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UNDERSTANDING
THE CLINICAL
LABORATORY
COMPETENCY
ASSESSMENT
FORM

In every clinical
laboratory, precision
and accuracy are not
just goals—they are
non-negotiable

requirements. The
quality of patient care
depends heavily on the
reliability of test
results, which in turn
hinges on the
competence of

laboratory personnel.
This is where the
Clinical Laboratory
Competency
Assessment Form
comes into play. A
well-designed
competency
assessment form
serves as a structured

tool to evaluate
whether laboratory
staff  possess  the

necessary knowledge,
technical skills, and
professional behaviors
to perform their duties
safely and effectively.
Far more than a simple
checklist, it captures a
holistic picture of an
employee’s ability to


https://web1.enteraskincare.com/

handle complex
instrumentation, follow
standard operating

procedures, and
respond to unexpected
situations. With
increasing regulatory
scrutiny and the push
for continuous quality
improvement,

mastering the use of
these forms has
become a critical
competency in itself for

lab managers,
educators, and
accrediting bodies
alike.

Competency
assessment is not a
one-time event; it is a
dynamic process that
must be repeated at
regular intervals. The
form provides a
standardized
framework
documents
training,
proficiency, and any
remedial actions
needed. By leveraging

that
initial
ongoing

a robust assessment
form, laboratories can
ensure compliance
with regulations such
as CLIA (Clinical
Laboratory
Improvement
Amendments), CAP
(College of American
Pathologists)
standards, and ISO
15189 requirements.
Moreover, it helps
foster a culture of
accountability and
professional growth. In
this article, we will
explore every facet of
the Clinical Laboratory
Competency
Assessment
Form—from its
essential components
and design principles
to implementation best
practices and common
pitfalls. Whether you
are new to laboratory
management or
seeking to refine your
existing evaluation
process, this guide will
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provide you with the
knowledge you need to
build a truly effective
competency
assessment program.

What Is a
Clinical
Laborator

y
Compete

ncy
Assessme
nt Form?

Simply put, a Clinical
Laboratory
Competency
Assessment Form is a
documented tool used
to evaluate the
proficiency of
laboratory personnel

across all areas of their
job responsibilities. It
captures evidence that
each staff member can
perform their assigned
tasks accurately,
reliably, and safely
according to
established protocols.
The form typically
includes multiple
sections that cover
technical skills,
knowledge of quality
control, safety
practices,
communication
abilities, and problem-
solving skills. Unlike a
generic performance
review, a competency
assessment is
specifically tied to the
technical and
regulatory
requirements of the
laboratory
environment.

These forms are used
during initial
orientation after hiring,
during annual reviews,



and whenever a new
test, instrument, or
method is introduced.
They also serve as a
record for external
inspectors who need to
verify that the lab has
a systematic process
for  ensuring staff
competence. The form
must be detailed
enough to capture
objective
evidence—such as
direct observation of a
blood draw, correct
interpretation of QC
data, or successful
troubleshooting of an
analyzer—but flexible
enough to apply to
different roles (e.qg.,
phlebotomist, medical
technologist,
histotechnician).

Key

Compone
nts of an
Effective
Compete
ncy
Assessme
nt Form

To be truly valuable, a
competency
assessment form must
be comprehensive and
tailored to the specific
demands of the
laboratory. Below are
the core components
that should be
included.

1. TEcHNICAL
SKILLS AND
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PROCEDURE
COMPETENCE

This is the heart of the
form. It should list the

specific tests,
instruments, and
procedures each

employee is expected
to perform. For each
skill, the form should
include space to
indicate whether the
employee can perform
the task
independently,

requires supervision, or
has not yet achieved
competence. Examples

include: specimen
collection, processing,
running chemistry
panels, performing

microscopic
examinations,
operating hematology
analyzers, and
conducting
microbiological
cultures. Direct
observation by a
supervisor is often

required.

2. KNOWLEDGE OF
QuALITY CONTROL
AND ASSURANCE

Competent lab
personnel must
understand how quality
control (QC) works,
including how to run
controls, interpret
results, and take
corrective action when
QC fails. The
assessment form
should include
guestions or
observable behaviors
such as: “Can the
employee correctly
identify out-of-range
QC values?” and “Does
the employee
document corrective
actions appropriately?”
This section ensures

that staff not only
follow procedures but
also grasp the

underlying principles of
quality management.



