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Most Common Deficiencies

 Documents and “procedure manual”

 Records of competence assessment

 Problems with PT requirements

 Validation of modifications of 

FDA approved-cleared tests
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Correcting an Inspection Deficiency

“If you always do 

what you’ve always done,

you’ll always get
what you’ve already got!”
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The Underlying Problem

Documents do not 

reflect the order 

in which work 

actually happens.
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What Causes This Problem?

The mindset of the 

“CLIA 14 elements” 

of a “procedure manual.”
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Interpreting the Regulation

Literal interpretation

 “A”  - as in “one”

 “Procedure manual” – as in a single manual

 “for all tests, assays, examinations” – as in, “All tests… in one 

manual”

 No mention of non-testing activities (eg, management or QMS)
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§493.1251 Standard: Procedure Manual.

(a) A written procedure manual for all tests, assays, 

and examinations performed by the laboratory 

must be available to, and followed by, 

laboratory personnel.



CLIA 14 Elements
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# Element

1 Patient preparation

2 Microscopic examination

3 Steps, calculations, and 

interpretations

4 Reagent and materials 

preparation

5 Calibration and 

calibration verification

6 Reportable range

# Element

7 Control procedures

8 Corrective actions

9 Method limitations

10 Reference intervals

11 Alert or critical values

12 Literature references

13 Result reporting

14 Test system unavailability
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“Tests, assays, and examinations”

are only one part of a long series of 

processes that comprise laboratory workflow

– all of which are needed to be

performed correctly to reduce 

the risks to patient safety.



Here’s How Laboratory Work REALLY Happens!

Preanalytic Analytic Postanalytic

Test Ordering→ Sample Collection→ Sample Transport→ Sample Receipt and Processing→

Result Reporting and Archiving →Sample Management

→ Results Review and Follow-Up→ Interpretation→
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Here’s what the CLIA 

“procedure manual” 

and 14 elements

cover

Testing



Example: Sample Receiving Process (Non-Testing)

Packages are

opened

Samples are evaluated

Testing

Process

Samples

arrive

Safety is

performed

No

Samples distributed

No

Sample problem

solving performed

No

Sample 

Processing

Process

YesProcessing

needed?

Yes

Sample

meets

criteria?

Yes

Intact

?

Samples are 

accessioned

10

Testing

happens

here!



Readiness

performed; 

eg, maint, reagts, 

QC*, waste 

No

Yes
In control

?

Control

troubleshooting

performed

No

Analyzer

ready?

Yes

Patient samples

loaded and tested

EndSamples archived

No

Function 

troubleshooting

performed

Repeat patient

testing

? Yes

Samples arrive

Critical values

communicated

Yes
Critical

values

?

No

Patient results released

Yes
Did 

analyzer

work properly

?

No

Patient results

reviewed for flags, 

delta, absurd, etc.

Readiness assessed

Workflow Process Example: 

Analyzer Set-Up and Run

(Testing) Process
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*See QC Testing Process



Scheduled 

QC 

is due

QC materials 

selected per 

QC plan 

QC materials tested

QC in 

control

?

Yes

QC

troubleshooting

performed

Yes

Investi-

gation

needed

?

No

QC statistical 

rules applied

No

Proceed with 

testing – OR –

Report results

End of 

test run
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Workflow Process Example: 

* QC Testing Process
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Critical value 

result 

obtained

Testing conditions examined:

History check performed

Critical 

results 

verified?

Yes
Cause of erroneous 

results verified

No

Was 

erroneous 

result 

released?

No

Results

Reporting 

Process

Critical results list reviewed on 

each shift for reporting omissions

Results are released

Critical results communicated

END

Yes

Reporting

Error

Correction

Process

Workflow Process Example: 

(Non- Testing) 

Result Reporting Process



Surgical Pathology Process

Surgical	Pathology	Deployment	Process	Flow	Chart	(also	known	as	“swim	lanes	chart”)	
	

Prepared	by:	Lucia	Berte,	Laboratories	Made	Better!	P.C.	,	2012	 www.LaboratoriesMadeBetter.com		
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Surgical Pathology Process Flow Chart 
	

Surgeon hands off 
extracted tissue 

1. Sample prepared for 
transport to laboratory 

2. Sample transported to 
laboratory 

4. Case accessioned 

5. Gross examination 
performed 

3. Frozen 

section or path 
consult?	

6. Cassettes prepared 
for processing 

7. Tissue 
Processor 

Process 

8. Tissue is embedded 

9. Tissue cut and  
slides made 

17. Request 
evaluated 

18. FS 

indicated
?	

19. FS case  
accessioned 

21. 
Cryogenic 

Process 

22. Slides read and  
surgeon notified 

10.Slide Staining Process 

11. Cover Slipping Process 

12. Cases assembled for pathologists 

13. Pathologist Reading 
and Dictation Process 

Prepared by: Lucia Berte, Laboratories Made Better! P.C.    
 2012     www.Laboratoriesmadebetter.com	

15. Report Delivery Process 

14. Transcription Process 

No 

No 

Yes 

Yes 

End 

20. FS block  
prepared 

16. Sample Archive Process 

Simple Flow Chart

Cross-functional “Swim-lanes” 

Flow Chart
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Document Management Process 
 

 
 

Need for new document 

is identified

Start

Document type is 

determined

Document is drafted

Document is evaluated 

and verified

Document is edited

Document is reviewedDocument is retired

Document is maintained

Document is distributed 

and implemented

Approval signatures are 

obtained

Training requirements are 

defined

Are changes 

needed?

