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Agenda

What is it?

Why is it?

How do we use it?
What's the impact?
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What is EP-23?

EP23-A Laboratory Quality Control Based on Risk Management

CLSI Guidance document providing a process to develop an overall Quality Control
Plan (QCP) for the laboratory using risk management principles

Itis ...

Flexible
Can design QCP to meet needs of any clinical laboratory situation

Adaptable

New testing and QC technologies can readily be incorporated

| THE
Leverages current QC practices RIG HT

Incorporates and enhances current protocols Q c
—:{?—

Meets Regulatory needs ‘
Built on well established principles and accepted by CMS

© 2011 CLSI used with permission
Page 4



SIEMENS

Why is it?

Value Stream Management
Doing the best, right process with minimal resources to achieve the best outcome

Rate of Change in Healthcare

Processes change swiftly and often

New Federal requirements American Recovery and Reinvestment Act (ARRA) and
Affordable Care Act (ACA) shift the focus

Technology Change

Technologies offer new and changing tools for quality management
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How do we use EP-23?

Assess the Risk to Mitigate It

The Test: Manufacturer’s quality control recommendations, storage requirements,
potential areas of error, predictive value, how is it documented, how it will be used

Your Organization’s Regulatory Requirements: What are the quality
control and assurance requirements

Who Will Perform Testing: What is their level of experience with laboratory
testing, education, and foreign concepts
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EP-23 Impact

Oct. 24, 2011 - EP 23-A published

Risk Management approach to develop a Quality Control Plan

Nov. 4, 2011 - CMS announces commitment to move to IQCP
EP23 will be approved guidance for developing an individualized QC plan (IQCP).
EQC will be phased out

Aug. 23, 2013 - CMS announces, “Effective January 1, 2014, laboratories with a
Certificate of Compliance (COC) or a Certificate of Provider Performed Microscopy
Procedures (PPM) will begin a two year education and transition period to learn about
and develop their IQCP, if this is the option they elect to implement. COC and PPM
Laboratories can also begin implementation of an Individualized Quality Control Plan
(IQCP) as a Quality Control (QC) option prior to January 1st if they so choose.”

Lab may begin IQCP now
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Agenda

Where to begin?
What to catalog?

How to use the
Information?

What does a formal
IQCP Risk
Assessment look like?
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Medical
Requirements

for the Test

Results

Measuring System Information

Regulatory Measuring System Information | Information

and -  Provided by the Manufacturer
Accreditation « Obtained by the Laboratory

Requirements

About
Healthcare and
Test Site Setting

Corrective And
Preventive
Action and

Continual
Improvement

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved.
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Document the process

Provider requests/ P“"“:Jp“ﬂ%‘“ 8 POCT operator POCT aperator Notes about Provider
Protocol directs: ; ratrieves tha dips strip and dipstick resulis ara Post-it note detanmines
urine mMacroscopic Insh‘l.ﬁr:l:;:; sampie from the beqgins reading recorded on a handed to Provider diagnosis and

(dipstick) pm-ﬂldma bathroom color changes post-it note treatment

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved. A91DX-POC-131426-UC1-4A00 © 2012 G Baker used with permission
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Define and Grade the Risk, Color code the steps with errors or risks

Risk & 1 2 3 4 3
Frequency No patient rare potential Low risk of Moderate risk | High risk of
harm of patient patient harm of patient patient harm
harm harm
A =Never 1A 2A 3A 4A
B =Rare 1B 2B 3B 4B
C = Occasional 0 ac
D = Frequent
E= Regular

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved. A91DX-POC-131426-UC1-4A00 © 2012 G Baker used with permission
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Define and Grade the Risk, Color code the steps with errors or risks

Provider requests/ Fatient given cup FOCT operator FOCT operator Motes about Frovider
Protocaol directs: and instructions o refrieves the dips strip and dipstick results are Post-it note determines
Uring macrscopic provide & urne s  sample from the begins reading —» recorded ona e handed to Frovider —e  diagnosis and
(dipstick) sample bathreom color changes post-it note B treatment
1 2 3 4 5 T
«  Unique, Operator * Relerence o Lackof
traceable aducation ranges traceable
patient/ confirmation Rl patient
sampla ID ac patient/ sample 1D
billy sample ID e Llackof
S A Consistent . dbnonmalty review of
fiving llrj:-.lzt dataf da obinge
7 L te stamp
m“mmm' timeloperator | | Risk of loss
Inconsistency i m
betwsen i Bahr?ﬂ
operators in ﬁmﬂg
reading strips inf tion

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved.
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Where to Begin?

