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Objectives for today

Discuss why IQCP is a relevant QC option for
selected testing

Describe the development process for CMS’
IQCP

|dentify unique requirements for lab’s accredited
by COLA, TJC, CAP
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So, It's Time to Consider IQCPs

Default (2-3 levels external QC/day)

EQC (Equivalent QC) O ‘

IQCP (Individualized QC Plan) O O

' http://www.cms.gov/Medicare/Provider-Enrollment-and-Certification/SurveyCertificationGenlnfo/Downloads/Survey-and-Cert-Letter-13-54.pdf;
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Does IQCP
development

leave you feeling
like this?
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Forget the Panic Button:
IQCP is “Kinder and Gentler”




Quick Review

i
ALE
RS
> .
) RSITY OF WISCONSIN-MADISON

UNIVE



Relevance of IQCP as a QC Option

* Ensures quality throughout the testing process
 Allows “customization” of QC

 Allows use of manufacturers’ built-in quality
assessments to meet the required daily QC
requirements

— Avoids the default QC of 2 levels of external QC/test/day

of testing

« Can reduce daily QC to less than default, but never less than
what the test manufacturer specifies

A
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CMS (CLIA)
Approach to

Quality
August 16, 2013

Individualized Quality
Control Plan (IQCP): A
New Quality Control (QC)
Option

Effective Jan. 1, 2016

http://www.cms.gov/Medicare/Provider-Enroliment-and-

DEPARTMENT OF HEALTH & HUMAM SERVICES

Centers for Madicare & Medicaid Services
7300 Security Boulevard, Mail Stop C2-21-16 ‘ M S
Baltimore, Maryland 21244-1830

CEMTERS FOR MEDICARE & MEDICAID SERVICES

Center for Clinical Standards and Quality/Survey & Certification Group

Ref: $&C: 13-54-CLIA
DATE: August 16, 2013

TO: State Survey Agency Directors

FROM: Director
Survey and Certification Group

SUBJECT: Individualized Quality Control Plan (IQCP): A New Quality Control (QC)
Option

Memorandum Summary

* IQCP: The Centers for Medicare & Medicaid Services (CMS) is implementing a new
quality control option for laberatories based on risk management.

s Interpretive Guidelines: The IQCP Interpretive Guidelines, included with this
Memorandum, contain procedures for laboratories and guidance for Regional Office (RO)
and State agency (3A) surveyors.

+ Education and Transition Period: The IQCP Education and Transition Period will
begin on 01/01/2014, and conclude on 01/01/2016.

+ Training and Education: CMS will provide IQCP training for RO and SA surveyors,
and IQCP educational materials for laboratories.

Introduction

As previously commumnicated in S&C 12-03 CLIA and S&C 12-20 CLIA, CMS is implementing
a new quality control option based on risk management, IQCP. IQCP will provide laboratories
with flexibility in customizing Quality Control (QC) policies and procedures based on the test
systems in use and the unique aspects of each laboratory.

IQCP is voluntary. Laboratories will continue to have the option of achieving compliance by
following all Clinical Laboratory Improvement Amendments (CLIA) QC regulations as written.
The laboratory director retains overall responsibility for ensuring that QC programs are
established and maintained to assure the quality of laboratory services provided., and to identify
failures in quality as they occur.

There will be an IQCP Education and Transition Period to allow laboratories an opportunity to
learn about [QCP and implement the laboratories’ chosen QC policies and procedures. Before
the IQCP Education and Transition Period begins, training will be provided to CLIA surveyors.

Certification/SurveyCertificationGenInfo/Downloads/Survey-and-Cert- 8

Letter-13-54.pdf



Revisions to SOM, Appendix
C- Survey Procedures and
Interpretative Guidelines for
Laboratories and Laboratory
Services (CLIA)

Removal of references to

CLSI standards and guidance

documents (big impact on
micro)

DEFARTMENT OF HEALTH & HUMAMN SERVICES
Canbers for bledicans & Madias] Servios

T30 Serurity Bouleverd, Mad Shop C2-21-16
Baltimicms, Maryland TEH4-1850

TH U N T AR & WA

Center for Clinical Standards and Cmality/'Survey 8 Certification Group

Bef: 58&C: 15-17- C1LI4
DATE: Jammary 9, W15

TO: State Survey Asency Directars

FROM: Director
Survey and Certification Group
SUBJECT: Advance Copy—Fewvizions to State Operations Mamual (S0M), Appendiz © -

Survey Procedures and Interpretive (nudelmes for Laboratories and Laboratory
Services (Clinical Laboratory Improvement Amendments (CLIAN)

Memorandom Summary

Revizions to Appendiz C of the S0M: The enfire document bas been revised and updated
mm:ummerlsaJﬂmmmmmdmfmm_
Begional Office (F0)and State Agency(SA) survevars, professional and accrediting
organizatons {AD)
= Food and Dmag Admvinistration (FD'A) and Centers for Diseass Control and Prevention

(LD

= CMS Office of Greneral Counse] (BGC); amd

» (General Accounting Office (ZAD) on reporting complaints.

Deletion

» Femoval of Clinical Labomtory Sandards Institute (CLSI) and CLSI standards and
goidance docmments.

It alsn includes:

= Patient Access regulatory changes and oidance on Patient Access to Test Beports;
= Proficiency testing regulatory changes and definitions;

= Mew D-tags for surveyors; and

»  Mew pame for the American Beard of Meadical Genstics (ABMG)

Background

The Division of Laboratory Services (DLS) is issumg this adwance copy of the revisad Appendiz
C-Survey Procedures and Interpretive Guidelines for Laboratories and Laboratory Services. The
revisions inchade adits recommended by B0 and 5A surveyers, professional and AOQ's, OGC,

http://www.cms.gov/Medicare/Provider-Enrollment-and-
Certification/SurveyCertificationGeninfo/Downloads/Survey-and-Cert-Letter-
15-17.pdf °



Everyone is Onboard!

CMS (CLIA) and
Accrediting Agencies’
|QCPs

Make sure to follow the requirements
appropriate for your test site

@WISCONSIN



IQCP Reminder

* QC is less stringent than CLIA's (2

IS It external QC/day of testing)
voluntary? » You want to use manufacturers”
Yes, UNLESS: , %ljélllty assessments to meet daily

_ * Non-waived
What testing - All specialties except pathology and

IS eligible? cytology
-+ Used in states that allow IQCPs

 Risk assessment
* Quality control plan

* Quality assessment for ongoing
effectiveness

11




CDC/CMS IQCP Development

Process

DEPARTMENT OF HEALTH & HUMAN SERVICES
Camtarsfor Madicase & Lindicnd Survices

7300 Secarey Boulevard, M Sop C2:21-36
Batmere. Maryiand 20244109

Centes for Cli und Qe

DATE: August 16, 2013
10: State Survey Agency Directors

FROM:  Disector
Survey 284 Certfication Gowp

SUBJECT:  Individualized Quality Coatrel Plan (IQCP): A New Quality Control (QC)
Opton

* 1QCP: The Ceaters for Medicare & Medicaid Services (CMS) is implemesting 3 sew
quality control ephon for laboratones based cn nsk management

Pr The IQCP Interpr

Memorandun.
and State ageacy (SA) surveyers.

