intercept 0.1 arrow ./
004 5 § R 0.9996 S
005 B8 B8 Deming SEE 05 e
006 19 20 sl ol
007 11 11 e
008 5 5 e
[ 7 8 e
010 22 2 /”/
011 10 10 7
012 57 56 L
013 60 &1 g
014 18 18 /
015 6 ] — e
016 89 [ 2 e
017 0 10 £ »
018 10 10 5 /
018 20 20 o
020 13 13 z //
L ]
021 23 2 o
022 16 17 -
023 16 16
024 1 1
025 12 1 Ar :
025 9 9 .
027 12 1 y,o”
028 4 4 g
023 18 18 e
030 12 12 ;:J".
031 7 37 ":,
032 15 15
033 21 7 /
034 5 5 L i Gl 40 B0
035 6 6 DINA 2331 {mafdL)
= ! . hd display tabs
4 » function keys |— Deming Regr ---- 1:1 Line |
” R 09806 |N: 54 0 54 pts \ /

\Scat‘terAB\as K % Bias,{Stat\st\cs !

Record 1 of 54
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Demo of Method Comparison - AMC

* Most modules are organized in a similar fashion
* Data Entry Area

* Plot / Graph / Table of Results

* Summary Statistics

* Function Keys

datainnovations.com Copyright Datalnnovations, LLC 2014




Entering Data

Here are 2 ways to enter data into the
Experimental Detail Screen.

1.
2.

Type it into the highlighted cell.

You can paste data from a Microsoft®
Excel spreadsheet.

The EE program folder on your computer or
network contains a spreadsheet with examples
of correct formats to paste data into the
experimental detail screen for most modules.
i.e., “C:\EE11\Resources\PasteExptDetail.xls”

Simply COPY the data from the spreadsheet
and PASTE it into EE using the PASTE command
in the EDIT menu.

TWEP Evaluator AMC [Dsg

File Edit Module Experim

Ofsi|s|mjejajaa|s|o]

SpeclD b i -

SFECE 20 14
SPEC3 30 32
SPECA 40 44

P SPECT 10

SFECH &0 aa
SPECE &0 1

TREP Evaluator AMC [Default
File B=i[I8 Module Experiment RI

O Copy Ctrl+C
e Paste Ctrl+V

>

Delete All Results




EE Resources Folder

Annotated examples for RRE techniques are available in
your EE\Resources folder. Use with the project
ExamplePolicies

. (= ol =X
O O ‘ » Computer » O5(C) » EE11.2.23 webinar » Resources » v| +s || Search Resources y o) l
Crganize ~ Include in library = Share with = New folder B= v _d 7]

- Favorites i Name B Date modified Type Size
& Nasdserv X ace9-TechNotes.pdf 6/26/2013 11:55 A..  Adobe Acrobat D.. 167 KB
4 Downloads = X CATExampleQuestions.pdf 10/19/2009 7:59 A.. Adobe Acrobat D... 329KB
< Recent Places X e9Res-InvMan-Materials-Oct2007.pdf 11/20/201012:42..  Adobe Acrobat D.. 62 KB
EELTO % eoRes-LISFormats.pdf 11/20/2010 1242 ..  Adobe Acrobat D.. 92 KB
& SharePoint Drafts “X e9Res-rreWsRef.pdf 11/20/2010 1241 .. Adobe Acrobat D.. 92 KB
B Desktop EE9Q backup of Example Policies.zip Compressed (Zipp... 105 KB
Gala 2014 [ HMC example.xls Microsoft Excel 97... 234 KB
[l PasteERIList.xls Microsoft Excel 97 166 KB
M Desktop [ PasteERITable xls Microsoft Excel 97.. 195 KB
- Libraries *E' PasteExptDetail xls Microsoft Excel 97.. 90 KB
*- Documents [[F PasteParmsInSSxls Microsoft Excel 97.. 237 KB
4 Music [ PasteWithPoliciesListxls Microsoft Excel 97.. 269 KB
=L Pictures [J7 PasteWithPoliciesTablexls Microsoft Excel 97 195 KB
I SharePoint Drafts “X Rhoads Suggested Performance Standar... Adobe Acrobat D... 26 KB
E videos {22 RRE Field Codesxisx Microsoft Excel W 45KB
& CarolR. Lee EES TEASIim.exe Application 2,156 KB
A Computer @ TEASImhIp Help file 34 KB
@& Network B: TRU RRE Example.CSV Microsoft Excel Co... 4KB
B4 Control Panel =7 TRU RRE Example.xls Microsoft Excel 97.. 44 KB
& All Control Panel Ttems
Ay Appearance and Personaliz ~
19 itamc



Find your Resource folder

[

Adobe Reads
Troubleshoot compatibility
CEJpen file location 000 BN 11_2013 (backup)]
..!. B T RRE ERIView Utilities [Tcols Help
= & | o dom Incident Trackin
Scan for Viruses... &l [ | W] r 2 LC
; . Inventory (SIS)
@ Share in WebEx Meeting E o A X
% Show Versions.. 3 ompetency Assessment (CAT)
3
Unpin from Taskbar Create Desktop Icon for ...
Pin to Start Menu Glossary
R - - CLIA PT Limits
estore previous versions
Biclogical Variation Data
i Units Conversion Factors
Symantec Encryption Desktop My Tools i
Cut ' _Configure My Tools
= Resources Folder

Create shortcut
Delete
Rename

Properties
(boogle karth
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Specimen IDs

* Header = SPECID
* Method Comparison SPECID used to link the data pairs

* Linearity SPEC IDS needed for each level of “standards”
Lin-01, Lin-02, Lin-03, etc

e SpeclD is alphanumeric

* SPECID sort is alphanumeric, not numeric. 1, 10, 2, 20,
3, 30, .....

e Default SPECIDs for EE follow the format SO00001

datainnovations.com Copyright Datalnnovations, LLC 2014




Printing a Report

e Single Experiment Report. To
Print or Preview a single report
from the Experimental detail
screen, select Print (or Print
Preview) from The FILE Menu. Or
click the appropriate icon. sa|
Reports with Multiple
Experiments. To print reports and
a Summary page for multiple
experiments, you must be in the
OVERVIEW screen. Again, select
Print or Print Preview from the File
Menu, or click the appropriate
icon.

EE

EP Evaluator® HDL

EE 10 - 480 - Kennett Community Hospital

Two Instrument Comparison
X Method METH1 Y Method METH2

Scatter Plot Error Index

TEa
1
i
_ 80 st
g
s <
g d
~ 60 X 0
g 3
jm 2
= w0 S .5t
&
/ *

87

15
0 20 40 60 80 100 120 0 20 40 60 80 100 120
METHL(mg/d)  METHL (mgdi)

dex: (Y-X)/T

Evaluation of Results

HDL was analyzed by methods METH1 and METH2 to determine whether the methods are equivalent within
Allowable Total Error of 6 mg/dl or 10%. 6 specimens were compared over a range of 10 to 60 mg/dl. The test
Passed. The difference between t

sssssssssssss

Average Error Index -0.03 Y = Slope * X + Intercept
Error Index Range -0.67 t0 0.67 Correlation Coeff (R) 0.9890
Coverage Ratio 53% Slope 0.950 (0.754 to 1.145)
Intercept 1.6 (-6.0t09.2)
aaaaaaaaaaaaaaaaaa Std Error Estimate 29
Allowable Total Error 6 mg/dl or 10% N 60f6
Reportable Range 15 to 100 mg/dI
Experiment Description
X Method Y Method

Expt Date 01 Jun 2000 01 Jun 2000

Result Ranges 10to 60 10to 56

Mean + SD 35.0+18.7 348+17.8

Units mg/d mg/dl

Analyst Fred Doe Gina Doe

Commen t

Accepted by:

Signature Date

EP Evaluator 10.0.0.480 opyrigl -2011 Data Innovations, LLC
Default Printed: 20 Nov 2011 18:53:23 Page 1



Composite Reports

M EP Evaluator Alternate Method

* Create Composite Reports
for Multiple Experiments in
Multiple Modules.

« Set up the Composite
Report (CR) from the File
Menu

 When an experiment is
ready to report, select CR
Print Preview (or click the
icon ) to add the report to
the c@mposite report list.

« Generate the Report from
the File Menu.

Edit Module Experiment

New Project

Open Project

Re-open Recent Project
Project Inventory

Import
Export

Composite Report 4

Print
Print Preview

CR Print Preview

Printer Setup

Preferences

Exit

<]

Analyte | M

DEF&AULT 6/6



Composite Report Setup

Composite Report Setup

Titles I Frepared By | Prepared For Reports |

Available Reports

asigma Sigma Mefrics)

AMC (alternate MC)

A0N (Average of Normals)

CO (Carryover)

CP (Complex Precision)

CPT {iCost per Test)

EP10 {CLSI EF10 Preliminary Evaluation)
EFG (EFG Linearity)

EF9 (CLSI EPS MC)

ERI Full (ERI Full Analysis Report)

ERI Partition (ERI Partitioning Test Report)
ERI Profile (BRI Analyte Profile Report)

Selected Reports

Lirn {Linearity}

2IC (2 Instrurment Compare)

SP (Simple Precision)

INR-Chk {Coag-IMR Manual Check)

INF-Geo {(Coag-IMR Geometric Mean & YR
INF-MC {(Coag-INR Method Comparisan)

L [»

Ck

Cancel | Help |

datainnovations.com
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Generate Composite Report

Generate Composite Report E|

fEP Evaluator [Default]
Edit Module Experiment RRE

- Statiod Creation Date,/Time I
New Project
1/20/2012 8:18:12 AM

Dpe“ ije(:t 2IC (2 Instrument Compare) 1/20/2012 8:17:56 AM
Re-open Recent Project ! =P (Simple Precisian) 1/20/2012 81746 AM
Project Inven tory INR-Chk (Coag-THR Manual Check) 1/20/2012 5:16:38 AM
NR-Gen (Coag-INR Geometric Mean & YRI) 1/20/2012 §:18:22 AM
NR-MC {Coag-INR Method Comparison) 1/20/2012 §:18:30 AM

Generate

Composite Report 4 Setup ‘

Composite Report File Mame

::::"-.,I::n:u:l_l ments and Settingshyrlee, DINAYY DocumentshCLLs Verifications-29-Feh-2012-14-29

Printer Setup

[v Display Composite Repart PDF after generation

Prefe rences Generate Cancel Help

Security 4
Self Test

Exit




EP Evaluator®

CLIA Verifications
Semi-Annual

2/29/2012

Prepared for

Carl Commissioner
Regularatory Commission
123 Commission Drive
Anytown, XX, 12345

Prepared by

Dr. Mark Mainstay
Clinical Laboratory

Kennett Community Hospital
Kennett Square, PA 19348

Accepted by

Signature

Name [ Title

Date

EP Evaluator 10.0.0.517 Copyright 1891-2012 Data Innovations, LLC
Default Printed: 29 Feb 2012 14:41:26
1
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EP Evaluator®

Table of Contents

Module Page
Lin (Lineanty) 3
2IC (2 Instrument Compare) 15
SP (Simple Precision) 15
INR-Chk (Coag-INR Manual Check) 22
INR-Geo (Coag-INR Geometric Mean & VRI) 24
INR-MC (Coag-INR Method Companson) 26
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Report headers, logo, etc.

