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Strategies, Tips and Tricks
to Competency Assessment

Regina Castor, BS MT(ASCP)SBB<™
Deb Futral, BS MT(ASCP)

/ don’t have time for

. this!!!

CLIA elements

v

Element 1: Direct observation of performance

Element 2: Monitoring recording and reporting
of test results

Element 3: Review of worksheets, QC records, PT
results, PM records

Element 4: Direct observation of instrument
maintenance/function checks

Element 5: Testing of previously analyzed
specimens

Element 6: Assessment of problem solving skills
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Direct observation checklist

» Make a checklist from your SOP
> Use at conclusion of training on that SOP

o Use for

+ 6 month/90-day competency assessment

+ Annual competency assessment

> Good way to audit SOPs as you are creating the

checklist

10/31/2014

Donor Center

VENPUNCTURE:
CPD Ads0] Double Blood Pack with Sample Diversion System (SDS) a5 DonorCare

g of

qud 04 e ¥

Appya of the tag
Werning: Failure 10 apply the hemastat t0 the tubing prior to venipuncrure wil resud

i contamination of the entire collection (See procedure note Air Contaminated)

Note: Exsure that the sample pouch remains below the do
RT = :

v's arm.

Audit Checklist:
*PPE

*Bag Inspected
*Bag hung
properly
*Tubing inserted
*Hemostat
applied

*Sample port
remains below

x Cuier Do g when START kev is donor arm
h etc.
10.
1
Issuing blood
Direct Observation Audit \sying Blood
Tome

Transporter

Item Observed:

rer prese R e
Blood erder contained 2 ide —
ves O N
The proper unit -
storsge unit w U No
The techverbally read
2 s ves
b b Yes
< ¢ ves
d 4. ves
e e Yes
f. £ ves
s g ves
h h. Yes
i i ves
Comments:
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Use existing training checklists

Initial Training
Techmologis: Hre Date

rrinee: nzal s dae each nem
nundersiand ng and complet ng the o
o

competency Rsseument.

Task

roced:

480 Typing (forvard and Raverss)  [TS.001 rev2s

Artivody Screens (Tube Method TS004 revsd

Selecting special unts for Tun [TS010rev23

[Ts012 rev

pertorminga patiers

Training/competency checklists
WebllTrirenty
Read Datenna ; Comgetent Date/nmal
- Direct
Observation
—
Kreen
Direct Coombs
DIRECT OBSERVATION CHECKLIST
Employee Name: Jab Assignment: BB-1 Galilea
Acceprable?
Step Observed: YES [NO [NA

1. Wears lab coat, gloves and face shield when appropriate
7 Setup specimen preparation

3 Set-up and performs p

4 Paforms visual interpretation of plate results and compares to
instrument results

5. Successtully performs procedure

3 fully perfonms manual weak D procedure

< Signature: Date:

Observer Signature: Date:

Supervisor Assessment

Employee demonstrates competency
Minor deviations reviewed. Employee demonsirates competency. (Document
comective actions below).

Remedial training required. Employee cannot perform test until retraining is
complete. Review employee's previous work 10 see if patient results were
affectes
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Tracer audits

» Effective at looking at a variety of documents, staff
» Can be Retrospective
> Following a unit being transfused back to time of
collection, reagents used, QC, equipment used,
results recording, etc.
» Can be forwarded looking
> Ex: following equipment from purchase to
discontinuation
o Crossmatch sample collection through transfusion
> Donor collection through processing/labeling

Tracer audits can easily incorporate
several elements of CLIA by looking
at a variety of records

P

¢ Blood Order
* Consent
« Proper Utilization?

+ Turn around Time (order to receipt)
PG - Wasthe sample processed correctly
labeling

s Equipmentuse

+ Reagent QC/Recsipt
Slood Bank | * Resultsreporting

* Time out process (NSPG #1)

o Proper use of filter

« Transfusion protocol

« Transfusion Reactionreporting (if indicated)

V

P




Instrument maintenance

» Direct observation of performance of instrument
maintenance and function checks
o Which instruments?
> Who does it?

