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Agenda 

•  About	  CLSI	  
	  
•  Risk	  management’s	  fit	  within	  a	  quality	  
management	  system	  (QMS)	  framework	  

	  
•  Risk	  management	  and	  CLSI	  document	  EP23TM	  

	  
•  CMS	  requirements	  and	  the	  use	  of	  EP23	  concepts	  
to	  create	  individualized	  quality	  control	  plans	  
(IQCP’s)	  
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CLSI 

We	  develop	  clinical	  and	  laboratory	  best	  
prac2ces	  and	  promote	  their	  use	  

worldwide.	  
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CLSI Tripartite Constituencies 

Professions Industry 

Government 
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Risk	  management’s	  fit	  within	  a	  quality	  
management	  system	  framework	  
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Risk Management 

•  Risk	  management	  is	  a	  formal	  term	  for	  what	  
clinical	  laboratories	  are	  already	  doing	  every	  
day.	  

	  
•  Risk	  management	  is	  not	  a	  new	  concept;	  
laboratories:	  
– Evaluate	  performance	  of	  new	  devices.	  
– Troubleshoot	  instrument	  problems.	  
– Respond	  to	  physician	  complaints.	  
– EsNmate	  harm	  to	  a	  paNent	  from	  incorrect	  results.	  
– Take	  acNons	  to	  prevent	  errors.	  
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Sources of Laboratory Error 

•  Environmental	  
–	  Temperature,	  humidity,	  lighNng	  
	  

•  Operator	  
–	  Improper	  specimen	  preparaNon,	  handling,	  test	  system	  operaNons	  
	  

•  Specimen	  
–	  Clots,	  incorrect	  tube	  addiNve,	  speed	  of	  delivery	  
	  

•  Reagents	  
–	  Shipping,	  storage,	  expiraNon	  date	  
	  

•  Measuring	  system	  
–	  OpNcs,	  contaminaNon,	  mechanical	  failure	  
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The Purpose of a  
Quality Management System 

The	  fundamental	  purpose	  of	  a	  quality	  	  
management	  system	  (QMS)	  is	  to	  reduce	  	  
errors	  in	  the	  delivery	  of	  health	  care.	  
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QMS Framework: the CLSI Model 
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The Quality Hierarchy 

Stage	   Ac2vi2es	  Performed	  

Total	  Quality	  
Management	  

Management	  approach	  centered	  on	  sustained	  high	  
quality	  by	  focusing	  on	  long-‐term	  success	  through	  
customer	  saNsfacNon	  

Quality	  Cost	  
Management	  

Measurement	  system	  for	  the	  economic	  aspects	  of	  the	  
“cost	  of	  quality”	  

Quality	  Management	  
System	  

SystemaNc,	  process-‐oriented	  approach	  to	  meeNng	  
quality	  objecNves	  

Quality	  Assurance	   Planned	  systemaNc	  acNviNes	  to	  provide	  confidence	  
that	  an	  organizaNon	  fulfills	  requirements	  for	  quality	  

Quality	  Control	   OrganizaNonal	  process	  control	  techniques	  to	  fulfill	  
quality	  requirements	  for	  regulatory	  compliance	  and	  
accreditaNon	  
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CLSI Guideline EP23 

	  
•  Laboratory	  Quality	  Control	  Based	  on	  Risk	  
Management;	  Approved	  Guideline	  EP23-‐A™	  

	  
•  A	  quick	  history….	  
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EP23 Statistics 

•  CLSI	  has	  held	  seven	  workshops	  with	  CMS	  on	  EP23	  concepts.	  
─  Over	  160	  individuals	  have	  a]ended.	  
─  All	  have	  had	  hands-‐on	  experience	  in	  the	  development	  of	  an	  IQCP.	  
─  The	  use	  of	  the	  EP23	  Workbook	  and	  the	  EP23	  Worksheet	  have	  
proven	  helpful.	  
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EP23 and Development of an IQCP 

CLSI	  document	  EP23	  provides	  guidance	  on	  
developing	  an	  appropriate	  IQCP	  that	  will:	  	  	  

–	  Save	  Nme	  and	  money.	  

–	  Use	  electronic	  and/or	  integrated	  QC	  features.	  

