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Objectives

|dentify the most Analyze your Enhance competency
common deficiencies laboratories practices practices.

and implement solutions

to prevent deficiencies.



Why Inspections?

The Centers for Medicare and Medicaid Services (CMS) sets standards and regulates all clin
laboratory testing performed on patients in the U.S. through the CLIA.

CLIA, applies to approximately 260,000 laboratories and covers laboratory operations and the
performance of laboratorgeveloped tests (LDT) and Food and Drug Administration {¢1Bd&yed
or approved tests marketed by in vitro diagnostic (IVD) manufacturers.

The Division of Laboratory Services, within the Survey and Certification Group, under the Ce
Clinical Standards and Quality, has the responsibility for implementing the CLIA program.

Before they can accept human samples for diagnostic testing, clinical laboratories must obtai
CLIA certificate through their state agency and be accredited by CMS or-deeigd
organization.

JUL.1.2018 // Source: Clinical Laboratory News




Who can certify laboratories under CLIA?
Seven accreditation organizations

1. Commission on Office Laboratory Accreditation (COLA), www.cola.org
2. College of American Pathologists (CAP), www.cap.org

3. The Joint Commission (TJC), www.jointcommission.org

4. American Association of Blood Banks (AABB), www.aabb.org

5. American Association for Laboratory Accreditation (A2LA), www.aZ2la.org

6. American Osteopathic Association, www.osteopathic.org

7. American Society for Histocompatibility and Immunogenetics, (ASHI), wwAMasitg




Where do Deficiencies fall:

AStandardleveldef i ci enci es descr i
failure to follow an individual requirement in CLIA
regulations.

A Condition level deficiencies are more serious and
may involve failure on multiple standards.

A CMS defines deficiencies as having no immediate
jeopardy or immediate jeopardy, with the latter
the most serious.

A Deficiencies in the immediate jeopardy category
Il ndi cate that a | aboratory(
has or could lead to serious patient harm or death.



Examples of deficiencies:

w tKFIaS L RSTAOASYOASA NIy
Indicating corrective action taken.

w t KFaS LL RSTAOASYOASA NI
and supporting documentation demonstrating

compliance. The response should explain the
purpose of the documentation submitted.
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Leaders must involve the entire staff in all levels of
inspection readinegs which should be part of everyday
decisionrmaking.

Decisions about staffing, equipment, reagents, controls,
and other aspects of lab operations should consider the

readiness:

Carrying out a seihspection is a good place to begin to
determine whether a laboratory is compliant with CLIA
regulations.

Any deficiencies fourd during either a mock or a real
inspectiort should be addressed as individual line items as
well as assessed as a group to determine if the laboratory
has a systemic problem.




CAP
CHECKLIST TOTAL NUMBER C

CAP TOP 10 NUMBER CITATION (%) DESCRIPTION
D efl C | e n C | eS GEN.55500 1154 (29.4%) Competency Assessment of Testing Personnel
COM.01200 963 (7.1%) Activity Menu
COM.10000 760 (5.3%) Procedure Manual
COM.04250 674 (4.8%) Comparablllty of Instruments and Methoeblonwaived
Testing
5 COM.10100 606 (4.2%) Procedure Manual Review
6 COM.30600 603 (4.3%) Maintenance/Function Checks
7 COM.30300 602 (4.2%) Reagent Labeling
8 COM.01700 600 (4.1%) PT Evaluation
9 COM.04200 550 (4.0%) Instrument/Equipment Record Review
0 COM.40000 545 (4.0%) Method Validation and Verification Approvallonwaived

Tests



COLA TOP 10

Deficiencies

COLA Checklis

Rank Number Description

1 PER 5 For lack of complete competency assessments as
required.

For the Lab Director not fulfilling the QC and QA responsibilities

2 LDR 5 .
of the position.

Lack of review of PT results by the Lab Director and supervisory

3 PT 16
staff.

For the Lab Director not fulfilling the PT responsibilities of the

4 LDR 4 .
position
For not performing or documenting QC on waived testing as

5 WAV 2 )
required by the manufacturer.

For the Technical Consultant or Technical Supervisor not fulfilling

6 PER4C I "
the responsibilities of the position.

7 QC 16 - For lack of review of cumulative QC data, either using graphing
or statistical analysis, in order to assess continued accuracy and
precision of quantitative methods.

3 PER 4 E For-the Testing Personnel not fulfilling the responsibilities of the
position.

9 CA2 For not performing calibration verification as required.

10 PT 4 - For lack of twice annual split specimen analysis for unregulated

analytes not enrolled in PT.