B

10/31/2014

Use QA schedules to determine
who and what to observe

2012 Qualty Assuras eduted QC

Tohrt W, (e A ]

Making sure it gets done

» Some facilities put the responsibility of
completing the 6 elements each year on the
individual employees
> Takes pressure off of Manager
> Builds accountability
o Rare tasks
> Educational

P




Who can assess?

» Someone who
> Has been trained
> Can determine competent vs non-competent
behavior
> Is motivated to do it right
o Must meet CLIA requirements

It Doesn’t Always
Have to Be the
Supervisor!!

10/31/2014

Who to consider

» Secret Shoppers

» Lead Techs

» Techs trained to task
» Others

Just remember...

Those who assess competency must also have
their competency assessed IF they perform
critical tasks!

And that includes the supervisor!!




Look at tasks you already perform

Direct observation of performance

e and . » Most Blood Banks
Monitorl I rtl .
estresuits oo and Transfusion
Review of worksheets, QC records, PT centers haVe these
results, PM records items already

Direct observation of instrument |mbedded in their
maintenance/function checks Quality PI’Og ram

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

Assessment of problem solving skills

10/31/2014

Aren’t you doing this already?!

» Include as part of the competency policy

» Include items already being reviewed:
> Recording and reporting of test results (daily test
review)
> QC records
> Preventive maintenance records
> Worksheets
o If you're reviewing antibody panels, isn’t that a
problem solving skill? Transfusion Reaction
workups?
» Document these in terms of competency

All Rdutine ‘201 1 Blood Bank Competency Assessment

Tasks Summary CLIA

1 1. Direct Observation of routine patient test performanc elemen
[Tech 1 [Tech2  [Tech3 [Tech4 [TechS [Tech6 [Tech 7
|IABO/Rh and
lantibody 11/1/20011/1/20 11/1/20 11/1/20 12/6/2| 12/23/|
lscreen 11 11 11 11| Sep-11 011 2011
Other CLIA
El nt

Accegsion # of test

reviev 2. Monitoring, recording and reporting of test results
ech 1 [Tech 2 [Tech3 [Tech4 [Tech5 [Tech 6 ech 7

12/6/20/0225;1H3

|ABO/Rh 102231H9 [0223IH11 [0207IH16 [0225;IH10{0206IH13 110

[Antibody 12/6/20/0225;1H3

[Screen [02231H9 [0223IH11 [0207IH16 [0225;IH10{0206IH13 110
12/6/20/0225;1H3

i 02231H9 [0223IH11 [0207IH16 [0225;IH10/0206I1H13 110
|Antigen
[Typing 2/26/11] 6/30/11) 1/18/11] 2/25/11] 7/23/11NA INA
[0TOSIH3 [08TTIHT 080T;IH2
{Antibody ID__|1 1 01311H6 |1 INA INA
RXN 0317;1H16 0228I1H24

Courtesy of Lea Tolzmann, Winter Haven Hospital, Winter
Haven, FL
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Direct ok

cnfselects ang test: s
Mion t g Test Sapu 13| COMDUET 1<0H teviaw
Panel worksnaet review
51 et Obaervation of Ma riensace/aC | Perlorms GC on ol panels
Test Pertormance|Performs Ca® or Blind sample
(A1 panel cells are positive

Rev

pect em 3o+ g

ns comectly
+|Orders and confirms antigen testing
01 rect Observation of M reenence/ac | Select positive GC

s Tast PertarmancePerforms CAP or Blind sample

¥ demonsirates as mixed field.
Srobiem $oiving|What could be one resson for this?

g $1a% reads all the required
M the pickup form AND 88
D fromine

Direet Obsar

What doyou do

B81D% on pickup form does not mateh t

Assessment tool
) Direct Observation with date of observation
AR ecord review with type- R=results, GC= quality Control, EL= exception Iog,
M=maintenance
i Test perf ce and o ted PT performanc Usunaceep:
iz = writen or oral with ate 8nd % pas5ed with 80% minimum passing grace:

Hanager Date:

Medical Director  Date:

rsfusion Service BO Bax 2143 Mod:

Element 5:

» Assessment of test performance through testing
previously analyzed specimens, internal blind

testing samples or external proficiency testing
samples




Previously analyzed specimens

» Patient/Donor samples
> Unique Samples
> Routine Samples
> Variable results depending on storage and use
o Less Cost
o Large resource availability
- Hematology
+ Chemistry
> Document Results