+ Education and Traasiion Period: The IQCP Education 10d Trassiticn Period will
begin oa 01012014, and conciude ca 01012016

+ Training and Education: CMS will rovde IQCP training for RO a0 SA surveyors,
204 1QCP edacational matertals for laboratones.

Intreduction

As previously communicated in S&C 12-03 CLIA 20d S&C 12-20 CLIA. CMS is mplementing
2 new qualty coatrol option based oa risk management, JQCP. 1QCP will provide

with flexibelity i customizing Qualsty Coatrol (QC) policies and procedures based cn the test
systems im use and the unique aspects of each laboratory

1QCP s voluatary. Laboratories will continue to have the option of achieving compliance by
followang all Climical Laboratory Improvemest Amendments (CLIA) QC regulations as writen
The laboratory director tetams overall esponsibilty for ensaring that QC programs are
establsshed and mamtamed 1o assure the quality of laboratory services provided, and to sdentify
faikares in quality 2 they occur

There will be an IQCP Educaticn and Tramsition Period 10 alow laboratories an opportusity fo

leam about IQCP asd mplement the aboratories’ chosen QC policies and procedures. Before
the IQCP Education and Tramsition Persod begms, traming will be provded 1o CLIA surveyors.

INDIVIDUALIZED
QUALITY CONTROL
PLAN

A Step-gy-Step GUIDE

E UM RO DAL & AT R

S, Diepartmenit of Health and Human Services

| \WIShiINMMKEms.gov/Regulations-and-

T Guidance/Legislation/CLIA/Downloads/CLIAbrochurel3. pdf
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;.I".. COLLEGE of AMERICAN New checklists 7-28-15
..t PATHOLOGISTS

Master

Ocap

Ewery patient
desenes the
GOLD STANDARD ..

All Commion Checklist

CbdF Agyraditalion Proghsm
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CAP: Updated July 2015 Checklists

— All Common Checklist
* New IQCP section with 5 new requirements
— COM.50200, .50300, .50400, .50500, .50600

— Other Checklists (e.g., POCT)
* Revisions to existing QC requirements
* Provisions for EQC removed
— CAP’s IQCP is more restrictive in some areas
« Must employ internal QC, e.g., electronic, procedural, or
built-in
* Must run external QC every 30 days and with new lots
and shipments

a» — Labs can develop their own model for IQCP
W WISCONSIN .




Good CAP
IQCP summary

http://www.captoday
online.com/igcp-
worries-help-ends-
begins/

JWISCONSIN
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Home » 2015 Issues, July 2015, Past Articles

IQCP worries? Help with what ends and begins

Anne Paxton
(= Print T PDF

July 2015—Technically, it's true: The Centers for Medicare and Medicaid Services’ new program, the
Individualized Quality Control Plan, is a voluntary, alternative option that clinical laboratories can use to customize
their QC plans according to test method, patient population, environment, and personnel competency.

For much of the laboratory community, however, “optional” is the last
word association they would make with “IQCP." What many see is an
entirely new guality control framework to grapple with every day. a
looming cutoff date when the old, reliable system will become extinct;
and potentially a major drain on their workday time and energy to cope
with unfamiliar concepts of risk assessment.

It's no wonder that, as CMS’ Jan. 1, 2016 implementation date nears,
some laboratory directors are considering an Ativan prescription. But as
a service to CAP-accredited labs—and with the aim of keeping panic at
bay—the CAP has marshaled an array of resources to ease
laboratories’ transition to IQCP. Already available are workbooks,
algorithms, templates, lists of frequently asked questions, and other
guidance from the CMS, the CAP, the Clinical and Laboratory Standards
Institute, and the American Society for Microbiology. Now, the CAP
Laboratory Accreditation Program has integrated IQCP requirements Every lab accredited by the CAP has the expertise to do
into the 2015 edition of the: All Common Checklist, which at CAP TODAy 2 sk assessment, r. Gerald Hoeltge says. “But now

] that rizsk azzessment wil have a structure and a table
press time was scheduled for release at the end of July. behind it

“For those who are writing individualized plans using IQCP, the
Laboratory Accreditation Program wants to provide support, and so we're offering nuts-and-bolts help,” says checklist
commissioner Gerald A Hoeltge, MD. “The All Common Checklist will have a brand-new section on IQCP that will
itemize all the pieces that must be in place, and you can go fo the College’s ‘Frequently Asked Questions' page for a
really clear preview of what you'll need to do.”

There's really nothing mandatory about IQCP, Dr. Hoeltge emphasizes. “Labs can continue to do the traditional two
controls each day of testing. But we're getting toward the end of the transition period, and more labs are going to be
thinking about IQCP and working toward it."

IQCP's downside is undeniable. Establishing an IQCP in a laboratory involves a significant amount of work
compared with what was required to implement the Equivalent Quality Control (EQC) program as developed by CLSI,
says Adrienne Malta, MT(ASCP), MBA, senior manager of inspection services for the College.

15
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READ * Policies and procedures for the implementation of an IQCP
*  Sampling of IQCP records with emphasis on tests with IQCPs implemented in the
i past two years for the following:

Risk assessment, including laboratory data and summary of findings
Manufaciurers product inseris and published data

Signed quality cantrol plan defining all aspects monitored

Ongoing guality assessment monitoring records for QC, instrument!

Make sure the
IQCP iS inspection ) gg;ﬁ;nﬁﬁ;tar;?;:t:nanm and function checks, complainis, errors, and

Reassessment of quality control plan at least annually

[« I+ s

re ady' If an IQCP iz in use, the laboratory is required fo complete the following forms provided by the
" CAP and provide a copy to the inspector:

*  List of Individualized Quality Control Plans by Instrument'Device/Test - identifies all
tests, instruments and devices using an IQCP
*  Individualized Quality Control Plan Summary - provides key information on
implementation and monitoring of the IQCP
Use the completed forms to identify an appropriate sampling of records fo review.

