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Assessment of Competency
in the Clinical Laboratory
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Quality in Medical Laboratory Testing

The right test result, at the

Right time, on the

Right specimen, from the right patient, with result
interpretation based on

Correct reference data, and at the

Right price
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Set of coordinated
activities that function
as building blocks for
guality management.
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Personnel and system

Consistent, predictable and high quality outcome
in delivery of health care services can be provided only
if healthcare personnel have been appropriately
trained

Planned , systematic training & competence
assessment processes are necessary to verify &
document the personnel have, & can demonstrate , the
necessary knowledge, skills & behavior to perform
their respective duties.



Always remember that:

Success or failure of a quality system is dependent on
the laboratory staft’s:

e Knowledge and skills
e Motivation

e Commitment



Competence - Training

Competence: Application of knowledge, skills &
behaviors in performance(ISO 10015,3.1)

Training: Process to provide & develop knowledge,
skills, & behaviors to meet requirement(ISO 10015,3.2)
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Knowledge vs competence

How obtained |Manifested by | Evaluated by

Education Knowing it Testing
Training Knowing how it's done =~ Competence assessment
Practice Showing how it's done Performance

experience Doing it actions



Education vs Training

Focus is on future job for the Focus is on present job of learner
learner

Awareness of a skill Demonstration of a skill
Assessment through tests of Assessment through performance
knowledge

+ To make an effective contribution to the workforce, new
employee — whatever their experience levels — need to

be trained in “how it happens here”
+ Employment training is assessed by demonstration of

competence in work processes & procedures.
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CLIA'88

The CLIA'88 legislation requires that the
laboratory establish and maintain a

mechanism to evaluate and demonstrate
competency in test performance for each
person who performs a clinical diagnostic test.
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“Competency Assessment:

Policy and Plans

Develop written policy on competency assessment
Communicate policy to all staff
Review policy annually

Develop competency assessment plan for current
and new staff



L%tablishingmpetency/

Assessment Program

Establish an assessment plan for each employee

e Identify critical competencies for each laboratory
process

e Prepare schedule - frequency and what tests or
processes

e Determine assessment method (s) and assign
responsibility for conducting

e Document and evaluate results
e Take remedial or corrective action

e Re-assess



Ongoing competence assessment

Several means are available to determine and document
ongoing competence of individual staff members:

Direct observation of routine work processes and
procedures

Direct observation of equipment maintenance &
function check

Monitoring the recording & reporting the results
Reviewing work records(worksheet, forms)
Assessment of problem solving skills

Performance of a given procedure using especially
provided materials

Review of Quality Control records, Proficiency Test results,
EQA
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Performance Evaluation

Assessing overall job performance

Factors to evaluate:
e Technical competencies
o Efficiency of accomplishing work tasks
e Adherence to policies
e Observance of safety rules
e Communication skills

e Customer service



Communicating with Employees

Emphasize positive traits

Consider personal issues

People are motivated differently
Be direct in discussing deficiencies



American Society for

Clinical Pathology

THE AMERICAN SOCIETY FOR CLINICAL PATHOLOGY
POLICY STATEMENT

PERSONNEL STANDARDS FOR LABORATORY PROFESSIONALS
(PoLICY NUMBER 04-01)



Policy Statement

For reasons of patient safety and quality laboratory
testing, the ASCP supports personnel standards for
laboratory professionals.

These standards could take the form of practice
requirements, certification requirements, or licensure.

These personnel standards must include the following
elements: appropriate academic and clinical training
for laboratory professionals; passage of a competency
examination offered by an approved national
certification organization; appropriate continuing
competency standards; and recognition of ASCP’s
professional terminology.
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Table 3. Components of a Complete Clinical Service Training Program

Type of
Employment Training

Contents

Quality

e Organization’s quality system

e Quality manual

e Service’s path of workflow

e Quality Control Program

e Quality Assurance program

e Occurrence Management program

e Customer Service Program

e Quality System responsibilities

e [Good Manufacturing Practice (GMP): blood banking only]

e [Proficiency testing: screening and diagnostic laboratory testing only

Computer

e Main organization’s system (e.g., hospital information system (HIS))

e Department’s system (e.g., laboratory information system (LIS))

e PC applications (e.g., e-mail, scheduling, word processing,
spreadsheets, database)

e Intranet

e Online documents

e Other computer applications used in the job (e.g., documentation of

training, continuing education, competence assessment, etc.)