10/31/2014

Internally prepared samples

» “Doctored” patient/donor samples
> Can you get enough sample for multiple techs?
o Stability and reproducibility
> Can be time consuming to prepare
o Less Cost
> Document results
o #Proficiency products (more flexibility)

Externally prepared samples

» Available from some Blood Suppliers as a
value added service

» Purchased tech competency products (as
opposed to Lab Proficiency products)
> Scalable
o CEUs offered
> Can be used for multiple techs
o +Proficiency products




Example of externally prepared
samples

Damp Workshop Sample
CarcaObjectn

[pamp workshop Results

10/31/2014

Courtesy, Denise Gilbert,
OneBloo

How can these products be used?

They do not have to be treated in the same manner as
routine testing (+Lab Proficiency)
o Direct observation potential
> Can be used by staff who have not completed a “wet challenge”
> Can be ordered as needed when new staff are hired

« Can be used for initial competency assessment
> Can be ordered as needed when methods are changed

Use as corrective action for Laboratory PT failures

Can be used regardless of test methodology being used

Use as corrective action for near-miss events, Root
cause analysis, etc.

Proficiency samples

» May (should) be used to fulfill competency
requirement

» All labs have

» Limited volume/stability

» Unknown results

» May not be available when competency
assessment is needed

» CE credits may be available

May I use Proficiency Testing (PT) performance to assess
competency?

Yes, PT performance may be used as part of your competency asscssment;
however usc of PT performance alonc is not s

cient to meet all six required
procedures. CMS Guidance Document “What Do | Need to do to Assess
Personnel Competency” Nov 2012

10



Limitations when using proficiency
samples for competency testing

» Rotating Lab Proficiency surveys does not
satisfy all 6 of the CLIA requirements

» Proficiency samples must be treated like
routine patient/donor samples

» Samples cannot be shared until results are
received

10/31/2014

Documentation of proficiency testing as
competency

Proficiency Test Performance 2011

Oste/Survey | Date/Survey | Oate/Survey | Date/Survey
John HGE-A AUT-A -8

2 3/24/11 8/21/11 S/1/11
Satisfactory s s § H
Performance?
Paul DAT-A

1/5/1
B y S 0
Performsnce?
George HGE8 OATS IC8E

Challenge
sf/ 77511 9/1/11
s s s

(8) Acceptable results obtsined compared to intended response. Results v

rrentprocedures. Testingvas completed in the appropriate time f

re re-assigned totechthrough the Learning Management System. Techrepested testing
on sample upon receiptof expected results_See direct bbservation checklistin personnel file

Assessment of problem solving skills

» Written test or quiz

» Case Studies

» Scenarios: What would you do if...?
» Staff narrative

11



M. Jennifer case

e

ABORR Antibads Screeming
X [B [B [Ser[[Al [B T [ [T STatpretion
N 3 %
il —
1 [
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& Blood type of Component T Yes = No o
h e of patient h oves = No =
i ity status ioves = Moz
Comments
ves O N O
ves O N O
Temperature contral davice war — - Could include
d vee O v O P e
. What if*
‘emperature control device was appl _ - :
%o the unit correctly vee O N O questions to
The unit was placedin transport ba, - - i
o eortber | O N O satisfy Problem
The pauents information vas not - - solving
visible in the transport bag ves No requirement

Problem Sohing
1) Whatwould you do if there was 3 mismatch between the patient identifiers on the unitand the
3 angw

it was not irradiated?

3) Whatcould result i » non-irrsgisted unitwas issued? Anwer _

st

Participy lly trained 8nd competent to performtask successfully: Yes = No C

Follovrup_Needed

What about rare tasks?

» Problematic areas:
o Therapeutic Phlebotomies
> Adsorptions/Elutions
o Antibody Titers
> Others??

12
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Look at elements that can be
grouped

» May | combine for competency purposes, all tests
performed simultaneously on the same testing
platform?