Joint Commission Top 10 Deficiencies

Rank JCHO % of Description
Checklist Citation
Number

1 HR.01.06.01 48 Staff are competent to perform their responsibilities

2 QSA.02.08.01 | 32 The laboratory performs correlations to evaluate the results of the same test performed

with different methodologies or instruments or at different locations.

3 DC.02.03.01 31 The | aboratory report I s complete and i s
QSA.01.03.01 31 The laboratory has a process for handling and testing proficiency testing samples

5 LD.04.05.07 29 The laboratory director, technical consultant, and/or technical supervisor are responsible

for maintaining laboratory performance

The laboratory performs quality control testing to monitor the accuracy and precision of

6 QSA.02.10.01 21 the analytic process.

EC.02.04.03 27 The laboratory inspects, tests, and maintains laboratory equipment

QSA.02.03.01 27 The laboratory performs calibration verification
9 QSA.01.02.01 26 The laboratory maintains records of its participation in a proficiency testing program.
10 QSA.02.04.01 o5 The laboratory develops an individualized quality control plan (IQCP) in an eligible

specialty or subspecialty.




Top Laboratory
Deficiencies Across
Accreditation Agencies




Competency. TOP
DEFICIENCY

A See one

A Do one

A Teach one!




Case study

Alnspector asks to see
competency on your newest
employee

AThere is training, 6 months and
annual competency

AYou are cited for non
compliance

AWhat was incorrect?




Training versus competency

Employee was trained

/

However must be
evaluated for all 6

elements of competency

prior to reporting out
any results

T~y

/




Define

Competencyc The abllity of personnel to apply
their skill, knowledge and experience to perform
their laboratory duties correcitly.

Assessment Is used to ensure that the
laboratory personnel are fulfilling their duties as
by federal regulation.

Centers for Medicare and Medicaid Services




Training vs. Competency

Training Competency
Occurs before patient " Occurs after independent
testing begins patient testing begins
Usually once unless " Does require use of six
employee fails successful competency assessment
demonstration of skill to elements for non-waived
trainer and retraining testing

require,

Does not require use of six
competency assessment
elements




Training and Competency
Assessment

ADocumentation of Training does not
satisfy the requirement for documented
Competency Assessment

A Many make this mistake.
AWhy :
- misunderstanding the requirement



Training
Checklist

TRAINING Leukocyte Alkaline Phosphatase (LAP)
NAME:

DATE:

TRAINER:

Training completed: by

I understand the procedure and feel confident to perform the

testing.
Sign

Date

Training

Trainee

Trainer

Understands the intended use of the test.

Overview of principle of procedure

Specimen requirements: collection and storage

PPE requirements

Reagent preparation

Pull pending log and worksheet

Additional materials required

Review of the SOP

Quality control samples

Preparation of blood smear

Storage and stability of smears

Drying the smear

Fixing the smears

Staining the smears

Using the microscope

Identifying the granules

Scoring the samples

Reference range

Recording of results

Interpretation of Results

Reporting results in Cerner




New York-Presbyterian Hospital / Columbia University Medical Center
DEPARTMENT OF CLINICAL LABORATORIES

ANNUAL COMPETENCY ASSESSMENT CHECKLIST

Employee Name: Test Employee Dept: Laboratory Year: Policy: HR-9i

ICompetency Assessment is used to ensure that the laboratory personnel are fulfilling their duties as required by the department and federal regulation.

ethod of assessment:

) direct observation;

P) observation for compliance with safety protocols;

B) periodic review of work product for compliance with standard operating procedures and applicable workload limits;

¥) monitoring the recording and reporting of test results;

b) direct observation of performance of instrument maintenance and function checks;

6) assessmentof test performance through testing of previously analyzed specimens, internal blind or external proficiency testing samples;

I7) assessmentof problem solving skills.

B) assessmentof delegated functions

Evaluate the competency of staff for all tasks for which he/she is responsible. Indicate evaluation for each task as: YES (competent) or NO (not competent). Areas that the employee is not

responsible will be marked NA (not applicable). If the staff is not competent, a corrective or remedial action should be initiated and documented and filed with this document.