N Examine the test

// POC devices were principle drivers in starting the project

5 ¥ [

« Manufacturer’s quality control recommendations
- Storage requirements

« Potential areas of error

» Predictive value

* How is it documented

« How it will be used

* Who will be performing it

Key concept:

« By understanding the test, its uses and operators, risk for errors can
be identified

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved.
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What to Catalog?

Table 1. Sources for Collecting Information for Risk Analysis

SIEMENS

Information

Source

Regulatory and accreditation requirements
»  Mandated QC procedres

o Requured quality assurance activities
8 __ Regulatory agency recall and device failure notifications

Regulatory authonties,
accreditation agencies

Measuring system mformation
Intended use (mecluding limitations, warmngs, and precautions)
Environmental requirements
Instructions for calibration, maintenance, use, and reagent storage
Calibrator traceability mnformation
QC featires

Rusk nutieation recommendations

In vitro diagnostic (IVD)
manufacturer

Laboratory mformation

Environmental conditions, meluding facilities and utilities, and existing controls
Installation/operational qualification reports

Operator traming and competency

Internal performance evaluation/verification data

External performance data (eg, proficiency test results)

Process map covering the steps analyzed

Laboratory

Publications and reports from laboratory peers

e Published performance evaluations

® Published clinical studies

»  Other users (eg, user groups, listservs, forums)

Laboratory

Climeal information

Clinical applications for use of a test result

Biological reference mtervals and clical decision levels

Foreseeable medical errors that could result from mcormrect, delayed, or no resulis
The seventy of patient harm that would result from the hazardous situations

Laboratory, in
consultation with
medical users of the test
results
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How to Use that Information

From EP23: “Each QC tool has strengths and weaknesses. There is no
perfect QC tool that consistently prevents or detects all failures.
Understanding their strengths and weaknesses allows use of the
tools to effectively reduce risk.”

Determine the best QC schedule to identify failures before they effect a
patient

Determine the best QC process to identify failure

Determine the best tools and supplies to facilitate a QC process
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Measuring System | Known Limitation The QCP Actions
Feature or of Feature or Required to Residual Risk
Targeted Failure | Recommendation | Recommended | Control Process | Address Known | Acceptable ?
Step # Mode (Hazard) Action Action Effective? Limitation (Yes/NO)
Site
implemented
Use of a semi- control process:
automated urine Implement Semi-
Use semi- dipstick reader automated use
automated urine [ensures for all urine
Consistent analyzer to consistent dipstick testing.
interpretation of |perform urine  |interpretation of Monitor staff
dipstick pad macroscopic individual pad compliance by
4 among operators|(dipstick) testing|reading. Complete |individual. YES

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved.
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Post Risk Mitigation Process flow Map

Cup is labeled with Patient is given a POCT operator
Protocol directs: —»  uniquetothe |—| instructionsto l“'mﬁm“ﬂu —p  Semi-automated Is QC due? perorms QC
""“{ ) patient, patient provide a urine “'m“ urine analyzer successfully
Gipstick name and DOB sampla
POCT operator Analyzer interface, Data M nt
follows analyzer Analyzer prints Data Management S?;ﬁm?. "“’é."a'_"ﬁ“
instructions,  |—m results w/ patient —m System interface, —» Sends resulls o *—#mm
performing 1D reviews patient's EMR bt
macroscopic information
*  Operator ID &
wvalid
Patient bar code N il
« Patient/
w g 1D
+ Results
Operator types in against
DoB
range
ﬁ + QC
Urine color and o

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved. A91DX-POC-131426-UC1-4A00 © 2012 G Baker used with permission
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Definition:

Urine Macroscopic Exam Quality Plan

General Hospital uses the Siemens Clinitek Status+ Connectin tandemwith the PEP and
RAPIDComm products to produce a more discretely managed quality plan. This
replaced the manual urine dipstick reading and communication process.

Effective Date: January1, 2013

Description:  Based on the information provided in Sections Fthrough |, General Hospital has

determined the processes definedin Sections A-Eto provide the best Quality Control
Plan for its operation.

Section A: Maintenance

Followthe Siemens Operation Manual maintenance schedule with defined pointsto check lamp
output, clean barcode readers, and clean dipstick travel pathway.