Sampling of IOCP records to include: 1) a mix of manual and automated tests using an IQCP
in the last two years; 2) a mix of tests using an IQCP where there are variations in the testing
environment, personnel, multiple testing devices, etc_; and 3) a mix of tests using an IQCP
that have had recurring problems with proficiency testing, quality control, instrument failure,
ermors, or physician complaints.

*  What sources of information are used to perform a risk assessment prior to IQCP
implementation?

*  What steps were taken to ensure that tests already in place with internal guality
control processes for daily QC (e.g. eqguivalent quality control) are in compliance with
the IQCP reguirements?

*  How is the ongoing assessment of the IGCP quality control plan performed?

*  How are physician complainis about the validity of test results for tests using an IQCP
handled?

*  What is the process to review errors for tests using an 1QCP?

* Have there been any adverse pafient evenis related to a test using an IGCP?

*  Review an IQCP and confirm that all elements of the guality control plan are being
maonitored

*  Review an IGCP that is shared by more than one testing location to verify that the risk
assessment included an evaluation of each site or location and that each location is
monitored as defined in the IQCP :

* Review IQCP risk assessment summary, supporting data and approved quality 16
control plan to confirm that the plan was approved by the laboratory director prior fo H
implementation

*  Review ongoing guality assessment data and ermorfincident logs to confirm that
effective cormective actions have been taken




Accreditation Agencies C GDL
IQCP Implementation Tools .

Follow CRI's Pathway to navigating

the new IQCP transition period.
5 Key milestones to transition from EQC to IQCP by end of 2015

Quality Control

Like the CLIA requirements, COLA laboratories must establish a QC program
for all tests performed in the lab.

COLA, like CLIA, now allows Individualized Quality Control Plans (IQCP)
See QC 31 and associated criteria.

A0 WisconsIN
& “http/www.criedu.org
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The Joint Commission

| 4 ﬁcJointCommission PrePUincation
- Issued June 23, 2015 + Requirements

The Joint C: ission has app the i isi for licati While revised requirements are
published in the semiannual updates to the print manuals (as well as in the online E-dition®), accredited organizations
and paid subscribers can also view them in the monthly periodical The Jaint Ct ission F ives®. To begin

your subscription, call 800-746-6578 or visit hitp://ww.jcrinc.com.

Joint Commisaion

New and Revised Standards for Individualized
' Quality Control Plans (IQCP)

Requirement

APPLICABLE TO LABORATORIES Standard-Q8A-02.04.04
Effective January 1, 2016 T vak -based-testing-with
ie-oe tasnal systems pror-to-tsing them for-fauling
B el
Quality System Assessment for Nonwalved Testing (QSA) . P
Standard QSA.02.01.01 At Whenthe ustes based-esting
The laboratory verifies tests, methods, and Instruments in order mwm
to establish quality control g B o
2 e el
Note: This standard also applies to instruments on loan when
the original instrument is under repair. A2 -DFereach y hy b e
Element of Performance for QSA.02.01.01 SN .
A 7. The laboratory’s quality control procedure for each il Srgepand iire-aralviieal
testing system or methodology includes the following: SRS : .ll,
+  The range of quality control values used B N
«  The frequency of quality control testing Nete— T y-be- the
- tothe s Packs e h
= The predicted reliability based on
«  The specialty and subspecialty requirements Az -Din one olthe
included in this chapter iat +guadty-contrale-by ng-exermal
Note: If the manufacturer's guality control guakiy-contrelcn-parsiielwith-the-electronic-orniemal
recommendations are absent or less stringent than the guality-centrele-for the-following=
nts in Standard 02.10.01, the . 30 eomeasivedayseiicsingfertast sysiemsthat
Isboratory develops an individualized quaiity confrol plan meniter the-entireanalytieal presess
. 2 4 oo Mt
QSA021001. o 2 S
e S e e
The otthe ’ tauality
quakty
contei S astumentad-
Nete: dove nakede e
4 4
Key: A indc: ;€ incicates ¢; © inaicates requres: {0 ndkcates Measure of Success is needed:
Ak nscates an wmmedizne Threat 1o Heath o Saety; £\ ndes appy; A\ aopry; [ indicates
an identiled risk area

Copyright 2015 The Joint Commission 1

WISCoremr

UNIVERSITY OF WISCONSIN-MADISON

PV The Joint Commission

Issued June 23, 2015

http://www.jointcommission.o
rg/assets/1/18/LAB_IQCP_2
016 _Prepub.pdf



The Joint Commission

AcceprTeD: Revisions Related to IQCP Option
for Clinical Laboratories

Effective January 1, 2016, The Joint Commission will
implement a new voluntary quality control (QC) option for
clinical laboratories. The Individualized Chuality Control
Plan (IQCP) will allow laboratories to customize (C policies
and procedures based on a risk assessment of their health care
serting; and it will be applicable to all specialties and subspe-
cialties except pathology.

This new option is a result of the Centers for Medicare
8 Medicaid Services' (CMS) January 2014 introduction of
IQCP, which will replace the existing Equivalent Cuality
Control (EQC) after the education-and-transition period ends
on December 31, 2015 (ser March 2014 Perspecives, pages
5 and &). In order for The Joint Commission to maintain
its deeming authority, its standards and elements of perfor-
mance (EPs) must meet or exceed CM5's Clinical Laboratory
Improvement Amendments of 1988 (CLIA "88) regulations.
Consequently, The Joint Commission has made the following

C: IQCP-Eligible Requirements, and kiboratories will be able
to filter and display only the IQCP-eligible requirements in
the E-dition®.

IQCP is an optional quality control for clinical labora-
tories, and it may not be accepted in some states. As EQC
will no longer be an acceptable option for QC compliance
baginning January 1, 2016, Joint Commission—accredited
laboratories will have the following (QC options:

+ Follow all Joint C ission quality control

as written.

Implement IQCP as described in Standard 05A.02.04.01.
EPs 1-8 and Appendix C: IQCP-Eligible Requirements.
Laboratories that choose to implement IQCP are still
required to follow all other non-1QCP-eligible Joint Com-
mission accreditation requirements.

With the removal of the streamlined (QC option for micro-
biology, laboratories are required to either comply with all

revisions to the “Quality System A for Nonwaived
Testing™ ((J5A) chapter of the Conmprehensive Accredisarion
Manual for Laborarory and Poin-af-Care Tesving (CAMLAB):
® Deletion of all EPs specific to EQC:
2 Standard (SA.02.04.01, EPs 1-8
= Standard (5A.02.05.01, EPs 1-3
& Addition of a new standard and eight FPs (Standard
()5A.02.04.01, EPs 1-8) that addresses the IQCP Interpre-
tive Guidelines. induding the following;
= Components of an IQCP
2 Elements t inchude in a risk assessment and quality
assessment
2 Development of a quality control plan
= Review of the IQCP or changes prior to implementation
by the laboratory director

As previously announced in Perspecrives (see “Revised
Laboratory Requirements: Immunohistochemistry and
Microbiology” on pages 7 and 8 of the July issue), The Joint
Commission also revised Standard Q5A.04.01.01, EP 2 10
reflect the January 9, 2015, revision to the CMS CLIA "85
Interpretive Guidelines that removed all references to the
Clinical and Laboratory Standards Institute (CLSI) and CLSI
documents. With the deletion of the reference to the CLSI
document on QC for Commerdial Microbial I i

Joint Commission QC req or implement 1QCP.