–	  Use	  other	  sources	  of	  QC	  informaNon.	  
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Developing a Quality Control Plan 
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MEASURING SYSTEM INFORMATION 

Medical  
Requirements for 
the Test Results 

Regulatory and 
Accreditation 
Requirements 

Test System Information 
- Provided by the Manufacturer 
- Obtained by the Laboratory 

Information About 
Testing Site 

PROCESS 
Risk Assessment 

OUTPUT 
Quality Control Plan 

PROCESS 
Post implementation Monitoring 



The Risk Assessment 

CMS	  lists	  these	  possible	  sources	  for	  informaNon	  for	  
conducNng	  a	  risk	  assessment:	  
	  
•  Manufacturer’s	  package	  insert	  
•  Manufacturer’s	  operator	  manual	  	  
•  TroubleshooNng	  guide	  	  
•  Manufacturers’	  alerts	  and	  bulleNns	  	  
•  VerificaNon	  or	  establishment	  of	  performance	  specificaNons	  	  
•  TesNng	  personnel	  qualificaNons,	  training,	  and	  competency	  records	  
•  QC	  data	  	  
•  Proficiency	  tesNng	  (PT)	  data	  	  
•  QA	  informaNon,	  including	  correcNve	  acNon	  	  
•  ScienNfic	  publicaNons	  	  
•  Other	  informaNon	  as	  appropriate	  	  
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Compile Information 
 

A	  fishbone	  diagram	  is	  one	  example	  

	  

Incorrect Test Result

1 
Samples

2 
Operator

3 
Reagents

5
Measuring 

System

4
Laboratory Environment

Sample Integrity

Sample Presentation

- Lipemia
- Hemolysis
- Interfering subtances
- Clotting
- Incorrect tube

- Bubbles
- Inadequate volume

Operator Capacity

Operator staffing

Atmospheric Environment

Utility Environment

- Training
- Competency

- Short staffing
- Correct staffing

- Dust
- Temperature
- Humidity

- Electrical
- Water quality
- Pressure

Reagent Degradation
- Shipping
- Storage
- Used past expiration
- Preparation

Quality Control Material Degradation
- Shipping
- Storage
- Used past expiration
- Preparation

Calibrator Degradation
- Shipping
- Storage
- Used past expiration
- Preparation

 Instrument Failure

Inadequate Instrument Maintenance

- Software failure
- Optics drift
- Electronic instability

- Dirty optics
- Contamination
- Scratches

Identify Potential Hazards
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Compile Information 
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	  	  	  	  	  	  	  A	  process	  map	  is	  another	  example	  



Risk Assessment Worksheet 

18 



Developing a Quality Control Plan 
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MEASURING SYSTEM INFORMATION 

Medical  
Requirements for 
the Test Results 

Regulatory and 
Accreditation 
Requirements 

Test System Information 
- Provided by the Manufacturer 
- Obtained by the Laboratory 

Information About 
Testing Site 

PROCESS 
Risk Assessment 

OUTPUT 
Quality Control Plan 

PROCESS 
Post implementation Monitoring 



Quality Control Plan 

•  A written document that describes the practices, 
resources, and procedures to control the quality of a 
particular test process 

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

•  May include: 
—  Electronic controls 
—  Procedural controls 
—  Training and competence assessment 
—  Other specified QC activities 
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Quality Control Plan Monitoring 

Monitoring should include, but is not limited to, the 
following components:  
 
•  Testing personnel 
•  Environment 
•  Specimens 
•  Reagents 
•  Test system 
 
Reevaluation of the IQCP should be considered when 
changes occur in any of the above components.  
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Quality Control Plan Monitoring 

Documents may include: 
 
•  QC review  
•  PT (scores, testing failures, trends)  
•  Patient results review  
•  Specimen rejection logs  
•  Turnaround time reports  
•  Records of preventive measures, corrective actions, and 

follow-up  
•  Personnel competency records  
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CMS’ Requirements 

•  On August 16, 2013, CMS CLIA released IQCP 
interpretive guidelines to laboratories. 

•  The memo describes and explains CMS’ expectations  of 
an IQCP. 

•  A go-live date is January 1, 2014 with a two-year 
transition and education period. 

•  After two years, the lab must either implement IQCP, 
or revert to two levels of liquid QC each day of use. 

•  The “equivalent quality control” (EQC) option goes 
away and IQCP is the official alternative QC method. 
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CMS’ Requirements 

Is	  IQCP	  intended	  to	  reduce	  the	  amount	  of	  quality	  
control	  in	  laboratories?	  	  
	  
•  It	  depends.	  
	  

