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Training Module Objectives

» You will understand who is responsible for what
parts of the competency program

 You will understand how to set up and maintain
a competency program for your lab(s)

» You will be able to select associates meeting
CLIA standards for personnel approved to
evaluate testing personnel competency

» You will be able to use the competency templates
provided and complete them appropriately



Competency program responsibilities

° Malna ers are responsible for their lab’s competency program. This
includes:

= Filling in templates with each required test system for that lab and using these
forms to document competencies

= Requesting guidance in test system definitions as needed

= Performing competencies yourself or assigning qualified personnel to do so, and
reviewing competencies completed by others

= Ensuring timely completion of competencies, both annual and competencies
required during first year of employment (initial, 6-month and 12-month)

= Ensuring associates asked to contribute quiz questions have time to do so
QA provides program coordination. This involves:
= Guidance and oversight on test system definitions

= Coordination of quiz question assignments to technical personnel/Best Practice
Team and assem %ly and distribution of these quizzes by test system or technical
discipline

= Management and maintenance of competency program documentation templates

= Qversight of program compliance



Who is qualified to do what?

- Individuals qualified to perform MACL-defined test systems’
competency assessments must meet one of these education
and experience requirements:
= Have a PhD with 1 year experience in discipline
= Have a MS with 2 years experience in discipline
= Have a Bachelors degree with 4 years experience in discipline

o The degree used to qualify someone needs to be in the sciences
(eg, chemistry, life sciences, clinical lab sciences)

» These individuals must have written delegation to perform
competencies on file. This is usually QA.GEN.2.3 Technical
Supervisor Delegation Form. Delegation form QA.GEN.2.7
also provides delegation if the person also meets above
qualifications.



What is a Test System?

« Test System is a CLIA term used to group tests
performed by the same process and/or instrument

- Labs may define their own test systems, but may
only group tests that have the same testing process
(procedure is identical)
= For example, sample pretreatment is required for

transplant drug testing on the Architect. This means

these tests must be defined as a separate test system
from the Architect’s routine chemistries.

- Competency assessments are required on all test
systems



How to set up your lab’s program

« Use the Test System List and your test menu to determine which test
systems apply to your lab

« Use the Templates in SharePoint to document competency assessment
QA.DEVELOP.2.3 for CLIA Non-Waived Tests
QA.DEVELOP.2.11 for CLIA Waived tests

- Each test system is to be listed on a separate line of the appropriate
template

 Non-waived tests need all 6 components evaluated; waived tests need the 2
listed components evaluated

- At least 1 more form will be released to cover competencies not directly
related to testing (eg, QLS, Sunquest, DI, Blood Bank product handling and
release processes, Regional Chemistry’s track operation)



How to use the competency program
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How to use the competency program
templates
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How to use the competency program
templates
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How to use the competency program

templates

Mame:- ~Date-of-Hire:
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1.— Direct-observationofroutine-patienttestperformance,including, zs-=pplicable, specmanacceptability-(handling)-and-processing
2.— Monitoringthe-recording-andreporting-oftest-results,including, =s-applicable-critical-resu s
3.— Review-ofintermadiats test-results-orworkshests, quality-controlrecords, proficie ncytesting results, and-preve ntative-maintenance-record 59

Component #3: Review of intermediate test
records, QC records, PT results, and PM records

«  Over the evaluation period, has the associate |
demonstrated the ability to and compliance
with correctly documenting and evaluating
these required actions?