* \Verbiage on each report all
appears in UPPER left corner
e “Prepared for / By “ labels

can be changed in
Preferences.

Coowy Calcium
Instrument: c501-1 14E2-09

Prepared for: Account 55081612 — West Penn Hospial
By. WIN 7 54 bi .. Counci Bluffs MC Sample Name: CC2

Simple Precision

Preferences
1Graphs || 2Reports | 3Interface | 4 Calculations | 5 Other

[v' Suppress Materials summary reports [ Check this box if blue lines don't print
H [~ Fixed-format Linearity Repo [ Nmit Bafaranca Intansale from HMC Banad
L4 ”By” Verblage from UNLOCK [* Approval \m‘eson Sl::ﬂm:'yl:epoﬂ Change Report Headings @
Screen (Specialists should g:uppresiunmeasured‘\meam:!\e‘ve\sﬁomrep
. . v Always show printer selection dialos
keep this short) 15t 2 lines 7 e ? _
Report headings for client reports (E[IEER T
o n Iy Prepared for: By
*  “For” is Client information as o
. o |
entered from Project NAME
oK Defaults ‘ OK | Cancel ‘
) . About EP Evaluator C X
* Roche_logo resides in Project s
EE11:\forms i
\ EP Evaluator .
RE'EESE g Project Name:
Build 9.6.0.466 |West Penn cobas 6000s core SNs 14K9-09 & 14M1-01
' ' You are user 1 of 3 ¥ For Client
e Site project name and EP N |
. egistered to: Account 55081612
Evaluator Version # appear at TR peperiment
I I f f : : Institution |West Penn Hospital
ower left of report. Council Bluffs MC
Council BLutfs, IA
EP Evaluator 9.6.0.466 SQ03-9427G763-24JAN2015
West Penn/West Penn cobas 6000s ¢| = copyright 1991-2012 o« | cowa | e
Data Innovations, LLC
www.dgrhoads.com
BOGA-11FB 2/10/09




mEP Evaluator Simple Precision [Default]
File Edit Module  Experiment RRE ERI| Yiew Utilities Tools Help

D (&= @ e|a|c New Ctri+N  Iroject- Default
New from Policies Ctri+P
Simple Precision Open Ctrl+0
rInstrument Delete

Link X Methods
Custom Link
Delete Orphaned Specs

L]
Rename Inst, Analyte, Etc. DATA |NNOVAT|°NS
Simgle ldeas, Salter Solutions




Key Menu Bar options * 1

* File
— New and Open projects

— Import export: transfer projects and experiments

— \Preferences: set up special options for several modules.

— Project inventory
— Print / Print Preview / Print Setup
— User Security — Professional version

* Edit: copy/paste / delete data
* Module:

—| shortcuts to the modules from any location.

— Recalculate statistics. Or Clear Overview statistics
— Summarize to History for Linearity or MIC modules
— Batch Edit the lot numbers

datainnovations.com Copyright Datalnnovations, LLC 2014




Preferences

View Preferences in File \
Preferences

Within a project, Preferences
apply to all existing and future
experiments

Prior to EE11.0, you could change
preferences in a project, but
when you closed the program
and returned, the original
preferences came back

In EE 11.0, you can save
preferences as prefernces.ini file
that will apply to all projects on
the local machine.

File

Edit Module Experiment

New Project

Open Project

Re-open Recent Project
Project Inventory

Import
Export
Composite Report

Print

rint Preview

J

CR Print Preview
Printer Setup
Preferences

Security
Self Test

Bxit

k

RR




-

Preference Calculations

U.I33ui

| Preferences

1Graphs | 2Reports | 3Interface |&Ca|cu|atinns 5 Trueness

AMC Passing-Bablok Type AMC Graph/MDP
(" Mone (" Deming
{ Regression ® Passing-Bablok

(® Method Comparison
Minimum R for estimating MDPs from

Deming Regression (AMC only)
(" 0975 (" 0950 (@ 0.900

Simple Precision Verification

(& Pass/Fail i Pass/Fail/lUncertain

QK Cancel

& Other

Calculate QMC/ROC Conf Intervals using
(@ Score Method (CLSI recommended)

("~ ExactBinomial Method

When computing 30% Cl for non-parametric Reference Interval,
use index numbers from:

(@ CLSI| Table (" Formula

| Show T Testfor Aternate Method Comparison
| Allow limited amounts of missing MIC results
| Allow 1-step difference in QMC with 5+ Ivis




AMC Statistics Tab

Regression Analysis Deming Passing-Bablok Regular

Slope 1.036 (1.017 to 1.056) 1.000 (1.000 to 1.000) 1.021 (1.002 to 1.041)
Intercept -3.7 (-5.7 to -1.6) 0.0(0.0to0.0) -2.2(-4.2to -0.1)

Std Err Est 09 — 09

SMAD 06 0.0 07

Distribution of Results

Range <=833 8341167 116.8-150.0 150.1-183.3 =183.3
Percent 2% 28% 0% 0% 0%
Other Statistics

Points (Plotted/Total) 296/297

Qutliers Mot Tested .

S None Passing Bablock enabled by

Corr Coef (R) 0.9862 prefe rences

Bias 0.0 (0.0 %)

X Range 7910 113 (1X)

Y Range 7910 113 (1X)

X Mean = 5D 10286+50 . . .

Y Mean + SD 102851 Red type indicates ideal slope of 1.0
Rep SD X 1 . . . .

RepSDY 1 or intercept of 0.0 is not within the

SD of differences 09 H H

bared T Toat == confidence intervals

T Probability 0.344

Degrees of Freedom 294

Confidence intervals calculated per CLSI EP09-A2

datainnovations.com Copyright Datalnnovations, LLC 2014




Key Menu Bar options - 2

* Experiment

— New experiments from scratch CNTRL N

— New experiments using policy definitions CNTRL P
— Open a specific experiment CNTRL O

— Link X and Y methods

— Custom Link data with dissimilar names

— Delete orphaned specs (AMC POC EP9 or 2IC)

— Rename / delete experiments

datainnovations.com Copyright Datalnnovations, LLC 2014




Key Menu Bar options - 3

* RRE

— Create experiments for multiple analytes using
* instrument capture
* Keyboard entry from instrument printouts

— Capture Data from Instrument Manager

— Define policy definitions to re-use over and over
— Define global lot numbers

— Open last or saved RRE worksheets

— AON Data Manager.
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Useful Menu Bar Options — Misc.

 Utilities
File Manager — manages your projects, backup files, view inventory on

all projects
Typing Help History Editor — edit items in the dropdowns

Update Wizard - brings all active projects into new major version

* Tools
— Open the 3 lab management modules and create their icons
‘ — CLIA PT limits table
— Glossary of terms

* Help

— Indexed and Searchable help

— Send a bug report
— Check for a newer major or minor version: automatic update as

prompted
— Renew subscription

datainnovations.com Copyright Datalnnovations, LLC 2014




Preferences for Regression Graphs

Preferences

IlGraphs | 2 Reports | 3 Interface | 4 Calculations | b Other |

—ocatter Flot Scaling
(@ Identical Scaling for < and v axes!

" Elexible Scaling

—Bias Plot Scaling
@ Centered on v Axis

¢ Location on ' Axis Calculated

These options do nat apply to EP9, since
the specification requires uniform scaling.

QK

Bias Flot Style
(@ Standard (Bias ws X

"~ Bland-Altman (Bias vs Awg =)

Cancel

Help

X

datainnovations.com
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Preferences Affecting Linearity
Reports

Preferences E

1 Graphs ||gFiep0rts | JInterface | 4 Calculations | & Trueness | & Other |

[ Suppress Materials summary repogs [ Check this box ifblue lines don't print

[v Fixed-format Linearity Report | alwavys 2 pages I [~ Omit Reference Intervals from HMC Reports

[v" Approval lines on summary report [ Suppress blank results in MC Results Listing
[v' Suppress unmeasured linearity levels from report [~ HMC Flag Comparison Report by default

[v' Always show printer selection dialog [¥' Enable Linearity Regression Summary Page
[ Suppress "-" displays in SP; [v Disable "not evaluated"” in Linearity Reports

Report headings for client reports

Prepared for:
By:

Change |
QK | Cancel Help Save |
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Preferences affecting Interfacing or

copy/paste

1 Graphs | 2 Reports ||§Interfan::e | 4 Calculations | 5 Trueness | & Other |

[v Ignore excess replicates when importing:

[” Retain Linearity history when replacing
[+ Initialize interffaced/pasted HMC morphology parameters to 0

Separator for level in linearity spec IDs

Dash ll

OK Cancel Help

datainnovations.com Confidential

ﬁ

[+ Keep newest(not oldest) rep when importing
[” Don'tinterface flagged specimens [v" Trim excess decimals when importing

Save |

64



Projects

Open a project

Create a new project
Inventory

Manage your projects

1]
DATA INNOVATIONS
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Creating a New Project

1]
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Projects

* Projects must be unique —a 2 part name

* Prefix A unique name
= Chem”“Validation for city Med Center — June 2009”

* The prefix serves as a folder name
— Can Add more projects under the same prefix

* Organized in the EE file menu by prefix.