Editable version is 

accessed

Are changes 

needed?

Review is recorded

Retire 

document?

End

Yes

No

Change requestedRetire Review

No

Yes

Yes

No

CLSI Guideline 

QMS02, 6th edition

15



Why Do We Have Problems?

 We try to make the CLIA-

A2LA-JC-CAP-COLA 

inspectors happy

 Hint: Wrong customer!!

 We weren’t trained to 

write good documents

 Hint: CLIA-based SOPs are 

not good documents

 We think that one outline 

or format fits all, when it 

really doesn’t

 Hint: There are 4 types of 

documents

 We don’t know how to 

structure information to be 

useful for the reader

 Hint: But we could 

certainly learn!
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Which Is More Likely to be Read and Understood?



A New Model 

for Procedures

Manuals

REAL LIFE

• Work does not 

happen in 

alphabetical order!

• Work always happens 

in processes

• A process outlines the 

needed procedures 

(instructions)
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Process          vs.       Procedure  

How it 

happens

here

How do I 

do this 

one

thing?

Step Action

1 Label the tube with the patient’s initials.

2 Add 2 drops of patient plasma to the 

tube.

3 Add 3 drops of Reagent A to the tube.

4 Mix gently by swirling.

5 Incubate for 15 minutes at 37 °C.

This happens
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Where does process 

information come from?

•Group flow charting is an invaluable experiencePeople

•Be sure to distinguish process from procedure!Observations

•Most laboratory SOPs are actually verbal descriptions 
of a process – and usually incomplete! Documents
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“People support

what they help create.”
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Logic for Procedures Manuals

 Put the flowchart first!

 Followed by the much shorter instructions 
for the one activity, in the order in which they are 
performed

 OR – Reference to operator’s manual or instrument 
screen shot

 Example of any properly completed form(s)

 Additional needed information
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Suggested Table of Contents

 Process flowchart

 Operations 
Procedures

 Analyte Attribute 
Table(s), where 
needed

 Quality Control 
section (QC Plan)

 Calibration section

 Maintenance 
section

 Troubleshooting 
section

 Examples of 
properly 
completed forms

 Other? As needed
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Process Flowchart   1.

 Have blank document 
template in Word 

 Headers, footers

 Document control 
information

 Make flowchart in 
Visio

 Embed Visio file as 
Object in Word file
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Process Flowchart   2.

 Some labs put next 
to each box

 Section number 

 Procedure 
name/number

 Take advantage of 
hyperlink feature 
for electronic 
documents
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Analyte Attribute Table for

Automated Procedures

Protime PTT Thrombin 
Time

Clinical utility

Sample Type

Minimum sample 
volume

Method limitations

Reference range

Critical values….
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“If you can’t describe what you are doing

as a process

then you don’t know what you are doing.”

W. Edwards Deming

1 2 3 4 5 6

How do I do this?



Cost Thinking
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What is the 

failure cost of 

correcting an 

external 

assessment 

deficiency?



Mostly Labor Cost When 

Correcting a Deficiency

Who What

Supervisor (Root cause 

analysis?)

Supervisor Drafts response

Manager 

and/or Lab  

Director

Reviews and 

approves response

Supervisor Finalizes response

(Supervisor) (Revises response if 

not accepted)

Supervisor Redrafts 

documents

Who What

Supervisor Document 

management

Manager 

and/or Lab  

Director

Reviews and 

approves revised 

documents

Supervisor 

and staff

Training on new 

documents

Supervisor Competence 

assessment, as 

needed
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Don’t Be A 

Prisoner!

• The ”14 elements of a 

procedure manual” 

are 31 years old, 

derived from an 

outdated guideline 

(NCCLS GP02)

from 40 years ago.

• These elements 

do not represent 

laboratory workflow.
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Write for Your 

Documents’

Primary 

Customer –

Your Personnel!

• Meet the intent of 

the requirement

• In a way that helps 

personnel get it right
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What Should Happen

CMS/CLIA-JC-CAP-COLA

should make requirements consistent 

with the way work really happens.
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Don’t hold your breath –
(NCCLS GP02 → process thinking in 2002) 

Be proactive by meeting the intent.



5 Reasons Why “Process”

 All work is sequential 

 ISO15189 and CLSI QSEs are 

management and workflow 

-based QMSs

 Lean:  Reduce 

waste

Six Sigma:  Reduce 

variation

 Engaging with practitioners: 

Through the test ordering 

and results interpretation 

 Change leadership: 

and 

cost thinking
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Requirements    vs      Guidance
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REQUIREMENTS

WHAT 

must be done

NOT 

how to do it

GUIDANCE

HOW 

it could be done

Recommendations 

of good practice



Resources

 Andersen B, Fagerhaug

T, Henriksen B, Onsoyen

LE. Mapping Work 

Processes, 2nd ed.

Milwaukee, WI: 

ASQ Quality Press, 2008.

www.asq.org

 CLSI. QMS18, 1st edition

Process Management

 CLSI. QMS02, 6th edition

Development and 

Management of Laboratory 

Documents

 https://www.informationma

pping.com/en/information-

mapping/information-

mapping/examples

 CLSI. QMS20, 1st edition

Understanding Cost of 

Quality in the Laboratory
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“If we don’t change our direction

we’re going to wind up 

where we’re headed.”

Native American proverb