[ 1) Direct Observation  [2) Safety Compliance 3) Compliance w/ SOP 4) Review testresults [5) Instrument Maintenance| 6) Unknown/PT Samples 7) Problem Solving 8) Delegated functions
oche Analyzer
[X]YES [ ]NO [X]YES [ 1NO [XIYES [ INA [X]YES [ 1NO
[ ]1Check If Task Is Not Applicable [X1YES [ INO [X]1YES [ 1NO [X1YES [ INA [X1YES [ 1NO
Assessed [X1YES [ ]NO [X]YES [ 1NO [XI1YES [ INA [X]YES [ 1NO
easurement methodology [X]YES [ ]NO [X]YES [ INO [X]YES [ 1NA [X]YES [ INO
By: Quality Control [X1YES [ INO [X]YES [ 1NO [X]YES [ INA I [XIYES [ INA | JYES [ JNA IfYES| [XIYES [ INO
Reporting Results [XIYES [ INO [X]YES [ INO [X]YES [ INO YES, date of [XIYES [ INA da‘EOfe"EZ‘core_ [X]YES [ ]NO
. it A ion #: — :
Date: Reagent Handling and Storage [X1YES [ INO [X1¥Es [ 1no | &*" ceession [X1YES [ INA [X]YES [ INO
aintenance [X]YES [ ]NO [X]YES [ INO [X]YES [ 1NA [X]YES [ INO
Delegated QCReview | [X]YES [ ]NA
Delegated Staff Training [X]YES [ INA
Delegated Regulatory Tasks [X]YES [ JNA
Delegated Scheduling [X]YES [ INA
Radiometer ABL 800 Blood Gas Analyzer 1) Direct Observation 2) Safety Compliance | 3) Compliance w/ SOP 4) Review testresults  [5) Instrument Maintenance| 6) Unknown/PT Samples | 7) Problem Solving 8) Delegated functions
i i [1YES [ 1NO [1YES [ 1NO [1YES [ 1NA [1YES [ 1NO
[ ]Check If Task Is Not Applicable [1YES [ 1NO [1YES [ 1NO [1YES [ 1NA [1YES [ 1NO
Assessed [1YES [ INO [1YES [ INO [1YES [ INA [1YES [ INO
[1YES [ 1NO [1YES [ 1NO [1YES [ 1NA [1YES [ 1NO
By: [1YES [ 1NO [1YES [ 1NO [ TYES [XINA If [1YES [ INA [ 1YES [ ]NA IfYES, [1YES [ INO
[1YES [ 1NO [1YES [ ]NO [1YES [ 1NO YES, date of event: [1YES [ INA date of event [1YES [ 1NO
Date: [1YES [ 1NO [1YES [ ]NO | Accession [1YES [ 1NA — R [1YES [ 1NO
[1YES [ 1NO [1YES [ 1NO I [1YES [ 1NO E— [1YES [ 1NO
Delegated QC Review [X]YES [ ]NA
Delegated Staff Training [X]YES [ JNA
Delegated Requlatory Tasks [X]YES [ ]NA
Delegated Scheduling [X]YES [ ]NA
Miscellaneous Tasks Task/Element 1) Direct Observation 2) Safety Compliance 3) Compliance w/ SOP 4) Review testresults  [5) Instrument Maintenance| 6) Unknown/PT Samples 7) Problem Solving 8) D functions
Centrifuges Operation [XIYES [ ]NO [X]YES [ ]NO [X]YES [ 1NO NA [XIYES [ INA NA [X]YES [ 1NO [X]YES [ ]NO
Pipettes Operation [X]YES [ ]NO [X]YES [ 1NA [X]YES [ 1NO NA [XIYES [ INA NA [X]YES [ INO [X]YES [ 1NO
Atttestation and Signatures
“I have read the above competency assessment. | understand that by signing this statement, | agree that | have been trained in the areas noted in this assessment and | am approved to perform the tests/procedures independently. | also feel competent to perform this list of and processes as indicated by the above assessment.”
Employee Signature Date

Empl ignature / Dat Supervisor Signature / Date




Requirements:

OO Direct observation of routine patient testing
Iﬁ Monitoring the recording and reporting of test results
@ Review of intermediate test results, records, and proficiency testing results

===l Direct observation of instrument maintenance and function cheeks

Assessment of test performance through testing previously analyzed specimens,
internal blind testing samples or external proficiency testing samyples

@ Assessment of problem solving skils



A The easiest way to document problem
In GOd We trUSt1 solving is with a quiz

a” Others m USt A It should cover the elements of specimen
] requirements, sample handling and stability,
prOVIde data processing, methodology, QC and reporting
results

A Case studies work very well



Suggestion:

A Create a file on each employee, in particular if they
are assessed at different times of the year which is
kept by them or in a central place.