datainnovations.com Copyright Datalnnovations, LLC 2014




Creating a New Project

[T EP Evaluator Release 8 [PolicyTest1]
Edit RRE ERI View

Module  Experiment

MNew Project
Open Project

Re-open Recent Project

Proirct Trwentors

Praject Mame:
IInitiaI W alidation 2003-01

v For Client

D epartmert IEhEFﬂiStL‘r‘ E P Eva I u ato r ®

[rstituti My Local Hospital
rELAn I i Frepared for: Chemistry -- My Local Hospital
By Clinical Labaratary -- Kennett Community Hospital

ak. | Cancel Help

datainnovations.com Copyright Datalnnovations, LLC 2014




datainnovations.com

Naming your project:

* Prefix — 12 chars:

— User’s initials or department name

" Project name - 80 char

— Describe the activity
e j.e., validations
e Method comparison
* Linearity

— Include a date

* For Client (Optional)

Frefix:

ICHEM

Project Mame;

~|

v For Client

IMethod comparison DR 4562 to DXC 4875 July 2010

Department I

Imsttution ||

[ Mo Audit Trai

0] 4

| Cancel | Help |

Copyright Datalnnovations, LLC 2014




Managing Projects

1]
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Active Project Management Functions

* Open/Reopen

* Create
t File menu
* Rename l Utilities / File Manager
* Delete
* Backup
* Restore

Inventory (see what experiments a project contains)

* Move out of EP Evaluator® (e.g., offsite storage)

Repair (fix database errors)

datainnovations.com Copyright Datalnnovations, LLC 2014




The File Manager (utilities\File Manager)

M File Manager [Public]

File Options
Project Creator - |
B <blank = ose
Default
- HMC Exarriple Help
- MASTER
- Sarmple Data Operations on
-l Projects:
- rel 102 val
Bl val 101 Backup |
l copy a project - new in Rel 10.2 ’ Renarme |
| Caopy |
Delete |
Quick Repair |
Full Repair |
Clean |
Decimal Sep. |
Inventory |
Backup Files: Backup Folder: IC:\EElD.E S4NDATAVBACKUPS = | Do o
Narme | Size | Modified s EackuplEiles:
[E1EE9 backup of Sample Data.zip ZFE KB B/18/2012 3:16 FM
[21EET backup of Example Policies.zip 186 KB 5/18/2012 3:17 PM
[1EEY backup of HMC Example.zip I09KE 6/18/2012 3:17 PM Restore |
[Z1EES backup of rel 102 wal~4MC PB Test Data ~26 Sap 2... 273 KB 9/26/2012 1:02 FM . |
[=1(=}
Copy ta ., |

datainnovations.com
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Project Backups:
A way to Share Data

* A EP Evaluator “project” contains all the data, policy definitions,
experiments with data, and reports for a specific work assignment.

* Projects are portable only by using the backup function.

* To create a backup (archive) file for your project:
— From the Main Statistical Module screen
— Open Utilities\file Manager
— Select the Project Name in the top half of the screen

— Click on Backup to create a zipped file archived to date and time.
= Default folder is c:\EE\data\backups

= Can “copy to” any folder or travel drive. Email to your colleagues.

* Restore when needed, or in EP Evaluator on another computer.
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MASTER Project

— Created using Policy Definitions

— Cannot be opened or viewed in the File Open menu
— Cannot be renamed, deleted,

— Contains no inventory

— Can be backed up and restored using the Utilities File
Manager.

— New Projects inherit policy definitions from the “Master
Project”,

— Policy definitions from a current project can be copied to the
Master project for future “new projects”
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What’s new in EE 11.17

You asked for it!!

1]
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Overall Project

* Preferences
— The user can disable the notification of a new available Update.

— Option for a Regression Summary page for Linearity reports:
slope, intercept, R

— Preferences can be saved to a file

* Each time EE starts, it verifies that the permissions are
correct for writing files and writing to the registry

* Most EE screens can be resized and positioned to suit the
user. The Print Preview screen will continue to appear full
screen.

* Method Comparisons

— 2IC, AMC, CLSI EP9, POC, and QMC Data entered can be viewed
either in SpeclID order or in the order that the data was originally
entered.
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Highlights of EE 11.1

EE11.1.26 released April 2014
* Added the Sigma Calculation to the Trueness Module, EQC data

* Added optional Regression Summary page to Linearity reports
with slope, intercept, corr. coeff. Switch on with a new Preference

 Added new Preference that allows the user to disable the
feature notifying the user when a new Update is available

* Added the Merge Project command to the File menu, so the user
can copy experiments from a selected project into the currently
open project. Merge Project does not copy HMC experiments.

* The Factor Sensitivity module now allows users to select curve fit
regressions of logarithmic, or 1%t, 2"9, or 3" order polynomial.

* Method comparison modules 2IC, AMC, CLSI EP9, POC, and
QMC Data entered can be viewed either in SpecID order or in

the order that the data was originally entered.
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Highlights of EE11.2

1. Carryover adds new user defined calculations for Error Limit..

2. Simple Precision supports 3 levels of “Sample Name” in policies and a new vendor
SD claim based on conc or Percent or both.

3.  Can now paste Data for ERI directly into the studies data grid.

4.  The EE Professional version allows control over which statistical modules are
enabled and which are not.

5.  HMC users can change the regression plot default from no to yes after the study is
created.

6. A precision study in the LIN module requires between 10 — 20 replicates (not only 10
replicates)

7. A new button on the ODBC screen filters matched spec IDS from multiple
instruments to be downloaded to a Method comparison experiment

8.  RRE is now supported for the stability muddle
9.  Go to the Resources folder from the TOOLS menu
10. SIS module tracks the costs of inventory items

11. Project Merge now includes HMC studies
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EE11.2 Simple Precision changes

* 3 |levels of Controls or specimens

* Add a Vendor precision goal that is allowable error
based. Within run SD, CV% or both This would be
controlled in modules and options and be class specific
(not analyte specific).

* Add a preference to suppress all occurrences of /7 ”.
In the overview screen or the report summary
page. E.g., when target mean is not entered or target
CV% can’t be calculated.
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Carry over changes

* Before EE11.2 the calculated error limit depended on
the maximum number of decimal places in the data. If
there was a 0.0 in the data, the error limit was 1.

* Now the user can use either
— classic calculated error limit
— A user defined concentration
— A user defined percent of the low mean

* This error limit model is more comparable to the
carryover experimental design recommended in Tietz -
Fundamentals of Clinical Chemistry.

datainnovations.com Copyright Datalnnovations, LLC 2014




RRE, Policies, and Projects

* RRE and project management
— RRE\Lot humber database is now both searchable and
can be sorted by lot #, expiration data, source and comment,

— RRE edit\paste and import export will correctly paste data from
csv files that have been modified in MS Excel

— “Merge Project” has been added to the File menu to copy
experiments from a selected project into the current open project.
(does not apply to HMC experiments)

* Policies

— Error messages will display when truncations occur while Pasting
data into the Policy forms.

— The Equivalency Test Code feature (inside RRE > Define Policies >
Interface > Combine/Discard) has improved flexibility to be able to
accept incoming analyte names up to 24 characters to be mapped
to a 16 character user defined analyte name.
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llMisc"

* HMC

- sc?tter plots show false negatives and false positives in yellow and red
colors.

— An error message now appears if the user attempts to exclude an HMC
parameter that is used to compute another HMC parameter.

* QMC

— Users can control the visibility of three statistics (Agreement, McNemar's Test, and
Cohen's Kappa) in the QMC reports.

— The defaults are set in Policies\Modules & Options (initial default is Y)
— Checkboxes in the Parameters screen can also customize each QMC experiment.

Stability

— Stability experiments can now be transferred from older releases of EE using the
Update Wizard.

Trueness
— The Trueness StatMod was updated to calculate Sigma in EQC mode experiments.

Tutorial Files

— A bug was fixed that prevented Tutorial files from being accessed if the Language
in Preferences was set to ‘None’.
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Factor sensitivity™

* The user can manually select regression polynomials of degree 1, 2, or
3, or a logarithmic curve fit.

* The regression degree, regression ﬁolynomi_al equation, R-squared
value, and SEE is present on both the Experiment Detail screen and the
report.

A new “Regression Limits” option in the parameters screen lets users
choose the actual Dilutions to be used in the regression plot.

* Dilutions:

— Tne mzaximum dilution is now 100% rather than 99%, and decimal points are
allowed.

— Theoretical Dilutions are now sorted numerically

— Added a column to reveal the computed Actual Dilutions in the Experiment
Detail screen.

— “Edit \ Paste with Policies — List” how honors decimals found in the dilution
portion of the specimen ID.

— The number of decimal digits in the computed Actual Dilutions is now the
same as the maximum number of decimal digits in the Theoretical Dilutions.

* *See the Factor Sensitivity topics in EP Evaluator Help for more detail
regarding these changes.
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Rapid Results Entry (RRE)

* Describes several different efficient data-entry techniques:
— Pasting experimental results from Excel into experiment detail screen
— Paste with Policies into overview screen
— Efficient keyboard entry of results on printouts for multiple analytes
— Data Acquisition from Instrument Manager

* EE Users Guide Chapters 35, 36, 37

* Help Topics are available for most all of the setup screens
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Step 1 — Instrument Class, Analytes, and Units

e Go to Statistical Modules
Screen Non-Hematology ® Select nstument Class ﬁ'

Settings for all statistical [nterface Sefings
modules EXCEPT : d
Hematology Method

Instruments

Comparison.
® Analytes ﬁ

» Select RRE / Define |
Policies from the menu; e L

® TargetRanges

select the Non- _k

cobas 6000

Hematology Tab —,

to make the  |jiities (Print, Copy, Delete)
MASTER

Carol R Lee copyright Data
Innovations, LLC, 2015



RRE — Rapid Results Entry
Policy Definitions

« Set up a RRE “Policy Definition” Master Policy template

to store frequently used method characteristics.
— Peer Group Classes * — like COBAS 6000 or Architect
— Instrument serial numbers * Fred 1, Fred 2, Cobas75678
— Analyte names and units and test codes * Glu BUN 1021
— Default module settings * (decimal points, reps expected)
— Allowable errors - TEa
— Reportable ranges, reference intervals, and more

 BOLDED * Items are needed for ODBC download
* Use the analyte names or test codes mapped in IM
e Use the instrument Names mapped in IM

datainnovations.com Copyright Datalnnovations, LLC 2014 m



Policy Definition Analytes

Mon-Hematolagy Hematalogy

Nun-HematD|Dgy & Salect Instrument Class

Settings for all statistical
modules EXCEPT
Hematology hMethad

Interface Settings

Comparison, Instruments
|
Analytes
Edit
kT For Inst Capture Only e
Analyte Units Decimal | Coag Flag®
Places InstCode Factor

|_|Estradiol pgsmbL 0 713 1

_|ETOH gl 1 2847 -l
Editing class | |Fe ugfdl 0 2960
Architect N Ferritin ng/mL 0 B1 M test

|_|Ferritin-hdul 2906 codes

Folate Either IM test codes or common i1

| |Free pga | name labels 221

1E g1 i L

|FT3 2 621 1

| |FT4 ngfdL 2 631 1

|| Gent ugmb 1 28R7 1

GGT /L 0 1027 1
H o™ wem ma -l n] 10 1
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Names or Serial Numbers as defined in IM

Mon-Hematalogy

Hematology

Instruments

Non-Hematology

Settings for all statistical
modules EXCEPT
Hematology fethod
Comparisan.