The following information about the IQCP model
includes selected content from the March 2014 Perspecrives.

The Individualized Quality Control
Plan (IQCP) will allow laboratories

to customize QC policies and proce-
dures based on a risk assessment of
their health care sefting, and it will be
applicable fo all specialties and sub-
specialties except pathology.

The 1QCP Model

The [QCP Interpretive Guidelines {available at hrepafiwww
.cms goviMedicare/ Provider-Enrollment-and-Certification/
SurveyCertificationGenlnfo/Downloads/ Survey-and-Cer-Let
ter-13-54 pdf) outline a risk assessment model for establishing
the quality control frequency that will replace EQC. IQCP
comprises the following three steps.

The risk asessment is the

Systems: Approved Guideline (M50-A), laboratories are now
required to either comply with all Joint Commission QC
requirements or implement [QCP.

There are additional requirements that are eligible for
IQCP located in the QSA chapter of the CAMIAR. A list of
all IQCT-eligible requirements will be included in Appendix

ion and of potential failures and sources
of ermors in a testing process. To meet the requirements of
IQCP, the risk assessment must cover all three phases of test-
ing (p Iytic, analytic, and post-analytic) and indude the
following five components:

1. Specimen

PV The Joint Commission

Topic Library Item

Revisions Related to IQCP Option for Clinical Laboratories

August 5, 2015
-
Download This File

Joint Commission Requirement.

August 5, 2015

Pages Joint Commission Perspectives®, August 2015, Volume 35, Issue 3
Copynight 2015 The Joint Commission

UNIVERSITY OF WISCONSIN-MADISON




IQCP Goal: Quality Testing Processes for
Quality Test Results. Sites need to...

|dentify possible sources of error (risk) in the entire testing process

Determine whether or not current practices and protocols are
eliminating these errors

Decide how to reduce all significant errors identified but not
eliminated with current practices

Develop a QCP plan by identifying practices/protocols to address
findings

Assess these practices/protocols for on-going effectiveness

FRER
I
"
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IQCP Development Process

(CLIA, CAP, TJC, COLA)

IQCP based on FACTS
medical, regulatory, device, test setting

.

Risk Assessment (RA) \

Quality Assessment | Quality Control Plan

(QA) ‘ (QCP)

IQCP

AL | Wiw.ChIs:g (‘WQe/Provider—EnrolIment—and—Certification/SurveyCertificationGenInfo/DownIoads/Survey—
# " and-Cert-Letter-13-54.pdf




Risk Assessment (RA)

An in-house activity conducted by in-house personnel:

* Review entire testing process to identify potential risks (failures/errors)

that impact test result quality. Must at least review:
— Specimen, testing personnel, environment, reagent, and test system

Pre-analytical Analytical Post-analytical

Think,
but don’t over think!!




Clues for Review: Inspector Probes
(8493.1256(d)): Specimen*

 Patient preparation

HaS Iab Identlfled » Specimen collection

» Specimen labeling

S 1[0 M=A [P L={o Big (=B - Specimen storage,

preservation, and stability
» Specimen transportation

pre-analytical

phase, as * Specimen processing
applicable, fOr: * ?erj)ee(c:;tlir(r)]r?n acceptability and

« Specimen referral

@5  *http://www.cms.gov/Medicare/Provider-Enrollment-and-
A\ QeRificatgn/BurveyCertificationGenlnfo/Downloads/Survey-and-Cert-Letter-13-54.pdf
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Clues for Review: Inspector Probes
(8493.1256(d)): Operator *

Has lab assessed e
risks associated » Competency

' : « Appropriate education
with teStmg and experience
personnel by qualifications
evaluating: » Adequate staffing

.gov/Medicare/Provider-Enrollment-and-
an’SurveyCertificationGenlnfo/Downloads/Survey-and-Cert-Letter-13-54.pdf 24




Clues for Review: Inspector Probes
(8493.1256(d)): Environment*

Has lab evaluated
environmental
conditions which
may affect test

system
performance
iIncluding, but not
limited to:

Oy N
et

 Temperature
 Airflow/ventilation

* Light intensity

* Noise and vibration

e Humidity

 Altitude

e Dust

« Water

« Utilities (electrical failure

or supply variance/surge)

« Adequate space

,!on‘ *http://www.cms.gov/Medicare/Provider-Enroliment-and-
«'W@@@N@]\NurveyCertificationGenInfo/ Downloads/Survey-and-Cert-Letter-13-54.pdf
, IVERSITY OF WISCONSIN-MADISON
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Clues for Review: Inspector Probes
(8493.1256(d)): Reagent*

Factors to
consider for » Shipping/Receiving
reagents,

« Storage condition
requirements

QC materials, . Expiration date (may
: differ based on storage
calibrators, etc., requirements)
may Iinclude, but * Preparation
are not limited to:

FRES

S f."‘
/!W\
=YY 3

v%ﬁ@ms.gov/Medicare/Provider-EnroIIment-and-
/) oGertification/SurveyCertificationGenlinfo/Downloads/Survey-and-Cert-Letter-13-54. pdf 20



Clues for Review: Inspector Probes
(8493.1256(d)): Test System*

Inadequate sampling
Clot detection capabilities
Interfering substances detection

Factors to Mechanical/electronic failure
Consider for * Optics, pipettes or pipettors,

barcode readers

analyte and {est » Failure of system controls and

function checks

: SyStem, may * Built-in procedural and electronic
include, but are  [CRCHER
not limited to: controllers

o Software/Hardware
* Transmission of data to LIA
» Result reporting

@&,  *http://www.cms.gov/Medicare/Provider-Enrollment-and-
AlE \\/Certifisatign/JurveyCertificationGenlnfo/Downloads/Survey-and-Cert-Letter-13-54. pdf
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IQCPs will be inspected; they are regulatory.
Be ready...

Document (as you go) the collected facts, data
[charts, graphs, tables], staff, processes, memos,

Instrument proof sheets, reported studies, etc.
W/ WISCONSIN
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Remember, often...