As long as there are no unique aspects, problems
or procedures associated with any test on the
testing platform, all tests performed
simultaneously on the same testing platform may
be combined. However, any test with unique
aspects, problems or procedures within the same
testing platform should be assessed separately to
ensure that staff maintain their competency to
report test results promptly, accurately an
proficiently.

v

~From the CMS Guidance document “What Do |
Need to do to Assess Personnel Competency”

Unsuccessful result

Process for Remediation
o Actions to take

+ Removing employee from testing until competency is
demonstrated

> Documentation
> Recurrence
o Re-assessment
> Determination
+ Completion at end of each assessment

v

Documentation

» Trackable and Traceable
> Checklist not sufficient
o Each assessment requirement must be documented

- Direct observation checklists

« Title and date of record review

- Title, date, sample ID if using PT
+ Graded test/quiz

+ Assessor name(s) and dates

+ Employee name

13



Competency policies

» The Transfusion Service at____ maintains processes for evaluating
competence before independent performance of assigned activities
and for evaluating continued competence at specific intervals by

review of proficiency testing performance and error tracking reports.

VS.

The Transfusion Service at____ maintains processes for evaluating
competence before independent performance of assigned activities and for
evaluating continued competence at specific intervals by the use of:

©  Direct observation of performance

- Monitoring recording and reporting of test results

= Review of worksheets, QC records, PT results, PM records

©  Direct observation of instrument maintenance/function checks

+ Testing of previously analyzed specimens
© Assessment of problem solving skills

10/31/2014

For more information...

» CLIA website: www.cms.gov/clia

» Regulations may be found at
http://wwwn.cdc.gov/clia/regs/toc.aspx

14



Role of the CLIA Lab Director/CLIA Positions

Terri Poulin, MT(ASCP)SBB
Robin M. Cusick, MD

10/31/2014

Acknowledgements:

» Kathy Mackie-Golec, BS, MT(ASCP)
* Gayle Geele, MT(ASCP)SBB
- Kathleen Hopping, BS, CQA(ASQ)

2 .
Clinical Laboratory
Improvement cms { 4
Amendments =
(CLIA)

What Do I Need to Do to Assess
. Personnel Competency?
Laboratory Director P 4

Responsibilit




CLIA Lab Director

* Qualifications

— Appropriately licensed and certified physician

— Multiple other routes

— CFR493.1405 (moderate) and 493.1443 (high)
+ Responsibilities and expectations of CMS:

— To demonstrate active involvement in the lab’s

operations and availability to laboratory staff

— Responsible for overall operation and
administration of laboratory
Option to delegate, but retains ultimate
responsibility for ensuring quality, operations, and
regulatory compliance is achieved
— Akey role of being a CLIA LD is the responsibility

to assess competency of delegated positions

10/31/2014

Lab Directors should be involved!

The 3 Parts of Competency
Assessment

1. LD delegate
responsibility to
TS/TC, GS, and CC

2. LD assess
competency of
designees (TS/TC,
GS, CC)

3. Designees can then
assess competency of

CLIA
Competency
Assessment
Achieved!

TP




Terminology: CLIA Lab Positions for Testing

High Complexity

Moderate Complexity

Laboratory Director (LD)

Laboratory Director (LD)

Clinical Consultant (CC)

Clinical Consultant (CC)

Technical Supervisor (TS)
General Supervisor (GS)

Technical Consultant (TC)

Testing Personnel (TP)

Testing Personnel (TP)

10/31/2014

Qualifications for High Complexity CLIA Designees

« Clinical Consultant
— Must qualify as LD or be a
physician with a state license
— CFR493.1417

« Technical Supervisor
— MD or DO certified in clinical
pathology
— MD or DO with at least one year
of lab training or experience in
immunohematology
— CFR493.1449

« General Supervisor
— Qualify as testing personnel under
CFR 493.1489 and
— Have at least 2 years of laboratory
training or experience, or both, in
high complexity testing

Q: I'm confused about all the different
roles that Lab Directors (LD) can play.

Answer:

Lab Directors can serve as their own Technical Supervisors
and Clinical Consultants and they can also delegate these
positions to other MDs.

A LD can be the TS and CC, but also have other physicians
as TS and CC to manage the daily workflow, sign PT if they
are off-service, etc.

s ¥




High Complexity example:

» Big Bird is LD and TS and CC

* Big Bird also delegates TS and CC
responsibilities to Cookie Monster.

e

CLIALD and TS and CC Designated as TS and CC

-

10/31/2014

Q: I'm the LD. Do | have to formally
designate myself as TS and CC? Do
I have to assess my own
competency?