Editing class
Architect

® Select nstrument Class

Interface Settings

Instruments

Instruments ]

Delete

datainnovations.com

F3 | Fa |

Name [ Model [ Serial Na [ MIC Abbrew |
Architect Generic Generic
Archie 123456
Edith 78910
QK | Cancel | Help |
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Analyte settings depend on
Modules / Options selected

Minimal Most pass/fail options selected

Man-Hematology Hematology |

Non-Hemati Il Analyte Parameters - K

Settings for all statis Edit
madules EXCEPT

Medical Decision Points
gemato!ogy Method Anslyte
amparison. 1 9 | 3 | 4 | 5
AT-AGP |50 120
- S om0 ITRTNIE Analyte Parameters - Key
Settings for all statis Edit
Acet 10 30 modules EXCEPT AN | 3 oo
ot g
ACP 1] [ gsrm":;?’:zgﬁ Method fort .?‘!F;“’Eﬁljr faciolichl Proxirmity Proirmity I;g:gzl Medical Decision Pc
nakyte Lirnit Limit
AlbG 3h 5
Conc| Pet optional, depend on nc| Pet [Conc| Pet | Low | High| 1 2 | 3| 4
AlF 35 b NpTY 75 5 modules and options |SD I 4 5 d 1 |E | |
AP a0 150 s selected
A1AGP 162 5 50 s 120 50 120
Editing class ALT 1] 133 AT-AT 20 5[&_,_,_,_) 50 M 84 200 84 200
. - Acet T 50 w3 10 (3
Arikacin 5 25
Architect : AcP 103 50 25 08 678 50 w0 & 0 &
Ammonia 18 72 HbG 10 50 2% 04 10§ 50 W35 5 35 8
Arp3 L Eatngcess T O 3 N (W
Gadll e 1000 AERICECE AT 0 80 B 6 4113 50 1m0 s 0 |5
Ay 25 125 Amikacin 14 81 10 500 £ w5 2 5 %
Amy-U 1 17 Ammona |3 10 50 25 470 397.90 50 w72 18 |72
Ani-CCP 5D AmpQ W s 28 50 i 1000
Anti-HCY 0a

Anti-TG 0 411
Anti-TPO 0 561
ApoA, 95 223
ApoB 49 182

\KeyﬂSP;‘




Linearity sets

Linearity Standards X|

Kithaterial * | Mode | InstCode %orind..| |
ALKPENZ % Split ALKPENZ
ALTENZ % Split ALT EMZ
AbY ENZ % Split AMY ENZ
AST ENZ % Split ASTENZ
B AUDIT Fre-&sgn ALIDIT
o *

n2*

The prefix for the speclDs
when run on the analyzer

CAL Cra-benn ral : - .
el 3 Kit AUDIT - _[o/x|| Audit-01
oenz | Edit .
VER'% Au d It 02
VERICHE  Target Concentrations of Analytes by Specimen: A d . 03
- Analyte 01 2 | o3 | o4 | s | - uait-
* Starred mater .
Click Editwith 1 ZAlC 6.0 124 | 16.6 |21.2 AUd|t'O4
Click Editon a 2 |Acet 0 47 g5 142 140
Bolded items T T T T
be edited. 3 |ALG 15 26 38 49 60
4 Jap  f1s 26 32 49 a0
] Ammonia | 28 .1?4 .321 .45? .813
F2 G Apos 10 346 543 1o0a 1299
Edit : | | | |
: 7 ApoB ] _134 _2?4 _3?8 _48?
il ASO 20 _544 _853 _12?5 _1828
3 BilD 01 _3.D _5.9 _B.B _11.?
10 | BiliT 01 .5'? .11'3 l‘IE.B .22'4
11 | BT 01 5? _11.3 _'IE.B _22.4
12 |Ca 1._8 _5.1 88 _12.1 _15.8
13 | CA15-3 16 _283 _550 _81? _1084
14 | CaC 16 _5.1 _B.E _12.1 _15.5 |
15 | CEA 93 .399 .?89 .11?9 l‘IEBEl | LI
Select Analytes | OK | Cancel | Help |
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Exploring the Modules

1]
DATA INNOVATIONS
Sinple deas, Seltter Solutions



EP Evaluator Release 9 [Default]
File Edit Module Experiment RRE ERI View Utilities Tools Help
N~ O = = ) I ol Project- Default

Precision

Let's look at what modules are
C incl CLSI EP5 : ;
Becurs _Complex (inc ) available in each of the buttons.

Linearity
Our first module is Precision.

Method
Comparison

Simple Precision is the
Sensitivity traditional precision analysis
done in clinical laboratories. It
Ml calculates mean, SD and CV.

Complex Precision calculates
within run, between run,
between day and total precision,
using an ANOVA Approach.
The CLSI EP5 is a subset of this
module.
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Simple Precision Enhancements
implemented in EE10.1

* A preference option changes Pass/Fail reporting to Pass/Fail/Uncertain.

— The uncertainty of the accuracy of the SD is described by the 95%
confidence limits. The uncertainty becomes smaller as the number of
values in the experiment increases.

— the experiment will be designated “uncertain” if the SD goal is within
the 95% Confidence Interval (Cl) around the observed SD.

* Two features that will help verify new control lot ranges.
— User defined target mean as well as a target SD goal,

— Enable a histogram to display the range of observed data relative to
the observed or target mean.
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Pass / Fail / Uncertain

Option enabled in

Preferences
i Uncertain
3 Goal: 2 mo/fdL
25+
2514
V4 o1 Goal: 2.1 mgfdL
2__
2__
iEaE k) T
- o % 148
[45]
14 1
1 4
0.5 Goal: 0.5 mg/dl L ¥
D__
D .
D__
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Histogram of Precision data

Histogram

40% 4

30%

Observed
Mean

20%

Obs Mean 19.4 mg/dL
Target Mean 20
Obs 5D 20 (1.6to2.8) mg/dL
SD Goal ==

10% o
Bias 0.6 mg/dL (2.8%)
Target Range +/-3.05D

Precision Yerification Goal Mone

0%

20
mgydl

|—Target hean — Obs Mean - SD Target Limit I
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f%§ EP Evaluator [AACC/Demo EE11-0]

File Edit Module Experiment RRE ERI View Utilities Tools Help

D | il

Statistical Modules

Precision ‘

Accuracy and
’ Linearity
== | inearity and Calibration Verification
Met Simple Accuracy
comp  EPG6 Linearity

Trueness

Project- AACC/Demo EE11-0

Sensitivity

Reference
Interval

Coag

Dther

Tutorial

datainnovations.com

Linearity and Calibration Verification
Assesses accuracy, reportable range,
and linearity by analyzing more than 3
specimens with predefined
concentrations.

Simple Accuracy

Assesses accuracy by testing whether
replicate measurements lie within a
predefined target range.

EPG6 Linearity Verifies linearity using
the CLSI EP6 protocol that offers
polynomial regression

Trueness: satisfies the French
COFRAC requirement, and the ISO
15819 recommendation to assess
Trueness and Uncertainty




Linearity, Calibration Verification
Module

 Satisfies all CLIA requirements —

* Uses Total error (TEA) and SEA (bias) for pass/fail criteria

— TEA may need a conc component if testing low values

* Report Options
— Calibration verification.
= Includes accuracy, reportable range
— Accuracy
= Accuracy Passes if all levels (mean value — assigned) less than SEA
— Clinical Linearity (an EP Evaluator exclusive)

= Linearity PASSES if: a straight line can be drawn through the SEA error bars around
each measured mean value.

— Reportable range fails if
= Jow or high mean recovery fails accuracy test
= Assigned values not within proximity limits

= Can choose linearity, accuracy reportable range separately

datainnovations.com Copyright Datalnnovations, LLC 2014



A typical Linearity Experiment

File Edit Module Experiment RRE F£ER1 View Utilities Tools Help
T .= Instrument Analyte
Dl Dlﬁl%lél@.l'aﬂlmlli’|@| [a334vER GLUCDSE |
e 5 Accuracy and Linearity
dpcanent ot Spec D Assgn'd Mean % Rec. Resid
TS0 F i Lin Slope  Intopt  Obs Err v ket 250 %5 1020 03
all Points 0984 26 1.72 rgfdl or 2.9% 5 Callit-2 1000 1016 1015 01
wio Qutliers 1000 15 0,95 mg/dlor 1.6% Calkit3 2500 2435 995 19
Calkit-4 400.0 407.8 1019 B.5
Calkit-5 7000 B50.3 93.6 -10.8
Calkit-6 1000.0 958.8 95.9 -42.3
1,000 +
=l
=
=
o
o
E
@
©
o
=
500+
0F
] 500 1,000 1,500
Assigned (rmg/dl)
— 11 Line —---Fitted Overall ~ ----- Fitted ex outliers |
Spec 1D Assigned Mean Rep 1 Rep 2 Rep 3 |Rep 4
1 |kevl 25.0 25.5 26 25 27
2 |Calkit-2 100.0 101.5 101 102 100 1032
3 |Calkit-3 2350.0 249.5 243 252 248 233
4 | Calkit-4 400.0 407.8 400 410 409 412
5 |Calkit-5 700.0 630.3 690 696 680 693
6 |CalKit-6 1000.0 938.8 933 970 960 930
F4 F5 F& F7 F9 \Scatter fRecavery fResidual fiHistory {
Excl. Spec | Exclude | Clear Flags | Parameters|  History
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EP Evaluator Release 9 [Default]

File Edit Module Experiment RRE £RI View Utilities Tools Help
O e B R S EB(E|L[IC|« Project- Default

Accuracy, Linearity and
Calibration Verification
:;::::t:ca:::lt:a(:;llbratlon Verification SI m p | e Accu racy
EP6 Linearity Assesses accuracy and reportable
range by testing whether replicates
of 2 or more specimens are within a
predefined target range.