Monitor roomand refrigeratortemperature daily viathe continuous monitoring system
employed by General Hospital.

Monitor room and refrigerator humidity daily via the continuous monitoring system employed
by General Hospital.

Section B: Operator Training

1.

Provide PEP module assignmenttoall usersto be completed within 60 days of initial orientation
and annually thereafter to ensure technical competency.

Provide one-on-one demonstration of testing process to all users to be completed within 60
days of initial orientation and annually thereafter.

Section C: Electronic Control

1.

The Clinitek Status+ Connect will perform self testing with each test to ensure properfunction of
all components contained within its system prior toinitiating patient testing.

Section D: QC Samples

1.

Two levels of commercially prepared QC material will be performed each day of patient testing,
prior to patient testing.

Two levels of commercially prepared QC material will be performed upon openinga new
container of reagentteststrips (dipsticks), prior to patient testing.

Urine Macroscopic Exam Quality Plan 2013

linitek Status + Connectwill assessall QC resultsand determine acceptability and

ment the results in the RAPIDComm system.

linitek Status+ Connect will disable additional testing if two consecutive QCtestsare
reptable and corrective actionis) has been taken and documented.

perator or POCC can document corrective actions in the RAPIDComm system QC chart.
ral Hospital may choose to use blind samples created from retained patient samples of
nwvalues, to assess quality concerns as defined in the General Hospital Laboratory Quality
‘igement policy 412123,

lernal Quality Assessment

ral Hospital employs and external quality assessment program, or Proficiency Testingto
sthe performanceof the Clinitek Status+ Connect, its reagent stripsand operatorsona
annual basis from both a known value assignmentand peer group perspective.

ial Process Flow

SIEMENS
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Agenda

Modify the process or
practice

Train operators
Placing new tools in use

Monitor the effectiveness
of the Plan

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved. A91DX-POC-131426-UC1-4A00
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Putting the IQCP Quality Plan into Action

Modify the process or practice

Switch from a manual to automated process
Add management software to add safety features like QC lock-out

Traln operators
Use an operator management software, such as PEP, to train, track, and certify operators
Use vendor created training videos to enhance computer based education

Placing new tools in use

Implement PEP” training
Implement automated devices with safety features activated
Queue regular operations pointers, factoids, tidbits or alert emails to enhance performance

*PEP — Personalized Education Plan or PEP is a free Siemens Healthcare service to assist in managing operator
education and certification.
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Putting the IQCP into Action

Evaluate Effectiveness
Review method performance data to verify QCP detected issues
Survey clinical customers with regards to clinical correlation of results

Investigate all clinical complaints
Track and trend issues and complaints looking for patterns

Investigate Unacceptable Performance — Take Corrective Action

Review and revise the QCP as needed

Appendix E. Example of Failure Investigation and Corrective Action for Glucose
Measurement on an Automated Measuring System

Scenario: A 10-member health care provider group practice with an automated glucose measuring system
in an office laboratory. Clinical medical assistants perform glucose testing. This health care provider’s
office 1s using a quality control plan (QCP) as developed in Appendix B and shown in Appendix D.

A 45-year-old diabetic woman visits the clinic, complaining of nausea, night sweats, thirst, and increased
frequency of urination. A glucose test performed 1n the office laboratory has a result of 220 mg/dL (12.2
mmol/L). On the way to her car, the woman collapses in the garage; her partner summons an ambulance,
and she 1s brought to the emergency room. Her admission glucose measured in the hospital’s clinical
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Agenda

Diabetes management
with Alc and Urine
Microalbumin

Blood Gases

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved. A91DX-POC-131426-UC1-4A00
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Document the process

Provider requests/ wm Operalor collects POCT - Notes about A1C T Provider
Protocol directs: collection capillary whole performes Al recorded on post-it determines
AIC ™ cuvette [ "|blood ATCsample [ | teston analyzer [ note —”m‘gw—' diagnosis and
1 2 3 4 5 e abaly
MISSING: MISSING: MISSING:
*  Operator « Reference « Lackol
education iraceable
confirmation «  Traceable patient/
s QC Pﬂﬁﬂﬂﬁ’m sample 1D
accepta sample s Lackof
e =  Abnormality review of
indicators results time &
e~ Y |o Testdatel date stamp
timefoperator «  Riskof loss
stamps
. sm \-_/-\
against
information

gy

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved. A91DX-POC-131426-UC1-4A00
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Post Risk Mitigation Process flow Map