Answer: No and no. Itis assumed that Lab
Directors will serve as their own Technical
Supervisors and Clinical Consultants.

LDs should maintain requirements to
qualify as CLIA LD. "‘

CLIALD and TS and CC

First things first — &
« Determine who the
LD is and
document it
?mwan—n.m- — e

LA Position Responsiilities
Laboratory Director/Clinical Consubiant

Big Bird




Probably want to formally designate a Back-up LD as well...

Back up Lab Director

« Designate back up lab WP 0100d Systems
director in case of LS
prolonged absence (e.g.
FMLA)

S. S. Laboratories

Laboratory achup Delegation

« For day to day absences, Oscar the Grouch
CLIA designees can fuffill
appropriate duties.

Big Bird v 10/01/2014

S. S. Laboratories

I [ Lrer——
v

CLih Posmion Responiiinies
Labonatery Director Chnscal Conauant

Next — ’
eX v*z-l* Big Bard

» Determine who :
designees are I —
— Consider education, ﬂ Ut tporutien

training,
certification,
licensure,
experience, and
staffing needs

» Formally delegate e o < o
roles and document ; AR,
Abby Cadabby . 90!
them -

10/31/2014

Q: What does delegation of tasks to
these individuals imply?

Answer: Itimplies that you, as the LD, have confidence
in these individuals’ abilities to perform their regulatory
responsibilities, including the ability to assess competency
of testing personnel.




Summary of Regulatory Responsibilities

Clinical Consultant Technical Super./Consultant ~ General Supervisor
« Available to provide * Available to provide « Accessible to
clinical consultation consultafion g testing
«  Available to ensure that « Select appropriate test personnel
appropriate tests are methods « Provides day-to-
ordered to meet the « Assure performance day supervision
clinical expectations specifications are Monitori
established * Monitoring test
« Ensure that reports of test e RS e
results include pertinent + Ensure enrollment and 0
information required for participation in PT specimen
specific patient « Ensure QC program is in examinations
interpretation effect and adequate « Canbe
o Ens_lljrglthe %onsultation is « Resolve technical delegated to
available an roblems
communicated on QA . Fdentify training needs Assoss iy
testing issues E competency
+ Evaluate competencyof . Other, as
testing personnel designated

10/31/2014

A summary of
Designees can be
helpful...

[ Tes——

Sy of €Ll Labcatory Drsctr Dongoaes

Time to assess designee competency!

CLIA Laboratory Director determines competency
of those individuals fulfilling the Personnel
Categories at each site.

cc m
TS y
GS )

e i

This is a key role of being a CLIA LD.

it




Q: As the Lab Director, how do | actually
assess and document the competency of my
TS, CC, TC, and GS?

« Answer: Actual process is not
dictated — it is left up to LDs.

» LDs should be involved with
the lab on a frequent and
regular basis

» LDs should be familiar with
and know their lab staff

+ Ifan LD is unable to ensure
competency of lab staff are
assessed, may need to
reassign LD duties

10/31/2014

LW Example: S.S. Laboratories

+ Big Bird (LD of SS Labs) is involved with the lab and familiar with
the technologists in the lab.

» She participates in the hiring of the new night supervisor, the Count.

— LD ensures that candidate’s qualifications meet the job description and

CLIA requirements for General Supervisor (GS)
+ Initial assessment of competency:

— To assess and document the Count’s competency as a GS, Big Bird
and the Count meet to review the list of what a CLIA GS is expected to
do.

— Big Bird has a conversation with the Count and asks questions about
how the Count would handle different scenarios.

— Big Bird documents the conversation and this serves as assessment of
competency.

Assessment of Designee Competency

« After initial assessment, annual
assessment of competency is
required

Ut Possn Reponsoaes « Perform these steps for each

delegated position (TS, CC, TC,

GS)

W oo systems
4




One more time...who has to have
Competency Assessment?

Answer: Anyone who performs
critical tasks.

« Clinical Consultant * Persons performing
» Technical Supervisor testing on patient

» Technical Consultant specmens
G s ] — Testing personnel
Elnteel] SRR — Other CLIA positions

who perform testing

» ®

-

10/31/2014

Q: My GS also performs testing. Do |
need to treat as GS or TP?