A “picture’
IS worth a

1000
words!

WWISCONSIN

UNIVERSITY OF WISCONSIN-MADISON
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Throughout the Development Process

e Lists, Tables

* Process Flow/
Contingency
diagrams

* Fishbone diagrams

« Potential Problem
Analysis (PPA)

* Process decision {
program charts

 Word/Excel
documents

NS
= =N
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% B
> .
- RSITY OF WISCONSIN-MADISON
b
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Fish Bone Diagram to Identify
Potential Errors/Risks

Samples Operators Test Environment

Errors Impacting Ny Quality Test
Quality Results

Reagents Test System

O wisconsin
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Pre-analytical Analytical Post-analytical

Risk Assessment (RA)
1.1dentify risks

Example of common risks in the testing process

1 2 4
Samples Laboratory Environment

i \
Sample Integrity —M.‘ . Atmospheric Environment In-
- Lipemia \ Operator Capacity ————#, - Dust '\
- Hemalysis \ \ - Temperature \
- Inferfening subtances, - Training Y - Humidity \\
- Clofted \ - Competency \ \
- Incorrect lube \ \ o \
Sample Presentation — —I\"'ﬂ Operator staffing - —}R‘ Chillty E“?E?emglt 'i\\
- Bubbles \-_'\ - Short staffing "'-\ - Water quality \
- Inadequate volume \ . Correct staffing iy - Pressure \
Identify Potential Hazards ! 4 . 4 “—»lIncorrect Test Result
!
Reagent Degradation i_«"f / .
- Shicoin / F.f'd Instrument Failure
) Sin?; " eg / / - Software failure
. Used'pas1 expiration {,.v’ii Calibrator Degradation .-'; ) gl?etrljrsq.:l::'gtlrﬁla bily
. - Preparation / - Shipping /
Quality Control Material Degradation - " - Slorage — Inadequate Instrument Maintenance
- Sh|pp|r|g .-"I - Use pa EIIEXDIIEtiDH ,."III
- Slorage _,.f - Preparation | - Dirty oplics.
- Used past expiration / / . gontargmatlon
- Preparation : - Scrafches
3 5
Reagents Measuring
System

uviER23AvWorkbook:www.clsi.org
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IQCP Goal: Quality Test Results
Eliminate All Significant Risks

Samples Operators Test Environment

NN

Errors Impacting Quality Test

>
Quality / Results
/ R] S/

Reagents Test System

B wisconsn
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CDC/CMS Example: Worksheet to
Document RA Process/Findings

Laboratory Name Test System Name

What are our possible sources of error? Can our identified

How can we reduce the identified
sources of error be

? ?
What can go wrong? Seikrcaty sources of error?
Risk Assessment Indicate how to reduce possible error
Components Gather information, from the sources.
. Yes/No
manufacturer’s instructions and other Not Applicable (N/A) « Internal controls
resources, on how we should be PP « Actions taken by laboratory
performing the testing process. « Safeguards in the test system or

laboratory practices

SPECIMEN




Example: Worksheet to Document RA

Process/findings

Risk Assessment Potential Potential Cause | Mitigated/ | Changes needed to
Component failure/error Detected? | detect/eliminate
Yes/no unmitigated failure
For yes,
How?
Specimen
Test System
Operator

Environment

35



Are ldentified Errors/Risks Eliminated?

Preanalytical > Analytical > Postanalytice}

Review your instrument/manufacturer’s
Information

— Requires in-depth analysis of requirements
and features

Review site’s SOPs for adequacy and
adherence

Determine if training and competency
assessment are adequate

Document your actions as you go!
W WISCONSIN




Review Performance Data
Collected on the Device

* In-house collected method performance data
« Performance specification verification
v' Accuracy
v Precision
v' Reportable range

o QC
* Proficiency testing
« EQC evaluation data

« Published studies/information
« Quality assessment information
* QA Monitor data
« Complaints
« Corrective actions

W WISCONSIN
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Device'’s Features are Important
Some Considerations

« QOperator ID lockout?
« System controls?
* Function checks?

 Reagent controls?

v" Reagent dating check

v' Built-in internal, procedural, and/or electronic controls

v' External or internal liquid QC (frequency — discrete or continuous)
Error detection and elimination?

v’ Systematic and/or transient error detection

v' Corrective actions initiated automatically based upon error

v' Confirmation of error mitigation prior to sample testing

@ + Documentation/report generation?
§ leSCONSlN -




Review Device’s Features for

Post-analytical Risks
Some Considerations

« Positive Patient Identification?
 Interface mitigation features?
« Sample result range alerts?

« Patient History?

e Post-analytical reports?
v' Sample handling — monitor competency
v Turn-around time
v Exception — monitor sample integrity
v Notification — monitor doctor receipt

39



What about “Leftover” (unmitigated)
ldentified Risks?

e B .
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.
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o “Turkey again, soon November will be
'@‘W@QQN?!P here...how big was that flaming bird?”
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“Leftover,” Residual, Identified Risks?

Pre-analytical Analytical Post-analytical

For those identified in the RA, but NOT
detected or eliminated with current practices
and testing device features—

determine which are significant

/!/{m‘ b u t h O W ?

\ y
Y o
%2
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ldentification of significant risks?

Bottom line
It Is a jJudgment!

You decide how to judge!

W WISCONSIN



One Example: RM table to judge
significance of leftover identified risks*

* For each leftover (residual) risk, determine the
Impact of an incorrect, delayed or no result due
to the risk
— Assess the probability of harm for each

* Frequent to improbable
— Assess the severity of harm
* Negligible to catastrophic

 Significance depends on the combination of the
probability of harm and severity

WI§6@%$!LI\£OO7 Medical devices- Application of risk management to
medical devices www iSO ord

43



Risk Management Table
to Judge Significance*

Severity of Harm

- Frequent Not OK Not OK Not OK Not OK Not OK
= Probable OK Not OK Not OK Not OK Not OK
'c% Occasional OK OK OK Not OK Not OK
g Remote OK OK OK OK Not OK
Q- Inconceivable OK OK OK OK OK

Negligible = inconvenience or temporary discomfort
Minor = temporary injury or impairment not requiring
professional medical intervention
Serious = injury or impairment requiring professional
medical intervention
Critical = permanent impairment or life-threatening injury
Catastrophic = results in patient death

Frequent = once/week

Probable = once/month

Occasional = oncelyear

Remote = once every few years
Inconceivable = once in the life of the
measuring system

0 WisconsIN

ERERITHSO 12497112007 Medical devices- Application of risk management to medical devices. www.iso.org