Sensitivity

Reference
Interval
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Accuracy linearity Group

* Simple Accuracy —
— Only need 2 controls or standards
— Specify a TARGET Range for acceptability.
— Addresses needs of Coag and POCT departments

* CLSI EP6

— Uses a polynomial best fit curve and compares to linear
regression...

— Used by IVD vendors to establish linearity claim.

— Allows entry of allowable “deviation” from linearity as a
Percent of TEA.
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Simple Accuracy —

* Good for Coag and POCT departments
* Minimum of 2 controls or standards

* TARGET Ranges provided by Manufacturer define
acceptability for accuracy and reportable range.

* Assesses Accuracy and Reportable Range
* PASS or FAIL
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Simple Accuracy

File Edit Module Experiment RRE ERI View Utiliies Tools Help

. - Instrument Analyte
N E'|@|E'|§||3’-|@|m|"l"l Meter 1 GLUCOSE  ~+]
GLUCOSE: Scatter Plot GLUCOSE: Recovery Plot

500 120

500 Mo+
o il
- L)
= =
2 *
= 400 T 100} &
E] =
@ 5
= e
= 3 s

200 80+

Op ) ) ) ) 80 | ) ) ) )
0 200 400 500 800 0 200 400 600 800
Assigned (L) Assigned (IL/L)
[ 1 Acceptable Range |I:IAcceptahIe Range |
Spec 1D Tt Low Tgt High RFep 1 Rep 2 | Rep 3 Rep 4 Rep S Accuracy?  |RR? |
1 |G31 25 35 29 29 29 FPass -
2 | G34 750 a0 |768 ErE] et IS Fass -
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Set up Target ranges.

Simple Accuracy Parameters \ X |
Instrument.  Eximer 250 Analyte: Glucose
Units: Analyst: Date:
Imgde = | |mkf |15 Jul 2008 —Specimens and Assigned Values
hax decimal places: L1 28.2
L2 2811
|Autg - I [v' Confirm Reportable Range L3 E7RE
Reporable Range i
Praximity Limits
Concentration Conc Pct
§  LowlLimi |20 | [50
High Limit 73 | [10
Faste
Specimens and Assigned ...
, |
Spec ID Tgt Low Tgt High ?| Clear
1 28.2 1 33.6 = Lot Info
2 iz |1 2978 I
a3 L3 _5?8.6 _612.2
7 |
5 B
[ ]
f L =
117 Ok Cancel Help
a w |
- E |
RS S
Ok Cancel Help
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Report Summary

EP Evaluator®

tsting EE 9.5(458) -- Holy Moly MC

Simple Accuracy Summary

Instrument Analyte TReasnt%z # Levels Accuracy Rpt. Range Accept
Meter 1 > GLUCOSE 30 to 765 IU/L 2 Pass 1 of 2 Fail .
Meter 10 v GLUCOSE 30 to 765 IU/L 2 Pass Pass -
Meter 2 > GLUCOSE 30 to 765 IU/L 2 Pass 1 of 2 Fail .
Meter 3 v GLUCOSE 30 to 765 IU/L 2 Pass Pass -
Meter 4 v GLUCOSE 30 to 765 IU/L 2 Pass Pass -
Meter 5 = GLUCOSE 30 to 765 IU/L 2 Pass 1 of 2 Fail .
Meter 6 v GLUCOSE 30 to 765 IU/L 2 Pass Pass -
Meter 7 v GLUCOSE 30 to 765 IU/L 2 Pass Pass -
Meter 8 v GLUCOSE 30 to 765 IU/L 2 Pass Pass _
Meter 9 v’ GLUCOSE 30 to 765 IU/L 2 Pass Pass

datainnovations.com
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CLSI EP6

* Implements CLSI EPO6-A

* Program picks the best CLSI EPS Linearity

Scatter Plot Residual Plot

L] -
p——t ‘DR Ettn fom Linesrisy
- Fop Acuaiie Noiresty
Hazns

Bartlett’s test to check for
consistent SD or CV% o

[ 500 1,000 1,500 [ 500 1,000 1.500
Assignes (UL) Asziged [UIL)

1.000 +

L

Resknal ULy
=

Measted (.

&
=

<0

° Data IS NOT linear within allowable nonlinearity of 5 U/L (conc) or 7.0%
. Fit of polynomial to data is poor (p=0.001)
C a e r p O a n re S I u a Power of test to detect nonlinearity is poor (ratio=0.2)

Statistical Analysis

plot — ——

Assigned Poly. Line from Deviation
Specimen Value Mean Fit Fit Linearity Percent
i} 0.3 0.3 03 3.3 38 -
1 498 523 488 484 -1.8 -33
2 =R 243 95.3 1000 47 -47
3 1972 198.0 197.2 2031 -5.9 -29
4 2958 2080 3024 3083 29 -08
5 2841 4127 411.2 4098 17 04
8 5809 7o 8201 8159 42 or
T aes.4 TOET TI8T 7192 3.5 -0.5
8 TBTE TOTT 8018 8223 207 -25
9 8882 8970 8752 92655 -50.3 -5.4
10 9847 9847 9326 1028.8 -55.2 -83 O
" Absclute value > 99% x: Excluded o Excesds allowable nonlinearity
Evaluation Criteria Supporting Data
Allowable Total Eror (TES) 10 WL {conc) or 14.0% Slope 1.048 {1.039 to 1058}
% for Nenlinearity 50% Intercept 38{811-1.1)
Allowable Monlinearity 5 UL {conc) or 7.0% Analyst DHILP
Use wei g ession? If =ppli Date 210ct 201
Units wiL
Value Made Fre-Assigned
Controk -
Reagents -
Calibrators -
Comment
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CLSI EPOG6 pg 2

EP Evaluator® GGT

EE 11.2.23 Webinar — Community Hes pitsl Instrument Axcel 12

CLSI EP6 Linearity

Experimental Results

Specimen lean 50 [ Measured Concentrations
0 0.3 08 173.2 1 ] ]
1 52.3 15 2.9 54 52 51
2 94.3 08 0.8 95 G4 G4
3 198.0 44 22 200 193 201
4 2880 1.7 0.8 2538 2485 2485
5 4127 08 0.1 413 412 413
3 817.0 1.7 0.3 813 615 6138
7 7057 40 0.8 705 702 710
8 TeTT T2 0s Te4 T893 808
9 8970 142 18 881 808 802
10 9847 168 1.7 967 1000 887
Pooled 72 522
Degrees of Freedom 22 22

> Bartlett's p 0.000  0.000
Accept equality hypothesis? No No

x Esxguded

Polynomial Fit Analysis

Coefficients and their T statistics 5td Error "Best"

Polynomial Constant X HA2 HA3 of Estimate Polynomial
Line -3.803 1.048 43903

25 ek
2nd Order -3.299 1.041 1.458E-005 4988

23 == 1: 0.5(%)
Zrd Order 0.05246 0.2183 0.0005089 -4 B61E-00T7 2673 Best

0.44% 56.1 86 86

Analysis besed on weighted regression. Standard eror expressed &= 8 multiple of imprecision 50
{*) Statistically equivalent to zero
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Trueness Module

* In the Linearity Accuracy Group

e Satisfies the Trueness, Accuracy and Uncertainty
requirements for COFRAC certification in France.

* Satisfies the ISO 15189 recommendation to assess
trueness and uncertainty of laboratory instruments
performing analyses of biological fluids
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Acronyms used in Trueness

* EQA — External Quality Assessment
— Proficiency testing programs like CAP, New York State, EQAS.

* EQC — External Quality Control programs like Biorad
Unity Realtime, MAS, ...

* |QC: Internal Quality Control
— The labs daily QC Overall mean
— Typically at least 2 levels
— Could be the same as the EQC material
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ISO Definitions -

e Accuracy
» closeness of agreement

* Trueness
* the closeness of agreement

between the average value
obtained from a large
series of test results and an
accepted reference value
(also the mean of a huge
set of data)

Data Source: EQC (like
Biorad Unity) — monthly
summary compared to peer
or All method group mean.

Monthly summary
expressed as mean +/- SD

between a (single)
measured quantity value
and a true quantity value of
a measurand.

Data Source : EQA (PT
surveys)

Single lab value compared
to group mean (peer or All
method)

Imprecision is embedded in
the single lab result.



New Definitions

 Measurand: e Uncertainty
' e Characterization of the

* The analyte in it's dispersion of the values
milieu - like fluid type attributed to the

« Urine glucose measurand.

e components of uncertainty
* Serum glucose might include precision,
 CSF glucose bias, drift, carryover.

Calibration variation, etc.

 EE only uses precision and
bias.



Module Overview Screen Trueness

Gray column

e Module name in Gray
in upper left.

e All methods with
experiments are listed

White grid:
e For each method Lists

all experiments with
basic stats. their status:
pass, fail, not
calculated, etc.