Answer: This employee needs to be k

treated as both testing personnel and ity

a general supervisor so both parts of J Rt

this process will apply.

« Big Bird (LD) will designate Abby
as GS

+ Big Bird will assess Abby’s
competency as a GS.

+ Abby, acting as a GS, will be able
to assess competency of other TP.
If Abby also performs tests (TP),
another GS (the Count) will need
to assess her competency as a
TP.

+ LD

TS/CC Back up LD/CC

Suggestions for LD Success

v'Never be afraid to ask questions M
v Know your staff -

v'Be involved in the hiring process -

v'LDs should be involved/informed in hiring personnel
who may be CLIA designees - keep CLIA
requirements in mind as well as job descriptions




CLIA designees (TS, TC, GS)
can now assess the
competency of testing
personnel (TP)!

10/31/2014

Reminder of the ground rules...
» Job Description # CLIA Lab Positions
» Training # Competency Assessment

» Personnel evaluations # Competency
assessment

The 3 Parts of Competency
Assessment

v LD delegate responsibility
to TS/TC, GS, and CC

v LD assess competency of
designees (TS/TC, GS,
CC)

O CLIA designees can now
assess the competency
of TP

CLIA
Competency
Assessment
Achieved!




What Drives Competency Assessment
for Laboratory Staff

It's the right thing
to do!!!!

It’s required by
regulation!

10/31/2014

6 Core Competency Elements

» Direct observation of performance

« Direct observation of instrument
maintenance/function checks

» Monitoring, recording, & reporting of test results

» Review of worksheets, QC records, PT results,
PM records

+ Testing of previously analyzed specimens
» Assessment of problem solving skills

29 L

.

Who Is Responsible for Performing
Competency Assessment for TP?

» High complexity: TS performs competency
assessments for TP
— TS can delegate this, in writing, to a GS meeting CLIA
qualifications
» Moderate complexity: TC performs competency
assessments for TP

— TC can delegate this to other personnel meeting CLIA
TC qualifications

10



Q: How often is competency of
testing personnel assessed?

Answer:

» At least semiannually during the first year that
the TP tests patient specimens
» At least annually thereafter unless test
methodology or instrumentation changes
— Prior to reporting patient test results, the individual's
performance must be re-evaluated to include the use
of the new test methodology or instrumentation

o

10/31/2014

Q: Do all six procedures of competency
assessment need to be performed at the
same time each year?

Answer: No, competency assessment
can be done throughout the entire
year.

The laboratory may coordinate the
competency assessment with its
routine practices and procedures to
minimize impact on workload.

Q: How can | keep track of all
this???
Answer: one way is to develop a Competency

Workbook to manage the documentation and
ensure compliance.

11



Competency Workbooks

BSI developed competency workbooks to help
assess and document the competency for all staff
performing testing.

Annual Assessment for (Year)

Employee Name: ENN;

Transtusion Services Manual, 3.14

10/31/2014

! Related SOPs Completed
‘Spocimen Handing
Equipment Mantonance Gualty
Control
Equipment Maitenance - TANGO
|
|
Workbook approval
X . | Blood Systems s
After testing personnel employee is ?
determined competent, competency
is documented and LD reviews. CLIA Competency Approval

Q: Where is all this documentation
kept?

Answer: In the laboratory, but not with the training
documentation.

12



Summary of CLIA Toolbox Documents

Documentation of LD
Document of designees
— Backup LD

«  Workbook or another collection to

Documentation of Competency
Assessment of designees
- TS/TC

document testing personnel’s
demonstration of 6 core
competencies

— Signature page for LD review

10/31/2014

Assessment

The 3 Parts of Competency 8

v LD delegate responsibility
to TS/TC, GS, and CC

v’ LD assess competency of
designees (TS/TC, GS,
CC)

v CLIA designees can now
assess the competency
of TP

CLIA
Competency
Assessment
Achieved!

.

13



Competency Assessment: Is Your Program Competent?