Pre-analytical Analytical Post-analytical

Risk Assessment (RA)
3. Determine residual risk

Modify practices to accommodate
elimination/detection of significant risks

{For those risks identified as significant: J

« Decide how to detect/eliminate the residual failure/error
« Modify and/or add additional policies and practices
« Modify training and competency assessment activities to

accommodate changes

« Make sure that modifications/changes are documented in
the IQCP

B wisconsin
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Collect FACTS

medical, regulatory, device, test setting

4

Risk Assessment (RA)

Quality Assessment

(QA)

a

IQCP

e/Provider-Enrollment-and-

\ 7 Certification/SurveyGertificationGenlnfo/Downloads/Survey-and-Cert-Letter-13-54.pdf

Quality Control Plan
(QCP)

46



CMS §493.1256d: QCP

- Documented strategy that is device and site
specific for (analytical) quality test results

— Practices, resources and procedures to control
quality
o Ensures accuracy/reliability and appropriate quality
for patient care
o Provides for immediate error detection due to:

— Test system failure, adverse environment
conditions, operator performance

o Monitors performance accuracy and precision
Influenced by changes In test system, environment,
and operators

o)
,'Wl\@@@M@% care/Provider-Enroliment-and-Certification/SurveyCertificationGenlnfo/Downloads/Survey-
A ‘ usiverand-Gertskettersk3+-54. pdf 47




CMS says the QCP...

Must at least include the number, type, frequency of testing and
criteria for acceptable result(s) of the quality control(s).

Note: ...labs are not permitted to establish QC procedures
that are less stringent than those specified by the
manufacturer...

If indicated by...the evaluation of the RA, the QCP may also include:

« Electronic controls

* Procedural controls

» Training and competency assessment
* Equipment maintenance, calibrations
« Other specified quality control activities

{ l:hl)n Letter 13-54, August 16, 2013: http://www.cms.gov/Regulations-andGuidance/Legislation/CLIA/
"ndividualizeéd Quiality‘Control_Plan_IQCP.html



http://www.cms.gov/Regulations-andGuidance/Legislation/CLIA
http://www.cms.gov/Regulations-andGuidance/Legislation/CLIA
http://www.cms.gov/Regulations-andGuidance/Legislation/CLIA

Quality Control Plan
(QCP)

CMS Inspector Probes: QCP

* Does the lab have a .
written QCP for each
test system, as
applicable?

« Does the QCP specify:

— Number and type of
controls? .

— Frequency of testing?

— Ciriteria for acceptable
results?

Does the QCP require the
lab to perform QC as
specified by manufacturer
Instructions?

— Remember, labs can always
do more, but never less

Is there documented
evidence of lab director
approval of the QCP before
It was put into use”?

A
3 Wl?@wgliﬂpdicaremrovider—EnroIIment-and-
'~ owneCertification/SurveyCertificationGenlinfo/Downloads/Survey-and-Cert-Letter-13-54. pdf 49



Example

CMS QCP

http://www.cms.gov/Regul

ations-and-

Guidance/Legislation/CLIA
/Downloads/IQCP-

Workbook.pdf

Laboratory

Director’s Approval
nature) is

1

Type of Quality Control

Temperature Checks
Room

Refrigerator

Freezer A

2
Frequency

Record room temperature
daily, in the morning and
afternoon. Record refrigerator
and freezer each day of
patient testing.

3
Criteria for Acceptability
(Range of Acceptable Values)

20°C - 25°C (Room)

2°C - 8°C (Refrigerator)
-10°C - -20°C (Freezer)

Recorded on temperature log sheets

Verify specimen collection tubes for
acceptability upon receipt in the laboratory.

With each specimen

Refer to Specimen Rejection Policy and record
all improperly collected tubes on specimen
rejection log sheet.

Verify specimen collection time and time
received by the laboratory.

With each specimen

If the time lapse for specimen collection and
receipt is greater than 60 minutes, aliquot and
store according to manufacturer’s instructions
(2°C — 8°C for 48 hrs or freeze at-10°Cupto 5
weeks).

Internal Quality Control

Performed with each reagent
disc.

Must be documented as acceptable on quality
control log sheet prior to reporting results.

External Quality Control
Normal value
Abnormal value

Assay normal and abnormal
quality control every 30 days
or the first day of patient
testing each month.

In addition to the above,
external quality control will be
ran when:

+ laboratory conditions
have changed
significantly

- training or retraining of
personnel is indicated

- test results do not match
patient symptoms or
clinical findings

Acceptable range printed in the
manufacturer’s package insert.

Results must be recorded on quality control
log sheet prior to reporting results.

Reagent Disc Storage

Training

With each reagent disc

With each new testing
personnel and when
indicated.

Document date and time on reagent discs
when removed from refrigerator. Do not use
reagent discs that are at room temperature
beyond 48 hours.

Successful demonstration of test
performance.
Document training activities.

Competency Assessment

Six months and one year
after initial training, annually
thereafter.

All testing personnel must successfully
meet all six CLIA elements for competency
assessment.

Laboratory Director’s Signature

Date

50



CAP Requirements for the QCP
Quality Control Plan Elements — COM.50500

COM.50500 AQuality Control Plan Elements Phase ll

The individualized quality control plan must define all aspects monitored
based on the potential errors identified during the risk assessment,
including the following parameters as applicable:

- The number, type (external and internal quality control systems), and
frequency of quality control

 Criteriafor acceptable performance

* Monitoring of the testing environment and reagents

- Specimen quality

« Instrument calibration, maintenance, and function checks

» Training and competency of testing personnel

« Provisions for multiple identical devices and variation for uses
covered under one IQCP

WWW.cap.org

‘,"' ARy
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CAP — Example QCP Plan

|

Laboratory Name: Northfield Laboratory

CAP#:11111-11

Type of Control

Frequency

Criteria for Acceptability

Internal QC every time a testis
performed

Each time of use

Within manufacturer’s limits
using automated lockout

Two level of external quality

Each new lot and shipment of

Within defined QC limits

controls from the reagents
manufacturer Every 31 days
Monthly supervisory review
Monitoring of reagent storage | Daily Within 2-8°C

areas

Monthly supervisory review

Record and monitor open
expiration dates

Each day of use

In date reagents used

Staff training and
competency on specimen
collecting and testing process

Initial training, é-month
competency for new
personnel, ongoing annual
competency

Complete training checklist
and procedure review.

Pass competency assessment
with minimum score of 90%.

Monitoring of room
temperature

Within 20-24°C

EIC...