Record whether or not these items were
performed satisfactorily or not (“S” or “NI”), the
date assessment was made, including an
example report (document MR or JI number)
and your initials (see example row). If an item
does not apply to this test system, or associate
does not have these responsibilities use NA

NOTE: If assessment was “NI”,
see corrective action section of
form
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How to use the competency program

templates

AIVED-TESTING -]

Mame:- ~Date-of-Hire:
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--Period-of Evaluation:-

1.— Direct-observationofroutine-patienttestperformance,including, zs-=pplicable, specmanacceptability-(handling)-and-processing

2.— Monitoringthe-recording-andreporting-oftest-results,including, =s-applicable-critical-resu s

~wnitial/6-month/12-month/Annualy

3.— Review-ofintermadiats test-results-orworkshests, quality-controlrecords, proficie ncytesting results, and-preve ntative-maintenance-record 59

4. — Direct-observation-of-performance-ofinstrument-maintenance-and funcion-checksY

Component #4: Direct observation of performance of
instrument maintenance and function checks

» Over the evaluation period, has the associate
demonstrated the ability to complete maintenance and
function checks under their responsibility?

Record whether or not these items were performed
satisfactorily or not (“S” or “NI”), the date observation was
made and your initials (see example row). If an item does not
apply to this test system, or associate does not have these
responsibilities use NA

NOTE: If assessment was “NI”, see
corrective action section of form
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How to use the competency program
templates
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How to use the competency program
templates

QA.DEVELOP.2.3--COMPETEMCY-ASSESSMENT-FOR-MON-WAINED-TESTING Y|
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1.— Direct-observationofroutine-patienttestperformance,including, zs-=pplicable, specmanacceptability-(handling)-and-processing

2.— Monitoringthe-recording-andreporting-oftest-results,including, =s-applicable-critical-resu s

3.— Review-ofintermadiats test-results-orworkshests, quality-controlrecords, proficie ncytesting results, and-preve ntative-maintenance-record 59
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not (“S” or “NI”), the date skills were assessed, and your initials (see . . . . !
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Competency Failures—Retraining
Requirements

If any item on a competency is Needs Improvement, or any quiz question is missed,
retraining and reassessment of competency is to be performed and
completion/results documented on the table on bottom of template. Record:

Date failure in assessment noted

Description of failure and corrective action taken
Date successful competency demonstrated
Initials of associate assessing competency
Associate and Manager’s signature

ah @

If more space needed for documentation, attach additional pages or use back side of
competency form

Dete-of Failured Failuren Evslustor's-Initizlsd
Competencyd

~ ~ 352590750
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| S = S = S S S A = |




The Quizzes—Problem Solving Skill
Assessment

« The Best Practice Teams, in conjunction with QA, will assign
and coordinate quizzes.

* Quizzes will combine similar test systems when possible to
minimize burden.

* Quiz questions are to be multiple choice to make grading
simpler and less subjective, and to ease the transition to an
automated delivery assessment system

« Regardless of performance on any single quiz, each incorrect
answer 1is to be reviewed with the associate, and the review
documented in the corrective action sectlon



Tips for managing your program

- Records

= Separate initial training and cor.npetencr documents from annual competency
documents in your records. Training-related files are to be kept for at least 2 years
after an associate leaves (5 years for transfusion medicine-related
documentation). This includes all competency documentation for an associate’s
first year of employment.

= Competency documents for all areas but transfusion medicine are to be kept for 2
full years, plus the current year in progress (eg, 2013 and 2014 should now be on
file, plus whatever documents have been completed for the 2015 program)

« Getting it done

= Direct observations and records review are actually part of your daily presence in
the lab. You review logs, proficiency testing documentation, abnormalpresults
reports, and frequently fill in at the bench. Use these opportunities to alleviate the
stress and burden of managing your program.

= A schedule will be provided. Use this calendar to keep your lab on time. Set a final
deadline before the holidays to minimize the risk of PTO interfering with getting
these done on time.



Initial, 6-Month, &12-Month Competencies

- The same template used for MACL’s annual competency
assessments is to be used for competency assessments for new
associates during their first year of employment. These
include:
= Assessment during initial training
s Assessment performed before associate’s 6-month anniversary
= Assessment performed before associate’s 12-month anniversary

« The competency template is to be used in conjunction with
training checklists as documentation of competency
assessment

- Standard quizzes are under development for each of these 3
competency assessments for each test system