: POCT operator
Provider requests/ Pt tatiad ik Oaratie il POCT operator logs into the POCT operator
Protocol directs: |—w ) i collected capillary ; Is QC due? performs QC
follows analyzer [ | prints results interface, DMS, oot i o EMR result
instructions. wi patient ID reviews atients EMR inciuding abnomal
performing A1C information markers
. dame Bssossed.
s Operator 1D &
Patient bar code valid
education
scanned . Satontl
e sample D
« Results
Operator in :
mm mI
DoB
range
\.___/._-\ « QC
accaptability
S T

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved.
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POCT operator Notes about A1C Fostit noke = Settings 08:43 AM 0271612012
pedormes A1C recorded anpostit] e e Provid St
el o i 6 System Access
Download d
x Unreskricte:
MISSING: MISSING:; MISSING: @
+  Operator « Reference e Lackof Download Operators
education ranges traceable O Restricted
confirmation + Traceable patient/
. OC patient/ sample 1D Affected Devices Initiation Time
acceptability sample ID + Lackof 1001 6/3/2013 10:03:12 AM O Restricted Plus
d w ng & 1002 8/9/2013 10:03:12 AM
results time — 1003 5/16/2013 12:58:50 PM :
- T'm"“m‘“w’ date stamp o s;mﬁm e Fully Restricted
time/operator »  Risk of loss R
+ Safety B i 0
el B
transposing
information - [ il i
SR s . Patient Sample Log - Diabetes
. Wiew samples for the selected device type, location, or dewice, Use search criteria to see other samples,
oo ||yt | [t
interface, DM —
A1C analyzer reviews S |+ sends resulis 1o = Show samples analyzed between; | 8/19/2000 =l - | sr20e2mi3 = @0
inf i patient’s EMR |
samples ds found; 499
Assessed: I
il valld riD& - "o:'é Analyzed MRMN | Mame 4| OplD Device Product Prod. Lot Prod. Exp. (gbglzﬁ)
i gﬁ?" — 10/31/2011 5:48 AWM i53 7654321 DCA Vankage DCA HbAlc 9358 5i31/2012 5.5
sample ID — 10/31/2011 3:45 AM 54 7654321 (DCA Vantage DA HbALC (9355 gi31f2012 2.5
- M — 10/31/2011 8:48 AM 55 7654321 (DCA Vantage (DCA HbAlc (9358 513112012 5.5
m{m Help | 10/31/2011 3:45 AM 56 7654321 (DCA Vantage DA HbALC (9355 gi31f2012 2.5
range 10/31/2011 8:48 AM 57 7654321 (DCA Vantage (DCA HbAlc (9358 513112012 5.5
- Qc 10/31/2011 3:45 AM 55 7654321 (DCA Vantage DA HbALC (9355 gi31f2012 2.5
acceptablity 10/31/2011 8:48 AM 59 7654321 (DCA Vantage (DCA HbAlc (9358 513112012 5.5
\._,.//—..\ 10/31/2011 3:45 AM S10 7654321 (DCA Vantage DA HbALC (9355 gi31f2012 2.5
10/31/2011 8:48 AM 148 7o54321 DCDCAB DCAHbALC 19358 513112012 5.5

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved. A91DX-POC-131426-UC1-4A00
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Document the process

Print out is placed determines
in chart —  diagnosis and

Provider requests/ Operator collects Operator collects

Blood Gas 2 a

sample |D
review of
results tme &
date stamp

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved. A91DX-POC-131426-UC1-4A00
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Post Risk Mitigation Process flow Map

SIEMENS

POCT operator
MFIWI | Patient tabei with | | Operator confims mlmm | logsiniothe | Blood Gas results Is resuk
| unique ID printed > patient 1D = gas = critical?
Blood Gas. gas spacimen analyzer P
v
Ovecator contacts Operator IDutuMumgament
tha Provider for documents critical System
Notification & *| value reporting in B sends resulls o |
Read Back Data Management| patient's EMR
System
Provider reviews
EMR result
including abnomal
markers

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved.
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POCT operator ) Set Up Patient Sample Validation - Blood Gas
performs Blood Print out is placed Set Up Patient . o eettige fo ] N —
Gasteston BG inchan Specify ranges and delta | Specify rules and settings for processing results and sending them to hospital systems,
analyzer 8
4
MISSING: MISSING:
e Operator e Lackof
education traceable
confirmation padent/
s QC sample ID
acceptability s Lackof
review of
results time &
byl date stamp
¢ Riskof loss