Laboratory Director: _Jear Swith, MY

Date: 6/5/2015

UNIVERSITY OF WISCONSIN-MADISON

Al WISCONSIN  cAP I1QCP Webinar, August 19, 2015




Collect FACTS

medical, regulatory, device, test setting

Risk Assessment (RA)

(QA)

Quality Assessment

'/“:‘,. T,

B

= 2

= 2

X3 ey

e w4

N/  UNIVERSITY OF WISCONSIN-MADISON

N
IQCP

www.cms.gov/Medicare/Provider-Enrollment-and-

a

N\

Quality Control Plan

(QCP)

Certification/SurveyCertificationGenlInfo/Downloads/Survey-and-Cert-Letter-13-54.pdf
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Quality Assessment: Is the
QCP/IQCP effective?

/ \

QUALITY CONTROL
PLAN

How do we prevent
or detect?

QUALITY
ASSESSMENT

Is it working?

—

http://www.cms.gov/Regulations-and-
Guidance/Legislation/CLIA/Downloads/I
QCP-Workbook.pdf

FRIES
2 =i
Zl )
#. Y
. &
RSITY OF WISCONSIN-MADISON

Wy UN
3

QA iIs nothing new

—

Plan Do
COI l
Act Check

Plan-Do-Check-Act
for Continuous Quality
Improvement (CQI)

* Implement the PLAN

 Monitor, verify and
Improve the PLAN, when
needed

54
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CMS (CLIA): Does your QA?

Outline the QA practices for your laboratory?

Monitor continuously for effectiveness?

Revise policies and procedures necessary to prevent recurrence of problems?
Discuss QA reviews with appropriate staff?

Document all QA activities?

http://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/Downloads/IQCP-
Workbook.pdf

. \
0
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"\ - UNIVERSITY OF WISCONSIN-MADISON
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\'\ y " vviGertification/SurveyCertificationGenlinfo/Downloads/Survey-and-Cert-Letter-13-54. pdf

Quality Assessment

(QA)

CMS suggests useful documents for Quality Assessment

* QC review and PT performance
« Patient results review
« Specimen rejection logs
 Failure investigations
— Corrective actions, reagent storage records, etc.
« Turnaround time reports
« Complaint logs
« Competency assessment records

re/Provider-Enrollment-and- 56



Additional “Information” for QA

Problems?

Variance Forms,
Quality Indicators,

Corrected-Amended
Reports
(accept/reject
feature, flags),

Corrective action QA leads to solutions
reports (trend clots,

Interfering
substances),

Clinician feedback

B wisconsn . ;.



Workbook.pdf

OPTIONAL QA WORKSHEET

Take your identified sources of error from the “Record Your Quality Assessment Questions/Findings”
section, and follow the steps taken by Kim to complete your laboratory’s QCP worksheet below.

Laboratory Name Test System Name

ASSESSMENT OF QA
QA ACTIVITY ACTIVITY

(TO MONITOR) FREQUENCY (Was there varlation from  CCRRECTIVE ACTION (WHEN

established policy and INDICATED)
procedures?)

W&%M.%.gov/ReguIations-and-Guidance/LegisIation/CLIA/DownIoads/IQCP-

58



CMS (CLIA) QA Example

Review all temperature logs monthly for room, refrigerator, and freezer to ensure temperatures
were monitored according to the QCP, and appropriate corrective action(s) were taken for any
temperatures that were out of range.

2. Review Specimen Receipt Log weekly for any unacceptable conditions, i.e. rejected samples, to
ensure appropriate action(s) were taken. If the number of unacceptable specimens or occurrences
exceeds a threshold established by the laboratory, conduct training, or another activity and
monitor the effectiveness of the corrective action.

3. Review manufacturer’s instructions with each new lot/shipment of reagent discs or software
change. Ensure changes are incorporated into the standard operating procedures as well as
monitor any quality control problems found regarding lot-to-lot variability.

4, Review Internal QC Logs monthly to ensure appropriate corrective action(s) were taken for any
unacceptable values.

5. Update policy and procedures to outline steps for verbal reporting of patient test results.

6. Update policy and procedures for competency assessment and review personnel records/
documentations to ensure competency assessments meet the CLIA required elements.

7. Review scheduled maintenance records/documentation for completeness for the test system(s)
per laboratory policies and procedures.

Laboratory Director Signature Dr. Mantin

Date mun [dd [yyyy

Whﬁb’M(\M)\?Eﬁﬂs gov/Regulations-and-Guidance/Legislation/CLIA/Downloads/IQCP-
Workbook.pdf




Finally, Putting "Everything” Together

Collect FACTS

medical, regulatory, device, test setting

4

Risk Assessment (RA)

(QA)

N\

Quality Assessment |

IQCP

Quality Control Plan

(QCP)

4am

?t i W%@J\%'Mmre/moviderfnrolIment—and—Certification/SurveyCertificationGenInfo/DownIoads/Survey—and—Cert—Letter—lS—
< bapdf

60



Put the IQCP (Information) Together

Keep it simple

ARE You
OVERCOMPLICATING
THE SYSTEM
AGAIN 2

Impress the inspector

« Show all the good work that was
done

« ltis essential for inspector “buy-

”

IN

NO official format

 Document as appropriate for the
situation

* No “wrong” way if individualized,;

e — RA covers all 5 areas; has
| supporting documentation; and
'WISCONSIN signed by Medical Director «



Important Points
Keep these points in mind when
developing an IQCP:

CDC/CMS laboratory and is customized for

your laboratory’s specific testing

WorkbOOk considerations.

v" The risk assessment must include
the entire testing process and
address all five components:
specimen, test system, reagents,
environment and testing

personnel. S QUALITY CONTROL
: PLAN

ASSESSMENT

v" The IQCP is unique to your l

http://www.cms.g
ov/Regulations-
and- v" The risk assessment should

Guidance/Legisla be updated to include all risk

identified in your QA, as some risk

How do we prevent
or detect?

s it working?

tion/CLIA/Downlo originally identified may no longer ;
ads/IQCP- apply.
Workbook. pdf v" The QCP should include the number, type and frequency of testing control materials.

v The IQCP should include all activities performed to reduce your risk of failures and errors.

v" The entire testing process continually evolves and the IQCP will need to be reviewed
periodically to identify new sources of errors or failures.

E\WISCONSIN ¥ The QCP must be reviewed, approved, and signed by the Laboratory Director.

4
/4 UNIVERSITY OF WISCONSIN-MADISON




CDC/CMS Workbook Implies??

You HAVE COMPLETED A Risk ASSESSMENT,
CREATED A QuALITY CoNTROL PLAN
AND PERFORMED A QUALITY ASSESSMENT
FOR THE TEST SYSTEM BEING EVALUATED FOR AN IQCP!!

e~ == oo

FANTE
=i
H
By
> .
N RSITY OF WISCONSIN-MADISON
37

UNIVE

Clearly organize facts, RA
processes, findings, QCP
and QA
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Putting the IQCP together

Keep it “short” — 1 — 2 pages: (think executive summary)

 Start with specifics - testing device/analytes, site’s name/address,
effective date, CLIA number, director, other relevant information

« Summarize RA process - steps, staff, information collected, etc.