A Anytime they perform a PT test a copy of results
should be filed as well as any unknown samples they
may run for correlation/studies

A For each test, they should file a test result they
entered, which can be reviewed by the supervisor

A Any quiz or case study given should be placed in the
file.

A 1t is a lot of work in the beginning, but much easier
for the overall process

A Remember, you should evaluate competency for a
ALISOATAO YSUK2R2f238z az2
it for every single test, unless a test has very specific
processes or interpretations



Frequency

At least semiannually during
the first year the individual
tests patient specimens

J

At least annually thereafter
unless test methodology or
instrumentation changesg

then 6 months and annually

J

Prior to reporting patient test
results, the individual's
performance must be

reevaluated to include the us

of the new test methodology
or instrumentation

(D

J




Who can assess competency?

Competency must be assessed by a supervisor (person must meet superviso
gualifications make sure they are competency assessed as a supervisor!)

It is no longer train the trainer

Can another tech train people?

Yes, as long as they are competent on that procediney can train

They cannot assess competency




Wh . A All individuals fulfilling the duties as outlined in Subpart M of CLIA
O |S regulations: Anyone who performs testing on patient specimens)

reqUIred to A Clinical Consultant

A Technical Consultant

have A Technical Supervisor
com pete N Cy A General Supervisor

A Testing Personnel
assessed?? asuracso:

A Managers
Quality Managers
Directors

Lab attendants

To o o I

IT personnel



Frequent Warning Letter Citations

L1 4

LABORATORY TESTING QUALITY UNIT DOCUMENTATION
AND CONTROg80 % APPROVAL AND AND RECORDKEEPING
OVERSIGHT0% - 10 %



PERSONNEL QUALIFICATION

A Lack of documentation in employee files is a major reason why labs are cited
for deficiencies in this category.

A Most of us are good at keeping personnel files, but how many of us excel at
maintaining them? Missing transcripts, diplomas, or the inability to produce
a license for an employee are all considered deficiencies.

A One of the easiest ways to prevent this from happening is to first create a
stepwise procedure for onboarding new employees that includes a checklist
of items each of them will need to provide.

Ac2tt2oAy3 GKA&Z ONBIGS a2YS az2NI 27
automated software that allows you to see all of your employees in one )
alLlZ2uid ¢KAa IAANPDSa e2dz UKS oAt AUe 02
one glance.



Case study

AAn inspection was being conducted using a
tracer audit

AUpon reviewing results performed by a leng
term employee, their personnel file was being
asked to be reviewed

Alt was missing their qualifications and training
documentation

AHow do you prevent this?




Employee File

Documentation of Education
@? (diploma or transcript) V State license if required
Documentation of experience

@ Orientation 0y | Training; initial competency
— Documentation of Education Documentation of experience
(diploma or transcript)

CLIA required roles
qualifications

If a new employee, 6 month
competency assessment for
nonwaived testing Nonwaived
annual competency

29



PROFICIENCY TESTING

Records_ of d|Str_lbUtlon’ wSUGGESTIORay special attention to any surveys your lab may not
submission, review, and have passed within the lastvo years as well as correctiveaction
responses are all things an and all supporting documentation. Make sure all PT are signed off by

inspectorreviews the director.

Documentation showing that

(IR SRl e la[o N [FE IR () SUGGESTIONE the start of every new yeanake a chart with the
distribution of proficiency shipping schedule for testing and rotate your personnel

testing amongst personnel

Keep all survey results

: : ! calibration for that day, as well as results of patient testing for
they may be easily retrieved if that day, extremely helpful if you need to conduct an RCA.
necessary.




Example:
Failure of a
proficiency
lest.

Reported a
test result as
negative, 93%
of participants
got positive.

Reran PT test
-was then
positive

Why did this
happen?

Root cause:
reagent was
unstable, no
Impact on
patient testing




Is this a correct RCA?

A Rerunning a PT sample is not a root cause
analysisit is part of an RGA

A You need to investigate and drill down as
YdzOK | a e2dz OF yQ

A Review the QC, Calibration Curve

A What impact did this error have on any
patient samples run during that day?

A Was it statistically significant, but not
clinically significant?

A Did you ask Why, Why, Why, Why, Why?