Das-ag)
oy WOl semsn {765 peeg)

Patient Sample Log - Blood Gas
itrw samphes for the selected device Bype, IaCation, or device, Lke search Sriteris 1o sed other samples.
Operator Data Management
Is result h"“ﬁwldl'“ﬂubl S w‘.muw: —r “'mw :_' ﬁ Show samples analyzed bevween: [B82000 ¥ . [EWAB 3] @ e
chitical? oyl D’“m““'“ PIRGEEM: L8 e :

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved. A91DX-POC-131426-UC1-4A00
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Agenda

CLSI Companion Products for
EP23

= Workbook
= Checklist
= CLSI Workshops/Seminars

= For information go to
www.CLSl.org

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved. A91DX-POC-131426-UC1-4A00
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Summary

= EP 23 and Individualized QC Plans
represent a maturing of CMS’s
expectations of testing sites

= Instead of mandating “one size fits
all” QC that really doesn’t work well
for anyone, now there is a CLIA
approved way to do QC that allows
each testing site to decide what
works best

You Can Do QC YOUR WAY! = You have to document it does the
job

BUT you have PROVE what you
are doing actually works.

You are more ready than you know!

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved.
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Daniel C. Gundler

Business Manager

Informatics - Point of Care
Siemens Healthcare Diagnostics
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Automated Operator
Download

Operator Lockout

Training Date

Trainer Recording
Automatic Recertification
Certification History
Assessment Date
Assessor Recording
Custom User Views

Role Based Privilege
Assignment

Interface to PEPa, Siemens
Web-based LMS
Competency Based Training
Create & Assign e-Quizzes
Auto-updates of Training &
Recertification
Recertification Information
Proficiency Testing
Personalized Learning Plans

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved.
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Manage Operators - RAPIDPoint 500
The changes you make to one record affiect 3l the selected records.,

Filter Operators

L]

A91DX-POC-131426-UC1-4A00
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Device Events History - 1005

* Robust Connectivity Eihar el o e

* Maintenance Scheduling &
Recording

e Configurable Priorities for
Device Events

o Software Firmware Version
Tracking

 Remote Configuration of
Devices

* Linearity Testing for Blood
Gas

Show events between: | & 82000 =] - [/ 92013 =] E) 6o

mni: 148 PM r.-c Measurement Failure | 12345 Luste Dwew E25 - Failure of automatic cali

i -wmza lﬁl m Qc Humrﬂnﬂt Faliuu 1:345—' PR - 5’!:5‘_‘75'__-' Fauqur u'm?m: '£ai_||
E'_=' =
E Device Workload Report - Diabetes

wWiew device workload by selected device type, location or device.

Report for: |_.\_5.|| Months __@ |§DIZ :ﬁ Go

« Consumable Monitoring =
: ConsumabIeAIertS . ™ Patient Hba1c Samples
* Material Usage Reports 7 Fatient A(C Savpes

Device Workload Reports

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved. A91DX-POC-131426-UC1-4A00
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e Custom Report Designer Set Up Patient Demographics
° Cal | b rat | on Rep (o) r‘[s Select a demographic to view or change its properties,

* Maintenance Reports
* Proficiency Reporting

ong
° AUdIt Trall Medical Record Number MRN Connection-defined =
e Customized Screens & Add Last Name Last PID 5.1
. . First Name First FID 5.2
ReqUIred Flelds Middle Name Middle PD53 4 W

e Advanced Rules Wizard Full Neme Name Fo s L
Date of Birth DOB FID 7

 Advanced Sample Gender Gender D

Management — QC Reports - Rapidpoint 500
 Mask Sensitive Data ol TR RN R A Soac e
e QC Data Man agement show samples between: [/ 172011 5] - [S/ 42011 5] B 6o

» Configurable Compliance
Criteria

 Advanced Rule Result
Processing

* QC Charts, Statistics

 QC Exporting for Peer
Comparison Programs

» Electronic Recorded
Reviews

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved. A91DX-POC-131426-UC1-4A00
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RAPIDComm® and the POC Ecosystem™ Solutions
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www.usa.siemens.com/RAPIDComm

© Siemens Healthcare Diagnostics Inc. 2013 All rights reserved. A91DX-POC-131426-UC1-4A00
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