3. SAFETY AND
INFECTION CONTROL
PRACTICES

Safety is paramount in
any clinical lab. The
form should evaluate
knowledge of proper
use of personal
protective equipment
(PPE), handling of
biohazardous

materials, chemical
safety, fire safety, and
waste disposal.
Observing compliance
with standard
precautions and the
ability to respond to
spills or exposures are
critical indicators. This
component often
includes a checklist of
safety competencies
that must be
demonstrated.

4. COMMUNICATION
AND PROFESSIONAL

communicate clearly
with  colleagues,
supervisors, and
occasionally with
patients or clinicians.
The assessment form
should include sections
on verbal
communication,
written documentation,
and teamwork. Does
the employee report
critical results in a
timely manner? Are
they able to document
results legibly and
according to policy?
Professionalism,
punctuality, and
adherence to ethical
standards are also
evaluated here.

5. PROBLEM-
SOLVING AND
TROUBLESHOOTING
SKILLS

In a fast-paced lab,

CONDUCT unexpected issues

arise constantly. The
Laboratory staff must competency form
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should include a procedures. This
section that assesses ensures that staff
the employee’s ability understand the legal
to troubleshoot framework within

instrument errors,
identify specimen
integrity problems, and
resolve discrepancies.
Scenarios or case
studies can be used, or
the evaluator can note
real instances
observed during the
assessment period.

6. REGULATORY
AND COMPLIANCE
KNOWLEDGE

Every lab employee
must be aware of
applicable
regulations—CLIA, CAP,
OSHA, and others. The
form may include a
test of knowledge
regarding patient
confidentiality (HIPAA),
documentation

requirements, and
permissible
modifications to

which they operate.
Designing
a
Compete
ncy
Assessme
nt Form:
Best
Practices

Creating an effective
Clinical Laboratory
Competency

Assessment Form
requires more than just
copying a template.
The design must align
with the laboratory’s



scope, the variety of
positions, and the
reqgulatory standards.
Here are some best
practices.

TAILOR TO JOB
ROLES

A one-size-fits-all form
rarely works. For
example, a
phlebotomist’s form
will focus on
venipuncture

techniques, patient
interaction, and
specimen labeling,
while a molecular
technologist’s form will
emphasize PCR setup,
contamination

prevention, and data

analysis. Create
different versions or
use a modular

approach where core
competencies are
mandatory and role-

Use MEASURABLE
AND OBSERVABLE
CRITERIA

Each competency
should be defined in
concrete, observable
terms. Instead of “has
good pipetting skills,”
use “correctly sets
pipette volume, uses
appropriate tip, and
dispenses liqguid
without bubbles.” This
reduces subjectivity
and makes it easier for
different evaluators to
reach consistent
conclusions.

INCORPORATE
MULTIPLE
EVALUATION
METHODS

Competency can be
assessed through
direct observation,
review of work

szzuglc on((ajsd are 5 oducts (e.g., stained
added as needed. slides, completed

reports), written
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exams, simulation
exercises, and review
of quality indicators
(e.qg., error rates). The
form should allow the
evaluator to note which
method was used for
each competency, and
it often requires that at
least two methods be

combined for a
comprehensive
evaluation.

INCLUDE SPACE FOR
COMMENTS AND
REMEDIATION
PLANS

When an employee
does not meet a
competency, the form
should have a section
to describe the
deficiency and outline
a remediation plan,
including target dates
for re-assessment. This
turns the form from a
simple pass/fail tool
into a developmental
instrument that

supports continuous
learning.