« Summarize changes in practice(s) for all 3 phases of testing

* |dentify location of supporting documentation/data, SOPSs, etc.

* Include QCP — must specify the CMS mandates for analytical QC

 Include QA approach - monitors, frequency, follow-up, inclusion
into lab’s QA plan

Show director’s approval of the process and plan

Keep like all other documents (2 years after QCP Is
discontinued)

% v Y WQQM_M/Provider-EnroIIment-and-Certification/SurveyCertificationGenInfo/DownIoads/Survey-and-Cert—Letter-13-54.pdf 64




CAP —IQCP Test List

COM.50200 IQCP Test List Phase ll

The laboratory has identified all tests using an IQCP and
completed the CAP’'s forms for laboratories using an
individualized quality control plan.

* Required forms:

— List of Individualized Quality Control Plans
— Individualized Quality Control Plan Summary

« Forms may be downloaded from the CAP website
(http://www.cap.org) through e-LAB Solutions Suite under CAP
Accreditation Resources, Accreditation Forms and Instructions

CAP IQCP Webinar, August 19, 2015




List of Individualized Quality Control Plans

Complete the fields below for each IQCP in use and present to the inspector during the on-site
inspection. Fill out a separate Individualized Quality Control Plan Summary form for each IQCP listed.

Laboratory CAP
Name: Northfield Laboratory Mismber: 111111
2) Instrument/Device 3) Tests

1) Laboratory
Section/Department

Include name,
manufacturer, and model

List all tests included
under the IQCP

Point-of-Care Testing - Surgery

Brand A Coagulation Analyzer

ACT

Point of Care Testing — ER, CCU,
ICU

Brand B Critical Care Analyzer

pH, PCO2, PO2, sodium, chloride,
potassium, creatinine, BUN,
glucose, lactate

Point of Care Testing Section - ER

Brand C Cardiac Analyzer

Troponin, CK-MB, myoglobin

Microbiology

Brand D Rapid Strep Test Kit

Respiratory Therapy

Brand E Blood Gas Ana

Strep A antigen

COLLEGE of AMERICAN
PATHOLOGISTS

Individualized Quality Control

Plan Summary

Complete a separate form for each IQCP in use and present to the inspector during the on-site inspection.

CAP IQCP Webinar, August 19, 2015

L W f‘

WISCONSIN

UNIVERSITY OF WISCONSIN-MADISON

Laboratory | Northfield Laboratory Laboratory Point-of-Care Testing - ER CAP
Name: Section/Department: Number:
1) Instrument/Device 2) Tests 3) Number | 4) List of Test Sites” Date of Date Date
Include name, List all tests included of Devices | If used in more than one Director Implemented Retired
manufacturer, and mode| under the IQCP In Use area Approval P
Brand C Cardiac Analyzer Troponin, CK-MB, 1 nia B/1/2015 8/1/2015 nfa
Myoglobin
5) Process Used to Monitor Risk
List control processes put in place based on risk assessment — define the monitor and frequency evaluated.
Reagents Environment Specimen Test System Testing Personnel Other
Two levels of external | Daily room Written specimen Internal controls each | Staff training and
QC with new lots and | temperature monitoring | collection procedures | time a test is competency on
shipments intesting area with defined 7 performed specimen collection
acceptability criteria and testing process
Record and monitor Instrument maintained | Testing performed at Two levels of external | Assigned user ID
open expiration dates | ondesignated bench |the point-of-care with | QC every 30 days codes with lock out for
(14 days) top away fromthe sink |immediate testing after unauthorized users
the specimen is
collected
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.| Save as Adobe PDF

[ Open

[ Close

Recent

Whatever Approach Used: Make sure...
IQCP is controlled,
Ready for inspection,
Includes the “right” stuff -- RA, QCP and QA, signatures, etc.
And others understand and know where it is!
AW WISCONSIN
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IQCP Matters!



CMS Survey & Certification Letter 13-54, August 16, 2013: Individualized Quality Control Plan (IQCP):
A New Quality Control (QC) Option. http://www.cms.gov/Medicare/Provider-Enroliment-and-
Certification/SurveyCertificationGeninfo/Downloads/Survey-and-Cert-Letter-13-54.pdf

http://www.cms.gov/Regulations-andGuidance/Legislation/CLIA/Downloads/IQCPbenefits. pdf
http://www.criedu.org/igcp-2
http://www.jointcommission.org/assets/1/18/LAB_IQCP_2016_Prepub.pdf
http://www.jointcommission.org/assets/1/23/Lab_Focus_Two_2015.pdf

http://www.cap.org/ShowProperty?nodePath=/UCMCon/Contribution%20Folders/WebContent/pdf/151
89-risk-management-guideline.pdf

http://www.jointcommission.org/assets/1/6/PSC_for_Web.pdf
ISO 14971:2007 Medical devices- Application of risk management to medical devices. www.iso.org

http://www.cms.gov/Regulations-and-
Guidance/Legislation/CLIA/Individualized_Quality _Control_Plan_IQCP.html

Email IQCP@cms.hhs.gov for questions relating to IQCPs
http://www.cap.org/apps/docs/advocacy/comments/comments_cms_quality strategy.pdf

International Organization for Standardization. ISO 14971:2007 Medical devices—application of risk
management to medical devices. www.iso.org

Clinical Laboratory Standards Institute. Laboratory Quality Control Based on Risk Management;
Approved Guideline. CLSI Document EP23-A. Wayne, PA; 2011

CLSI FAQ Sources of Failure Template (Question #12) http://clsi.org/edu/workshops/ep23qa/
http://www.jointcommission.org/patient_safety systems_chapter_for_the hospital _program/

http://www.cap.org/web/home/lab/eAlerts/eAlert?contentlD=11076452& afrLoop=618964995331847#
%40%3F_afrLoop%3D618964995331847%26contentiD%3D11076452%26 _adf.ctrl-
state%3D3vhtqnud7_47

http://WWW.cms.gov/Regulations-and-Guidance/Legislation/CLIA/Downloads/IQCP-Workbook.pdf

JWISCONSIN

IVERSITY

OF WISCONSIN-MADISON
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http://www.cms.gov/Regulations-and-Guidance/Legislation/CLIA/Downloads/IQCP-announcement-letter-for-CLIA-CoC-and-PPM-labs.pdf

Thank you
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