Experiment: one
Measurand

Double click experiment
to open it

f% EP Evaluator Trueness [Tru/release 35]

D||@|E|ﬁ|§||ﬁ|

TRU

ethiod

L

File Edit Module Experiment RRE ERI View Utilities Tools Help
5 | | r|+ | Project- Tru/re
| Measurand | Level | Uncert Abs/% | Lab Mean | YBias | Passes |
® Cholesterol Sample-EQA 044125 5.52 1.7/~75 Mo
n ® Cholesterol Sample-EQC 0.50/9.7 5.470 -0.4/1.3 Mo

DxC800 3588
4

Report Samples




Experiment Detall Screen

¢ One row for eaCh f EP Evaluator Trueness [AACC/Demeo EE11-0] —|g]

Comparatlve event File Edit Module Experiment RRE ERI View Utilities Tools Help
D|%|@|m|e|a|n]a|s|z] -« T —

Period Dats labvae [pemsan [Poso [emmean [amsp [ a
L D ata E ntry hlﬂflﬁﬂll 5204 5430 5314 j Cholesterel: %Bias vs Time

| [11-mow 11/1/2011 5,724 5,368 5.415 10k
| [11-Dec 12/1/2011 5,212 5379 5,448
—_— S p e C I D | [12-22n 1/1/2012 5,656 5621 5513

| [12-Feb 2/1/2012 5613 5366 5,207 N

. | [z 3/1/2012  [5.494 5,489 5,549
—_ D ate / e rl O d | [12-pr 4/1/2012  |5.733 5.626 5.315
p | |12-may 5/1/2012  |5.285 5 366 5.435
[ |12-2m 6/1/2012 |5.472 5673 5532

L b V I 12-2ul 7/1/2012 5412 5 566 5.345 ar
- a a u e [ ]1z-mug 8/1/2012 558 5518 5.276
= o/1/2012 5,243 5471 5.347

— Peer SD s | T]JL

— All meth mean
— All meth SD

* Observed statistics

%8|

* Tabs for Graphs,

Charts y Statistics 4016;’”2011 10172012 41172012 7112012

Time

I Feer Group [ All Methods

F3 F4 F5 F6 F? Fa8 12E g
Exclude | Clear Flags |Parameters i ecords
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Trueness Module Key Statistics

Trueness Report using EQC Data
A single level experiment

Overall bias to peer or all
method selected group

Overall Uncertainty

Specimen uncertainty if
selected group reports SD

%bias vs time for both groups
when data available

Sigma calculation of lab data

Accuracy Report using EQA data

Experiment can have multiple
levels

Overall bias to peer or all
method selected group

Overall Uncertainty

Specimen uncertainty if
selected group reports SD

e %bias vs selected group

%bias vs time for selected
group

Scatter plot if multi-level
experiment

Uncertainty plot



EP Evaluator Release 9 [Default] ]__HEHX\
File Edit Module Experiment RRE /] View Utilities Tools Help
e S([a|®B|L|r]|e

Project- Default

m AMC Alternate Method Comparison - Uses Linear
securacy and regression techniques to characterize the
relationship between two methods.
e CLSI-EP-9 - Implements the statistically rugged
R Alternate (Quantitative) CLSI-EP-9 protocol using duplicate measurements
CLSI EP9 to compare 2 methods using Linear regression.

2ens  Qualitative and SemiQuant

2-Instrument Comparison

Multiple Instrument Comparison
Inte  Glucose POC Instrument Evaluation
Hematology Studies

2-1C Two Instrument Comparison. Without using
linear regression, clinical equivalency can be
demonstrated between 2 methods in the same
Peer group that are expected to provide equivalent
results within allowable error. (TEA)
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Scatter Plot

Method Comparisol ,, ,[— T R
Validation vs Harmoniz:

—— Med Dec Pt e

i i % 150
* Method Validation g
— 2 methods not expected to be statistically < 1004
identical ol

— Relationship defined by regression line slope Y . .
and intercept 0 100 200

KIPLING (mg/dl)
— Alternate Method Comparison - AMC

* Method Harmonization Scatter Plot

300

—— MDPs

— Methods expected to be clinically identical o501 T ;
— Relationship defined by agreement within

allowable error (TEA)

200 1

150 1
— 2 Instrument Comparison 2IC

100 t

KIPLING 2 (mg/dl)

— Multiple instrument Comparison module —
MIC 501

0

0 50 100 150 200 250 300
KIPLING (mg/dl)
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Method Comparison - Harmonization

* Semi-annual CLIA requirement

* Production methods for the same test on multiple
instruments must produce clinically identical results.

 Simple Pass/Fail answer.

* Avoids issues with interpretation of slope, intercept
and correlation coefficients.

e 2IC - for 2 Instrument Comparison

* MIC - for Multiple Instrument Comparison
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Harmonization Plots

Scatter Plot Error Index
600 ! ! 15 : :
— NMDPs ° — Average
L _IR_Eegort.Range o I\R/lDPSrtR e
500 1 L1 Unacoeptable
L
77 4001 S 05
c o Ot | e
(o)) > ° o
= ~ Noe o °
— 3001 0 . ve .
% § 02 ‘ P L) ° ®
< 2007 ~ 051 , " ‘
S 'Q’
I ¢
100 1 -1y
b
(]
0 # } } } } } -15+a—s, ¥ ¥ ¥ ;
O 100 200 300 400 500 600 O 100 200 300 400 500 600
xMeth (mg/dL) xMeth (mg/dL)
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datainnovations.com

Users Manual -- Data Innovations, Inc.

Alternate (Quantitative) Method Comparison
X Method: Dinosaur

Y Method: Nirvana 101

Glucose

250 1

200 1

150

Nirvana 101 (mg/dl)

50 T

100 +

Copyright Datalnnovations, LLC 2014

Scatter Plot Bias Percent Bias
20 20
" Deming Regr Mean Bias [~ Medpecrt ]
1:1 Line Med Dec Pt
- Med Dec Pt Y . .
. 3
10+ 10+ .
L o° .
° id . .
g 8 R 2 R S B
S e a 0 604 oy © o
E o £ 0 s -
g § '= ...l"l on:
@ o o oo 0° °
10t 10 '...' e °
+ + + + 20 + + + M 20 + + + +
0 50 100 150 200 250 0 50 100 150 200 250 0 50 100 150 200 250
Dinosaur (mg/dL) Dinosaur (mg/dL) Dinosaur (mg/dL)
Regression Analysis
Deming Regular
Slope: 1.007 (0.980 to 1.034) 1.002 (0.975 to 1.029)
Intercept: -1.0 (-4.7 t0 2.8) -0.3 (-4.1t0 3.5)
Std Err Est: 6.8 6.8
95% Confidence Intervals are shown in parentheses
Medical Decision Point Analysis
Calculated by Deming Regression (R>=0.9)
X Method Y Method 95% Conf. Limits
MDP Pred. MDP Low High
25 24.2 21.0 27.4
70 69.5 67.3 71.7
126 125.9 124.4 127.4
150 150.1 148.5 151.7
300 301.1 296.3 306.0
Supporting Statistics
Corr Coef (R): 0.9929 Std Dev Diffs: 6.7 Scatter Plot Bounds: Allowable Error
Bias: 0.0 SubRange Bounds: None 6.0 mg/dl or 10.0%
X Mean £ SD: 129.4 +56.1 Points (Plotted/Total): 82/82
Y Mean + SD:  129.3 +56.7 Outliers: None
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T EP Evaluator Release 9 [Default]
File Edit Module Experiment RRE EiI View Utilities Tools Help
O | G EHREZ BB W«

Accuracy and
Linearity

>

Project- Default

Comparison
S Alternate (Quantitative)
CLSI EP9

Qualitative and SemiQuant
2-Instrument Comparison

Multiple Instrument Comparison
Glucose POC Instrument Evaluation
Hematology Studies

MIC - Compares 3 - 30 instruments without using
linear regression, by assessing results compared to
a target, within allowable error (TEA)
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Method Comparison — MIC
Multiple Instrument Comparison

e One analyte *TIP: You can compare
instruments, methods,
reagent lots, technologist

. * :
* 3 to 30 instruments™ on a single page performance, etc.

* As few as 3 specimens
* Some missing results allowed
 Compare POC devices to Core lab, or each other

* Specimens pass if results within Allowable error

e See at a glance which devices may have issues

datainnovations.com Copyright Datalnnovations, LLC 2014 120




All instruments on 1 page

Error Index by Instrument

11080934 v”-'
11081074 :"M—'
o
o m

15081074

19081194

2508093

2508095

2608115

5008093

3308093

3606099

4808093

49058115

5308095

5408093

7308075

HYZ-C

SR RN RN

Med-yi

n
=]
n
O
(=]
m
n

Error Index

‘I:l Unacceptable ---- Overall Mean ¢ o Res O Insuff Data I
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Results Listing

* By Instrument EP Evaluator® S

: Experiment: lab
tsting EE 9.5(458) -- Holy Moly MC

¢ Observed error Multiple Instrument Comparison

to ta rgEt Results Listing

Obs. Allow Error Obs. Allow Error
Spec. Result Target Error Error_Index Spec. Result Target Error Error_Index
1108093 16 26 2285 3.5 $8.00 0.39
1108093, SIN 1108093 17 239 2345 045 8.00 0.06
1 31 280 030 800 004 o0
* Allowable error B g B8R 2R e
2 8 2o oo .00 000 1 2.9 280 010 $8.00 0.01
2 &3 6% 930 8.00 0.04 19 51 510 0,00 8.00 0.00
S o 780 020 8.00 -0.03 20 538 555  0.25 8.00 0.03
2 8.8 900  -0.20 +8.00 -0.02 3 58 600 -0.20 8.00 -0.03
° 6 108 1110 -0.30 8,00 -0.04 : 8z 780 o8& 8.00 010
7 1255 1250 0,00 800 0.00 5 38 o0 a0 .00 00l
o 8 138 1380 000 800 0.00 : : : 8.00 0.
r ro r I n ex 9 153 1530  0.00 8,00 0.00 6 1.3 110 020 8.00 0.03
10 174 1710 030 +8.00 0.04 & 122 1220 0 .00 00
11 1756 1760 0,00 800 0.00 H 138 1380 000 8.00 0.00
12 1911 18,60 050 8,00 0.06 : : : 8.00 0.
12 e 1860 0.50 .00 0.08 10 171 1710 0,00 18.00 0.00
° ° 14 215 2065 085 800 011 u 123 L0 950 8.00 004
[ F — Fa I e OI nt 1 28 2230 -0.80 8.00 -0.10 13 231 1975 335 800 0.42
-— 18 226 2260 000 800 0.00 : : : 8.00 0.
16 22,0 2285  -0.85 8,00 -0.11 14 21.0 20.65 035 8.00 0.04
1 220 2285 085 8.00 011 15 223 2230 000 8,00 0.00
: - - 8.00 0. 18 228 2260 020 8.00 0.02
1108107 16 231 2285 025 8.00 0.03
1108107, S/N 1108107 17 22.3 23.45 -1.15 +8.00 -0.14
LR a2 aan e
+
20 53 555  -0.25 +8.00 -0.03 2508093, SIN 2508093
3 538 600  -0.20 8.00 -0.03 1 2.7 280 -0.10 8.00 -0.01
2 8 69 920 18.00 -0.03 19 79 510  -0.20 8.00 -0.02
s 8.0 70 oo 800 0.01 20 54 555  -0.15 8.00 -0.02
4 8 o0 o 800 0.02 3 5.8 600  -0.20 8.00 -0.03
A 11N 111N -n1n +2 NN .Nn N1 5 78 79 >010 taoo -001
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Parameters Screen —
Edit Instrument List