IQCP	  permits	  a	  laboratory	  to	  develop	  an	  effecNve	  QC	  protocol	  
that	  recognizes	  technology	  enhancements	  that	  are	  built	  into	  
test	  systems.	  	  
IQCP’s	  are	  customizable	  to	  reflect	  the	  laboratory’s	  own	  unique	  
environment,	  paNents,	  tesNng	  personnel,	  test	  systems,	  etc.	   
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CMS’ Requirements 

Are	  CLIA	  QC	  regula2ons	  changing	  to	  accommodate	  
IQCP?	  	  
	  	  
•  No,	  CLIA	  2003	  QC	  regulaNons	  remain	  the	  same.	  

•  All	  preanalyNcal,	  analyNcal,	  and	  postanalyNcal	  
systems	  requirements	  in	  the	  CLIA	  regulaNons	  remain	  
in	  effect.	  

•  CMS	  is	  using	  enforcement	  discreNon	  to	  allow	  
laboratories	  to	  use	  the	  IQCP	  alternaNve.	  	  
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CMS’ Requirements 

Will	  accredi2ng	  organiza2ons	  and	  exempt	  states	  be	  
required	  to	  accept	  the	  use	  of	  the	  IQCP	  op2on?	  	  
	  	  
•  It	  will	  be	  opNonal	  to	  incorporate	  IQCP	  into	  their	  
standards.	  	  

	  
•  In	  general,	  they	  will	  likely	  follow	  the	  current	  QC	  
requirements	  during	  the	  transiNon	  period	  unNl	  IQCP	  
is	  fully	  effecNve,	  and	  then	  follow	  the	  new	  QC	  
protocols	  subsequently	  approved	  by	  CMS.	  
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CMS’ Requirements 

Are	  all	  special2es	  and	  subspecial2es	  eligible	  for	  IQCP?	  	  
	  	  
•  All	  CLIA	  specialNes,	  with	  the	  excepNon	  of	  pathology,	  
will	  be	  eligible	  for	  IQCP.	  Pathology	  will	  be	  
reconsidered	  at	  a	  later	  date.	  	  
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CMS’ Requirements 

Will	  there	  be	  an	  educa2on	  and	  transi2on	  period?	  	  
	  
•  Yes,	  CMS	  will	  be	  providing	  an	  educaNon	  and	  
transiNon	  period	  to	  allow	  laboratories	  to	  implement	  
IQCP.	  	  

	  
•  During	  this	  Nme,	  survey	  teams	  will	  be	  instructed	  not	  
to	  cite	  QC	  deficiencies	  except	  in	  cases	  of	  immediate	  
jeopardy	  or	  when	  serious	  quality	  problems	  are	  
idenNfied.	  	  
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CMS’ Requirements 

What	  happens	  to	  EQC	  and	  why?	  	  
	  
•  The	  laboratory	  may	  conNnue	  to	  use	  EQC	  policies	  and	  
procedures	  unNl	  that	  opNon	  is	  replaced	  with	  IQCP	  at	  
the	  end	  of	  the	  educaNon	  and	  transiNon	  period.	  	  

•  IQCP	  is	  a	  total	  quality	  assurance	  process	  that	  
represents	  an	  innovaNve	  QC	  approach,	  considers	  the	  
enNre	  tesNng	  process,	  and	  provides	  flexibility.	  	  
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CMS’ Requirements 

Does	  IQCP	  apply	  to	  laboratory-‐developed	  tests	  (LDTs)	  
and	  molecular	  assays?	  	  
	  
•  Yes,	  IQCP	  may	  be	  used	  for	  LDTs	  and	  molecular	  tests,	  
except	  those	  in	  the	  specialty	  of	  pathology.	  	  
─  ExcepNon:	  Under	  CLIA,	  certain	  tests	  may	  be	  assigned	  to	  
one	  of	  several	  specialNes/subspecialNes. 
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CMS’ Requirements 

Must	  the	  laboratory	  have	  data	  to	  support	  its	  decisions	  
for	  the	  IQCP,	  and	  must	  the	  decisions	  be	  documented?	  	  
	  
•  Yes,	  the	  laboratory	  must	  have	  sufficient	  data	  to	  
support	  their	  decisions,	  and	  all	  IQCP	  acNviNes	  must	  
be	  documented.	  	  
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CMS’ Requirements 

Who	  is	  responsible	  for	  the	  laboratory’s	  IQCP?	  	  

•  The	  laboratory	  director	  is	  responsible	  for	  the	  
laboratory’s	  IQCP.	  