FoLLow
REGULATORY
GUIDELINES

CLIA regulations, for
instance, require that
competency
assessments be
performed at six
months after hire and
annually thereafter,
and that the
assessment covers all
six key areas defined
by CLIA: (1) specimen
handling, (2) test
performance, (3) result
reporting, (4) quality
control, (5) instrument
maintenance, and (6)
safety. Ensure your
form explicitly
references these areas
and provides a clear
trail of evidence for
inspectors.
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Requlator

Y
Stand

s and

Accredita) rereator

tion

CLIA REGULATIONS

Under CLIA,
laboratories must
document the ongoing

com@etency of testing

aF onnel. The

regulations specify that
at least twice during
the first year of
and

the laboratory must
evaluate and
document the

mance of all

Req u I r@m personnel. The

ents

The Clinical Laboratory
Competency

Assessment Form is
deeply intertwined with
regulatory compliance.
Understanding the
expectations of major
accrediting bodies will
help you build a form

assessment must
include direct
observation of routine
patient test
performance,
monitoring of test
results, review of QC
records, and other
quality indicators. Your
form should reflect
these requirements.

that withstands COLLEGE OF
inspection. AMERICAN
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PATHOLOGISTS
(CAP)

CAP’'s Laboratory
Accreditation Program
requires a written
competency

assessment policy that
is followed
consistently. CAP
inspectors will look for

evidence that
assessments are
performed within

required timeframes,
that deficiencies are
addressed, and that
the form includes
space for evaluator
and employee
signatures. Some CAP
checklists even list
specific elements that
must be present in
competency
documentation.

ISO 15189

For
seeking
accreditation,
competency

laboratories
ISO 15189
the

11

assessment process
must be even more
rigorous. ISO 15189
emphasizes the
competence of all
personnel who
influence the quality of
examinations. This
includes not just
testing staff but also
those who handle pre-
analytical and post-
analytical processes.
The form should link to
the laboratory’s
training program and
quality objectives, and
it should be
periodically reviewed
for effectiveness.

Implemen
ting the
Compete
ncy



Assessme
nt
Process

Having a great form is
only half the battle.
The process of how you
use it matters just as
much.

SCHEDULE
ASSESSMENTS
STRATEGICALLY

Plan annual
assessments well in
advance and
communicate
expectations to staff.
Consider aligning
assessments with
performance review
cycles to reduce
administrative burden.
For new employees,
schedule the initial
assessment at three to
six months, and then
again at 12 months.
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TRAIN THE
EVALUATORS
Supervisors and senior
technologists who
conduct the
assessments need

training on how to use
the form objectively
and consistently.
Provide them with
examples of
acceptable evidence,
and hold calibration
sessions where
multiple evaluators
assess the same
scenario to ensure
inter-rater reliability.
This reduces bias and
strengthens the
credibility of the
process.

PRrROVIDE FEEDBACK
IMMEDIATELY

After completing the
assessment, schedule
a one-on-one meeting
with the employee to
review results.
Highlight strengths and

12
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discuss areas for
improvement. This is
also the time to
develop a remediation
plan if needed.
Immediate feedback
reinforces learning and
shows the employee
that their development
is valued.

TRACK AND TREND
DATA

Use the data from
competency forms to
identify broader
training needs across
the laboratory. For
example, if multiple
staff members show
weakness in a
particular test method,
it may indicate a need
for updated procedure
manuals or a hands-on
workshop. Trend
analysis can also help
predict where errors
might occur and allow
proactive corrections.
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Common
Challenge
s and

Solutions

Even experienced lab
managers face
obstacles when
implementing
competency
assessments. Here are
some frequent
challenges and how to
overcome them.

TIME CONSTRAINTS

Competency
assessments can be
time-consuming,
especially in busy labs.
Solution: integrate
assessments into daily
routines by using brief
observation periods
and leveraging
technology such as
electronic forms that



autofill  dates and
generate reports.
Rotate who is assessed
each month to spread
the workload.

SUBJECTIVITY IN
EVALUATION

Without objective
criteria, assessments
may vary widely
between evaluators.
Solution: use detailed
behavioral anchors and
provide examples. For

instance, instead of
“good technique,”
define “uses aseptic

technique consistently,
including hand hygiene
and proper gloving.”

RESISTANCE FROM
STAFF

14

assessments as
punitive. Solution:
communicate the
positive

purpose—professional
growth, safety, and
quality improvement.
Involve staff in
updating the form to
increase buy-in.
Recognize those who
demonstrate high
competence as role
models.

DOCUMENTATION
GAPS

Missing signatures,
incomplete sections, or
lost forms can cause
nonconformities during
audits. Solution: use a
digital system that
requires all fields to be

: filled before
Some employees view o
submission
competency
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