MIC Parameters \

Expt Marne: lab Analyte: Glucose
Units: Mex decimal places Analyst: Date:
[ ~| fAuto | [cRL 16 Jun 2011
—Allowable Total Eror (TEa)——————— ~nstrument
1108093 1108093 ~
Concentration Percent 1108107 1108107 - |
8 f12 1508107 1508107 =
190681149 190681149 S
2508093 2508093
e Bemge 2508099 2508099
26081149 26081149
Lavwy Lirnit: High Lirnit: 3008093 3008093 v
ID 50 ( Edit |
.y
e Name Description todel Serial No. N
| 4 19081149 1308114 1308119
5 2505093 2508053 2508053
o Cizmzs itz | E 2508099 2508099 2508099 =
7 2608119 2608119 2608119
g 3008093 3008093 3008093
3 3308093 3308093 3308093
10 3608099 3608099 3608099
11 4905093 4908033 4908053
12 43081149 4308119 4308119
13 5305093 53080533 5308059
14 5405093 5408033 5408053
15 7308078 7308078 7308078
16T Eximer =2 X7 Core w
F4 F5 F6
Target Exclude Clear Flags oK Cancel Help
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M EP Evaluator Release 9 [Default]
Edit Module Experiment RRE ERI View Utilities Tools Help

Project- Default

Alternate (Quantitative)

CLSI EP9

Qualitative and SemiQuant
2-Instrument Comparison

Multiple Instrument Comparison
Glucose POC Instrument Evaluation
Hematology Studies

QMC - Produces a concordance table that evaluates
the degree of agreement between 2 methods that
report two to six possible result states.
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Method Comparison — Qualitative

* At least 20 specimens as 2 states
— N or P is Default or
— User defined labels

e Calculations

— If One method is specified as a gold standard
= specificity and sensitivity are calculated

— If Neither method is a gold standard.

= Only relationship of the two methods is calculated,
e Degree of agreement - % positive, % negative
* Probability of the differences being due to “chance”

e Symmetry or “bias” of the disagreements
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QMC -
Qualitative Method Comparison

Evaluates the degree of
concordance between two
qualitative or semi-quantitative
methods.

Includes CLSI EP12

Colorful bubble chart — size of bubbles
proportional to number of points

neg <-- Test --> pos

Concordance or truth tables

Statistical Summany T 2

Negative Fositive neg <-- Reference -->pos
Reference R erence Total
MNegstiwe 233 14 236
Test
Fositive 16 280 3m
Test
Totd 237 00 537

Mumber excluded or miszing: 0



Data Entry — Gold Standard

File Edit
O El 2

Module

=

e EEER

Experiment RRE 77 View Utilities Tools Help

Reference

[Immunochromatic [ELISA

SpeclD  |Ref ITeQ -
P| 500007 M il
500002
00003
00004
00005
S00006
500007
00008
00004
00010
00011
00012
00013
00014
00015
S00016
500017
00015
S0a014
s00020
s00021
00022
00023

| Reference | Test

1 [MNegative (M) Megative (M)
2 |Positive (F)

Fositive (F)

-3 pog

[
i

—
1

reg <-- Test

1 2
neqy <-- Reference ->pos

| Reference
Test | 1 (hegy) 2 (pos) Total

1 (neg = f

| 2 (pos) | 15 S ms 300

| Total | 237 | 299 | 536

Mumber excluded ar missing: 0
Pos Agreement: 95.3%
Pred. Value Pos: 95.0%
Prevalence: 55 8%

Agreement: 94 6% (92 3 to 96.2%)
Sensitivity: 95.3% (92.3to 87.2
Specificity: 93.7% (89.8 t0 96.1%

Meg Agreement: 93.7%
Pred. Value Meg: 94 1%

500024
S00025
S00026
00027
500025
500029
=00030
S00031

oannan

ZZ2Z20MW=Z=Z2VEZZZ|NDEDEZEZ2DDEZ=Z200DZZ200ZEZE=
ZZ2Z2T0MWEZZEZ2DE2Z2TNE2DEETDOEZDDDE2 200D EE

z
z
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Not Gold Standard

| Reference | Test |
1 [Megative (N) MNegative (M)
¢ |Fositive (F) Fositive (F)
]
o
W
]
'_
o1
]
=
1 2
neg =-- Reference —-=pos
‘ Reference
Test 1 (hey) | 2 (pos) Total

|
e e z |
T | E o ws
| |

Total | 237 | 299 536
MNumber excluded or missing: 0
greement; 34 6% (92,3 to 9620 Pos Agreement; 852.3% MNeg Agreement; 83.7%
Symmetry test PASSES (p = 0.853) Test < Hef: 14 (2 B%) Test = Hef: 15 (2 8%)

Kappa: 89.0% (89.1 to 92.9%)
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Experimental Design
Semi-Quantitative

| Reference | Test
Custom Results Codes <o
2 | 101t 200 101 to 200
3| 2071 to 300 201 to 300
4 | 3071 to 400 301 to 450
5 |4071 to kOO 451 to BAO
3 »>h00 »BE0

"  Up to 6 User defined ‘states”
e Alphanumerici.e., Equivocal, Define Results Coding @\
gray one # Levels Iﬂ (2-6)

Define the levels in order from least positive to most positive. "Result Walue" is the walue as it
appears in your Results Data. "Report Mame" is the level description to print on the report. YWhen
using numeric results with cutoffs, the Result Walue column contains the cutoff values. Click the

[ ] User dEfined I_a bEIS Help button for exarnples.

e Numeric cutoff values

Reference Method Test Method
Results format: Results format:
Mumeric, large are POSITIVE ﬂ |Numeric, large are POSITIVE ﬂ
Cutoff Report Cutoff Report
Level |Yalues Mames Level |Yalues MNames
1 Yery MNegative ﬂ 1 Yary Negative
2 100 lower than 0 2 100 MNegative
3 200 Fositive ﬂ 3 200 Fositive
4 200 Wery Positive 4 300 Wery Positive
b= 400 W 5 450 WP
=} 500 Critical Walue 6 550 Critical Walue

oK Cancel Help




Example — large numbers are negative
x|

# Levels |4 3: (2-6) HDL cholesterol (example)

Define the levels in order from least positive to most positive.

"Result Walue" is the value as it appears in your Results Data. "Report Mame" is the level
description to print on the report. When using numeric results with cutoffs, the Result Yalue
calurmn containg the cutoff values,

Click the Help button for examples.

—Reference Method —Test Method

Results format: Results format:

Murneric, large are NEGATIVE - Murmeric, large are NEGATIVE - |

Cutoff Report CLitoff Report
Level |%alues MNames Level |Yalues MNarres
1 200 no risk 1 200 nio rigk
i

2 20 small risk — 2 20 small risk

2 a0 borderline << ] 60 barder line

4 guadruple bypas 4 quadruple bypas
3 =]

i} i}

]9 Cancel Help
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Allow 1 step difference to
accommodate “gray zones” *

Ref. Method: Chem Assay

Test Method: Analyzer

neg <-- Test --> pos

Statistical Analysis
(Comparison of two Laboratory Methods)

Agreement 71.9% (61.8 to 80.2%)
Agreement withintwo  98.9% (93.9 to 99.8%)

95% confidence intervals calculated by the "Score" method.

McNemar Test for Symmetry:
Test < Reference 23 (25.8%)
Test > Reference 2 (2.2%)

Symmetry test FAILS p < 0.001 (ChiSg=17.640, 1 df)

A value of p<0.05 suggests that one method is consistently "larger".

Cohen's Kappa 60.5% (47.4 to 73.6%)

1 2 3 4 5
neg <-- Reference -->pos

* Enabled in preferences

datainnovations.com

Kappa is the proportion of agreement above what's expected by
chance. Rule of thumb is Kappa>75% indicates "high" agreement.
We would like to see VERY high (close to 100%) agreement.
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i EP Evaluator Release 9 [Default]

File Edit Module Experiment RRE 71 View Utilities Tools Help
Do @RS B& L« Project- Default

st

Accuracy and
Linearity

Comparison
Alternate (Quantitative)

CLSI EP9

Qualitative and SemiQuant
2-Instrument Comparison

Multiple Instrument Comparison
Glucose POC Instrument Evaluation
Hematology Studies

. r RA
ietieas]l Maodinlae
S = ) NN ' B RO L LS ) R S

POC Module Compares POC Glucose results to
those produced by a laboratory instrument, using
Clarke or Consensus diagrams.
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POC Glucose
Zones of Clinical Impact

Clarke Grid
500 Cum

Region Count Percent Percent

= 400 O A 54 90% 90%

= O B 2 3% 93%

£ O c 3 5% 98%

2 300 O b 0 0% 98%

g B e 1 2% 100%

3 Excluded 0

z 200 Out/Bnds 0O

é Total 60

100

0 100 200 300 400 500
Reference Value (mg/dL)
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Report Interpretation Guide

Glucose POC Instrument Evaluation
Report Interpretation Guide

The Error Grid Analysis is a very specific form of method
comparison that compares two Glucose methods using
Clarke and Consensus diagrams.

Experimental results for this module are similar to those you
would use in Alternate Method Comparison. One method is a
reference method, presumed highly accurate. The second is
a test method to be evaluated. Collect Glucose results for 20
or more specimens, measuring each specimen with each of
the two methods. A larger number of specimens (50-100) is
desirable. Units for both methods must be the same -- either
mg/dL or mmol/L. Also results must be within the range
0-550 mg/dL or 0-30 mmol/L.

Key Statistics

The report shows a scatter plot, with the reference method
on the X-axis and the test method on the Y-axis. The plot
area is divided into five zones, A-E, which reflect the medical
risk of the error:

Zone A: No effect on clinical action

Zone B: Altered clinical action, but little or no effect on
clinical outcome

Zone C: Altered action, likely to affect the outcome
Zone D: Significant medical risk
Zone E: Could have dangerous consequences.

The zones are defined based on surveys of medical
practitioners. The only difference between the Clarke
Diagram and the Consensus Diagram is in how the zones
are defined.

Preliminary Report

The word PRELIMINARY printed diagonally across the
report indicates that the data is incomplete, and the report is
not acceptable as a final report. Some or all of the statistics
may be missing.

The Glucose-POC report is preliminary if there are less than
20 unexcluded data points.