	  
•  The	  director	  may	  assign,	  in	  wriNng,	  specific	  duNes	  for	  
the	  IQCP	  to	  qualified	  individuals	  in	  the	  laboratory	  but	  
is	  sNll	  responsible	  overall	  for	  the	  enNre	  tesNng	  
process.	  	  
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CMS’ Requirements 

Will	  laboratories	  need	  to	  perform	  new	  studies	  to	  gather	  
data/informa2on	  for	  the	  IQCP	  development	  for	  exis2ng	  
tests?	  	  
	  
•  Most	  of	  the	  data	  is	  already	  being	  accumulated	  in	  the	  

process	  of	  rouNnely	  operaNng	  the	  laboratory,	  meeNng	  
CLIA	  regulaNons,	  and	  implemenNng	  quality	  systems.	  	  

•  Example:	  VerificaNon	  of	  manufacturer’s	  performance	  
specificaNons,	  QC	  records,	  PT,	  correcNve	  acNons,	  etc.	  	  
─  There	  must	  be	  documented	  data	  that	  demonstrate	  the	  stability	  
of	  the	  test	  system	  and	  support	  the	  QC	  type	  and	  frequency	  in	  the	  
IQCP.	   
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CMS’ Requirements 

What	  happens	  when	  mul2ple	  iden2cal	  devices	  are	  used	  by	  
the	  laboratory	  (eg,	  iden2cal	  devices	  at	  different	  
loca2ons)?	  	  
	  
•  For	  mulNple	  idenNcal	  devices,	  the	  IQCP	  may	  be	  

developed	  for	  the	  test	  system,	  taking	  into	  consideraNon	  
the	  unique	  environment,	  tesNng	  personnel,	  etc.	  	  

	  
•  If	  those	  devices	  are	  dispersed	  throughout	  a	  health	  care	  

facility,	  the	  IQCP	  must	  be	  developed	  for	  the	  devices	  at	  
the	  different	  locaNons.	  	  
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CMS’ Requirements 

How	  will	  the	  laboratory	  know	  that	  its	  IQCP	  is	  
working?	  	  
	  
•  Monitors	  are	  put	  into	  place	  to	  help	  idenNfy	  problems	  
in	  a	  process.	  ConNnuous	  monitoring,	  invesNgaNon,	  
and	  problem	  solving	  will	  allow	  the	  laboratory	  to	  
determine	  if	  the	  IQCP	  is	  working	  and	  to	  make	  
adjustments	  to	  the	  IQCP	  as	  the	  data	  warrant. 
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CMS’ Requirements 

Must	  an	  IQCP	  be	  performed	  if	  the	  laboratory	  chooses	  the	  
default	  regula2on?	  	  
	  	  
•  No,	  IQCP	  is	  not	  necessary	  if	  the	  laboratory	  chooses	  to	  

meet	  the	  default	  regulaNon.	  	  
	  
•  However,	  ajer	  the	  IQCP	  educaNon	  and	  transiNon	  period,	  

the	  current	  EQC	  opNon	  will	  no	  longer	  be	  acceptable,	  and	  
any	  laboratory	  that	  chooses	  to	  do	  QC	  less	  frequently	  than	  
the	  default	  regulatory	  requirements	  will	  be	  out	  of	  
compliance.	  	  
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Resources for Related Information 

•  www.cms.gov/.../
Individualized_Quality_Control_Plan_IQCP.html	  

•  www.cms.gov/Medicare/...and.../Survey-‐and-‐Cert-‐
Le]er-‐13-‐54.pdf	  

	  
•  www.cms.gov/RegulaNons-‐and-‐Guidance/	  .../

IQCPbenefits.pdf	  
	  
•  www.cms.gov/RegulaNons-‐and-‐Guidance/	  .../

CLIAbrochure11.pdf	  
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CMS’ Requirements 

Easiest	  way:	  
	  
•  www.cms.gov	  
	  
•  Type	  IQCP	  in	  the	  search	  field.	  
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CLSI Resources 

•  EP23-‐A,	  Laboratory	  Quality	  Control	  Based	  on	  Risk	  Management;	  
Approved	  Guideline	  

•  EP23-‐A,	  ImplementaNon	  Workbook	  

•  EP23-‐A,	  Worksheet	  

•  Laboratory	  Quality	  Management	  System	  CerNficate	  Program	  
	  

•  The	  Key	  to	  QualityTM	  

•  QMS01-‐A4,	  Quality	  Management	  System:	  A	  Model	  for	  Laboratory	  
Services:	  Approved	  Guideline	  fourth	  ediGon	  
	  

•  www.clsi.org	  
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Let’s	  Chat	  
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