Common traps of an RCA

AThree common mistakes made when approaching Problem
Solving (based on assumptions):

1) Assuming you know what the problem tawvithout
studying it or asking enough questions

2) Assuming you know how to fix the problemwithout
knowing what the problem really is

3) Assuming you know what the true cause of the problem
IS ¢ without confirming it

33



Five identifiable steps

|dentify the problem
Collect data

ldentify possible causal facterask
why, why, why, why, and why

|dentify the root cause

o T Do Io Do

Recommend and implement
solutions



Root Cause Problem Solving: 5 whys?

PROBLEM STATEMENT:
The Washington Monument is deteriorating

Why is the monument deteriorating?

Because harsh chemicals are used to clean the monument
Direct Cause

Why are harsh chemicals used?
wry> They are needed to clean the bird droppings. There are lots of bir

Why are there a lot of birds?

W Because the birds eat the spiders. There are a lot of spiders.

Why are there a lot of spiders?

whyoB€cause the spiders eat the gnats. There are a lot of gnats.

Why are there a lot of ghats?

Because the lights attract the gnats at dusk.
WHY?

SOLUTIONEuUrn the lights on 30 min later




Record Keeping

o T

To

o T> T T

If it is not recorded it NEVER happened.

Make a monthly chart as to what has to be
reviewed/signed off each month.

Thorough record keeping essential.

A Creates an audit trail necessary to investigate
errors.

Original data CANNOT be obliterated, single
line.

Date and initial of changes required.
NO white out or pencil is ever allowed.

Document control essential as it specifies and
describes the media to be used, types of
documents to keep and length of time.



A Citations issued here include things like
the lack of procedure review
documentation or incomplete checklists
for temperatures, maintenance, or
reagents.

A Inventory control- standardize this

DOCUMENT , document

A To avoid these problems, use auditing

CO NTRO L checklists and procedures part of your

monthly QC review process.

A Creating a procedure review schedule
(reviewing a few each month) goes a
long way to ensuring each policy Is
reviewed and signed bi-annually without
having to do them all at once.

ADon6t forget quality poli




Procedures

A Standard operating procedures

AMake sure your procedures match what you
are doing! Conducting an audit will ensure
that everyone is on the same page.

Alf you use a bench excerpt it MUST be
Included in your procedure

AReference Ranges: make sure they match
from the procedure, computer and
downstream systems, on-line manual, and
patient reports.

AName and address of the performing
laboratory on all reports




Goal of Laboratory
Documents

ABore the inspector!

Alf everything is standardized, alll
employee files, competency
assessment, procedures, and
documentation it demonstrates
that the laboratory has good 5
processes in place.




CALIBRATION VERIFICATIONS

Alncomplete documentation of serainnual calibration verifications and i
YSOUK2R O2NNBfFOAZ2Yya 2N AyOZ2ZNMEBOU Y S
process top the citations in this category

A Creating a binder for each instrument can be helpful in organizing any
calibration verification and/or correlation material.

ASet reminders in your emalil calendar for when these are next due so that
0KSeé R2y Qi 3ISH F2NB200Syod LO Fftaz K
network within the industry to determine appropriate testing
methodologies.



Method

correlations:

A Performed on analyzers every 6 months

A Have a procedure that states how many sample
you will test

A As well as the statistics and acceptable limits to
demonstrate the analyzers correlate.

A Remember to cover the reportable range

A Use an annual calendar that lists what tests
need to be run and when they need to be run.

A Remember, these can also be used as unknown:
for competency assessment.



ot to ot
validation

Try to sequester as many reagents as possible to limit the
number of lot to lot validations that you perform.

Have a procedure that states how many samples you run, as
as what is considered acceptable.

Use your inventory control documentation as a guide to whe
new lots are received and as well as when the lot to lot is
performed.

You should also perform shipment to shipment correlation.

Have a form to make this easier, all technologists should be
responsible for this




Individualized Quality Control
Plan (QCP

A What do | need this for?
A A Laboratory Developed Test

A Many POC test®r run 2 levels of controls daily, but each
unit is considered an individual test

A Tests that do not have a kit including QC from the
manufacturer

A You need to demonstrate stability of the assay, storage
conditions, testing conditions, how you will conduct
proficiency testing



Quality Control

A Make sure that QC is reviewed and signed off by a
supervisor as well as the director.

A Have a strong QC procedure that includes what rules
you will use and it reflects what you are doing in the

laboratory

A Included in the QC procedure is how you handle a
change in statistics; when do you adjust the reference
range? Do you investigate if it is a true shift, or
random error? What QC is accepted when you are
establishing a reference interval?

A Do you run QC 20 times, or do you use the
manufacturer s range and

Must be stated in the QC procedure.

eV