References

1. Parkes JL, Slatin SL, Pardo S, Ginsberg BH. A New
Consensus Error Grid to Evaluate the Clinical Significance of
Inaccuracies in the Measurement of Blood Glucose. Diabetes
Care 23:1143-1148, 2000.

2. Clarke WL, Cox D, Gonder-Frederick LA, Carter W, Pohl
SL. Evaluating clinical accuracy of systems for
self-monitoring of blood glucose. Diabetes Care. 10:622-628,
1987

3. Cox DJ, Richards FE, Gonder-Frederick LA, Julian DM,
Carter WR, Clarke WL. Clarification of error-grid analysis.
Diabetes Care 12:235-236, 1989

4. Cox DJ, Gonder-Frederick LA, Kovatchev BP, Julian DM,
Clarke WL. Understanding error grid analysis. Diabetes Care
20:911-912, 1997
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EP Evaluator Release 9 [Default]
Edit Module Experiment RRE [l View Utilities Tools Help

Project- Default

Becuracy and Limit of Blank (LOB) — Determines the
lowest concentration that is significantly
oathod | different from zero (2 or 3 SD)
Limit of Quantitation (LOQ) — determines
Lmit :: g':::maﬁo“ the lowest analyte concentration that can
reliably achieve a target CV%.
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50%

40% A

Percent CV

20%

10% A

0%

30% -

LOQ Report Excerpt

Sensitivity-Limit of Quantitation

Precision Profile

Fit CV
[J Meas. CV
[ ] 95%cClI
®
LOQ: 0.0015
0.000 0.001 0.004 0.016 0.063

Mean of Meas Values (ulU/mL) - log scale

Evaluation of Results

TSH was analyzed by ImmunoAssayer to
determine the LOQ (lowest concentration for
which CV is less than a target of 20%).

Specimens with mean measured concentration
ranging from 0.00048 to 0.10078 ulU/mL were
assayed. A curve was fit to estimate the
relationship between Mean and CV. Based on the
fitted model, the LOQ is 0.0015 ulU/mL. This is
the point where the upper 95% confidence interval
for the curve has a CV of 20%.
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EP Evaluator Release 9 [Default]

Accuracy and
Linearity
Method

Comparison

Reference
erval

Ver.ify Reference Interval
Establish Reference Interval/ROC

File Edit Module Experiment RRE ERI View Utilities Tools Help
Project- Default

VRI - Verification of Reference Interval.
Verifies that the reference range of a
new method is statistically equivalent to
a target reference range.

ERI - Establish Reference Range.
Uses up to 3 approaches to calculate a
Central 95% reference range.

Includes CLSI-c28a.

ROC plots - Using patient test results
with gold standard diagnoses, it
calculates cut-off values for optimum
diagnostic effectiveness (sensitivity and
specificity ) using CLSI GP10.
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Reference intervals

* Verify Ref interval — VRI

— As few as 20 points
— Verify proposed ref interval is statistically same as old

— Up to 10% of points can be outside

* Establish Ref interval - ERI

— CLSI EP-28-a

— Data is entered in a special way

— Calculate partitions gender, smokers, age, etc.

— Data is evaluated. upper and lower limits are proposed.

= Parametric — data fits a bell shaped (normal) distribution

= Non-parametric —top and bottom 2.5% are excluded.
Transformed to parametric : data undergoes an exponential transformation to convert the data to
the Gaussian model by evaluating a probability plot of result vs. SDI (std dev index)

Copyright Datalnnovations, LLC 2014 138
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Verifv Reference intervals

Reference Interval Histogram
30

25 1

20 1+
15 +
. ! l 82- - 4- - I

Percent
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Establish Reference Intervals - ERI

Reference Interval Estimation: Combined

Central 95% Interval

(N = 240)
Lower Upper Confidence
Value 90% CI Value 90% CI Ratio
Nonparametric (CLSI C28-A) 8 6t09 54 49 to 65 0.21
Alternatives:
Transformed Parametric 8 7t08 52 48 to 57 0.12
Parametric -1 -3to 1l 46 44 to 48 0.09
Confidence Limits for Nonparametric CLSI C-28A method computed from C28-A Table 8.
250 Histogram Selection Criteria:
Bounds None
Filter None
20% 1 Statistics:
Mean 22.5U/L
SD 11.9
15% 1+ Median 19.5
Range 5to0 69
N 240 of 240
10% + Distinct values 50
Zeroes 0
Central 95% Index 6.0 to 235.0
04 4
5% Analyst mkf
Expt. Date 13 Apr 2000
0% + + t v
-40 -20 0 20 40 60 80
ALT (UIL)
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il EP Evaluator [Default]

File Edit Module Experiment RRE ERI View Utilities Tools Help

O | B

<|=|e|s|o|@|s o o

Statistical Modules

Precision

Accuracy and
Linearity

Method
Comparison

Sensitivity

Reference Interval

Coag

INR - Geometric Mean & VRI
PT/INR - Method Comparison
ott Manual INR Check
Factor Sensitivity

Project- Default

Coag Modules

Tutorial

INR - Geometric Mean & VRI
VRI performed on both PT and INR

PT/INR - Method Comparison
Input PT. EE calculates INR and plots both PT
and INR with Pass/FAil vs allowable error.

Manual INR Check. checks INR reported by
instrument against the value calculated
using ISI and Geometric Mean

Factor Sensitivity: Evaluate PT and aPTT
reagent lots to determine the best reagent for
determining factor deficiencies an suspect patients.
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Release 9 Geo. Mea Rl [Default rre]

File Edit Module Experiment RRE Utilities Tools Help
oy . Instrument Analyte Feagent Lot
D | k| = ‘ é‘ (& ‘ ‘ ‘ ‘ " ‘ Assayer Pratime B3R93 - |
Spec D 7 |PT Yalue -~
P|so0001 ProTime Histogram INR Histogram
500002 9.5
| H H as
500003 9.4 40% : : 25%
500004 9.7
500005 10.7 : :
500006 9.9 :
500007 9.4
500008 0.1 20%
500009 9.0
LA
500010 10.4 0%
500011 9.7
500012 9.3
500013 0.4
SO0014 9.5 15%
500015 9.6
500016 9.7
500017 9.8 — 20%
500015 106
500019 9.8
10% A
500020 10.4
500021 10.9
10%
5% 4
0% : 0%
’ 7 g ] 10 11 12 13 ’ .
PraTime IMR
w
N 21 FT - Pass? |Pess
PT - Geametric Maan 9.9 INR. - 25D Range 0.95 to 1.05
PT - 250 Range 8.0 11.0 INR - Frop.RI 0.90 to 1.10
PT - Prop.RI 9.0 11.1 INR - % Out 0
PT - % Out 0 INR - Pags? =
F3 F4 (3 8
Add Delete Exclude | Clear Flags | Parameters| D Access Recard 1 of 21
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EP Evaluator Release 9 [Default] \._HEH X
File Edit Module Experiment RRE ERI View Utilities Tools Help
DB e @He S RB(LHC|e Project- Default

CLSI EP10 - Preliminary Evaluation of
Methods. A quick screening for new methods,
that uses 50 results tested over 5 days to

e estimate linearity, precision, accuracy, carryover,
and drift.

Method

Comparison Carryover - Calculates specimen to specimen
carryover.

Sensitivity

Six Sigma Metrics- Uses bias and precision

statistics to determine if a method meets the

Reference

Interval criteria for six sigma

performance (an error rate of ~ 3 in a million)

Performance Standards — Calculate TEA using
several different criteria including peer group
data.

—— CLSI EP10 Preliminary Evaluation
Carryover . .
Six Sigma Metrics Interference - Determiness the maximum amount
Performance Standards of interferent that allows reporting of a clinically
Interference (CLSI EP7) acceptable result.
Cost per Test
Average of Normals
Histogram and Descriptive Stats
Stability

datainnovations.com Confidential 143



EP Evaluator®

Prepared for: chemistry Dept -- Holy Name hospital
By: Clinical Laboratory -- Our Lady of Perpetual Motion

AST

Instrument: Analyzer
Sample: High
Interferent: Hemoglobin

Interference Dose Response

Dose Response Curve

240 ¥
[ ] Clinically Insignificant
X Results
Fitted
................. 95% CI
] Mean
230 +

220 A

Meas. AST Conc. (U/L)

210 1

200 -

0 10 20 30
Hemoglobin Conc. (mg/dL)

40

Evaluation of Results

AST at a concentration of 204.53 U/L was evaluated for
interference on Analyzer according to CLSI document
EP7-A. Bias exceeding 10 U/L is considered clinically
significant.

The interference of Hemoglobin up to 40 mg/dL was tested.
Over this range, the bias can be approximated from the
relationship

Fitted Y = 204.1 + (0.504) X

with a standard error of 2.06 mg/dL. Bias at interference
level X is the difference between the Fitted Value at X and
the Fitted Value at zero. At Hemoglobin concentrations less
than 17.5 mg/dL, the upper 95% confidence limit for
predicted bias is not clinically significant.
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EP Evaluator Release 9 [Default]
File Edit Module Experiment RRE ERI View Utilities Tools Help
(N = = I T O ol

Accuracy and
Linearity

Method
Comparison

Sensitivity

Reference
Interval

"""""""""" CLSI EP10 Preliminary Evaluation
Carryover
Six Sigma Metrics
Performance Standards
Interference (CLSI EP7)
Cost per Test
Average of Normals
Histogram and Descriptive Stats
Stability

datainnovations.com

- O

Project- Default

Cost Per Test - Lab Management
Module

AON - Average of Normals. Trends
the daily median value of all patient
results for an analyte over time, in
order to detect changes in system
bias

Histograms and descriptive Stats.
Calculate several types of central
tendencies and displays the data in a
histogram.

Stability - Determines the stability
characteristics of a reagent or
specimen over time under specified
storage conditions.
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Average of Normals

Average of Normals

Glucose Daily Medians (Sat/Sun excluded)

1004

{100.2]
# Patients
| — Control Lims
\ /\/——\ ------ Target
|

' . A A [96.0]
MRV AWV, \ e

904

Evaluation of Results
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Questions and Discussion
white board
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Contact us

* North America Telephone Support (802)-658-1955

— Northamerica-support@datainnovations.com

* Europe telephone support +32 2 332 24 13

— Europe-support@datainnovations.com

* Asia Telephone Support 852-2398-3182

— asia-support@datainnovations.com

datainnovations.com Copyright Datalnnovations, LLC 2014 148



Thank You

Simple ideas, Belter Solutions