Holly Rapp, MT(ASCP)SBB, CQA(ASQ)CMQ/OE
Judy Sullivan, MS, MT(ASCP)SBB, CQA(ASQ)

* Review and interpret the CMS regulations and
expectations specific to CLIA Competency
Assessment

* Describe common findings during inspections
and assessments related to competency
assessment

* Competency is the ability of personnel to apply their
skill, knowledge, and experience to perform their
laboratory duties correctly.

* Competency assessment is used to ensure that the
laboratory personnel are fulfilling their duties as
required by federal regulation.

Centers for Medicare and Medicaid Services

10/31/2014
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493.1413(b)(8)(9) &1451(b)(8)(9)

Technical Consultant/Supervisor Responsibilities

* Evaluating the competency of all testing personnel and
assuring that the staff maintain their competency to
perform test procedures and report test results promptly,
accurately and proficiently

*

Direct observation of

performance

Direct observation of

instrument

maintenance/function checks Competency assessment
Monitoring recording and . .
reporting of test results must include all six
Review of worksheets, QC elements for all tests
records, PT results, PM

records performed
Testing of previously analyzed

specimens

Assessment of problem

solving skills

*

*

*

*

*

* At least semiannually during the first year the
individual tests patient specimens
* At least annually thereafter unless test methodology
or instrumentation changes
# Prior to reporting patient test results, the individual's
performance must be reevaluated to include the use of
the new test methodology or instrumentation
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What about non-

testing personnel?
YES

Do | need to assess
competency?

STD 2.1.2  Training

* The blood bank or transfusion service shall
have a process for identifying training needs
and shall provide training for personnel
performing critical tasks.

Not Just Testing
Personnel!

STD 2.1.3 Competence

* Evaluations of competence shall be performed before
independent performance of assigned activities and
at specified intervals.

* 2.1.3.1 Action shall be taken when competence has
not been demonstrated




* Testing Personnel
* All routine tests
# All CLIA elements MUST be used for evaluation

* Other Personnel

* Facility-specified @

—

10/31/2014

* Anyone who performs . cjinjcal Consultant
testing on patient

. * Technical Consultant
specimens

* Technical Supervisor
* General Supervisor

“Competency
assessment based on
their federal regulatory

responsibilities”

* MD or DO certified in clinical pathology

* MD or DO with at least one year of lab training or
experience in immunohematology

12




Available to provide consultation

Select appropriate test methods

Assure performance specifications are established
Ensure enrollment and participation in PT

Ensure QC program is in effect and adequate
Resolve technical problems

Identify training needs

Evaluate competency of testing personnel

I A

Remember: applies to moderate AND high complexity
testing!

10/31/2014

Accessible to testing personnel

Provides day-to-day supervision

Monitoring tests analyses and specimen examinations
Delegated responsibilities

Remedial actions taken when deviations occur

Ensure test results not reported until CAPA has been
performed

Provide orientation to testing personnel

Annually evaluate and document performance of testing
personnel

* % % %
* *

* %

* Technical Consultant - moderate complexity testing

* Can be performed by other personnel meeting TC
qualifications

* Technical Supervisor - high complexity testing

* Can be delegated, in writing, to a General Supervisor
meeting qualifications as GS for high complexity testing

“Peer testing personnel who do not meet the regulatory qualifications of a
TC, TS, or GS cannot be designated to perform competency assessments.”

15




# Technical Consultant

* Bachelor’s degree in chemical, physical or biological science
or medical technology AND

* Have at least 2 years of laboratory training or experience, or
both, in non-waived testing

* General Supervisor
* Qualify as testing personnel under 42CFR493.1489(b)2 AND

* Have at least 2 years of laboratory training or experience, or
both, in high complexity testing

10/31/2014

“No, competency assessment can be done throughout the
entire year. The laboratory may coordinate the competency
assessment with its routine practices and procedures to
minimize impact on workload.”

* PT performance may be used as part of competency
* PTis not sufficient to meet all six required elements

18




DO NOT share Pt

samples with other

staff until AFTER
the results have been
received from the PT
provider

10/31/2014

* Lack of documentation of training separate from
competence assessment

* Only direct observation documented
* Only a quiz distributed

* Not every individual tests an unknown specimen for
each test yearly

# Not all tests assessed
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* Know the requirements

* Focus on tests and the six elements to assess
competency to perform them

* Don’t forget non-testing personnel
* Try to keep it simple

10/31/2014
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