Safety

e Accident reporting

e Emergency preparedness

e Hazardous waste disposal

e Chemical hygiene program

e Infection control (universal precautions, bioterrorism, etc.)
e Radiation safety, where needed

Work processes and
procedures

e Processes in the path of workflow in which the employee works
e Procedures performed

Compliance [U.S. only]

e Medical necessity requirements
e Fraud and abuse reporting
e Health Insurance Portability and Accountability Act (HIPAA)

\



Training — a four stage process

1. Training needs identified Work processes & procedures for
which training is needed are identified

2. Training guides developed Identification & development of:
-Objectives
-methods &
- materials

3. Training is implemented Trainer are identified
Training is conducted

4. Training outcomes evaluated Training effectiveness is
evaluated(initial competence
assessment
Learner's experience is evaluated
Training is documented






Table 6. Training Guide Components

Training Guide Component

Function

Objectives States the expectations for the outcomes of the training event
Methods Describes the various means used to conduct the training
Materials Lists the materials and resources provided for the training event

Criteria to assess the effectiveness of
training

Describes the tools used to assess the effectiveness of training

Figure 3 provides an example of a form designed to capture information for a given training guide.

Training Guide
Document Number:

Training Guide for [insert title here]

Effective Date: mm/dd/yy

Objectives

Training Method

will be able to:

At the conclusion of the training event, the learner | Methods used in this training event include those

checked below:

[Lecture [Jpractice
DComputer-based []Self-assessment
[ISelf-study [JUnknowns
[]Observe demo [JOther:

Training Materials

Learner Evaluation

checked below:

[JProcess flowchart or table
[JWritten procedures and job aids
["]Operator’s manual

[Package inserts

[Lecture handout

[JSelf-study handout
DComputer program handout

[JVideotape(s)

[T 1Practice material

Materials used in this training event include those | Assessment of initial competence after this

training event will include those checked below:
[[JRecord review

[IDirect observation

[[ISpecially-provided materials

[CWritten quiz

[Joral quiz

\
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Trainer Responsibilities for [insert name of process here|

Objectives

As the trainer, you need to:

e organize the training event for success;

e communicate clearly;

e  provide accurate and complete information;

e immediately correct performance problems in a respectful manner; and
e provide opportunities for feedback.

Training Guide

Familiarize yourself with the contents of the training guide.

Methods and Materials

e Assemble the methods and materials for training (see the training guide for the methods and materials to
use).

e Prepare the following samples for demonstration and practice:
[List the numbers and types of practice samples here.]

e  Prepare the following unknowns for the evaluation exercise:
[List the numbers and types of unknown samples here.|

Learner Evaluation

Use the following tools to evaluate whether the learner has learned the material:

Unknowns: Provide and evaluate unknowns.

Written: Administer and score written evaluation.

Oral: Administer and score questions selected from question list.

DOCL: Observe the learner and document performance on the Direct Observation Checklist (DOCL).
Facility Name, Location Page 1 of 1

[filename and path]

Figure 4. Sample Form for Trainer Responsibilities (This example was contributed by the Provincial Laboratory
for Public Health Microbiology, Calgary and Edmonton, Alberta. Canada.)

\



Training Guide Effective Date: mm/dd/yy
Document Number:

Learner Responsibilities for |insert name of process here|

Objectives

At the conclusion of the training event, you must be able to:

explain the process and describe your role within the process;
perform the procedures in the correct sequence;

perform the procedures as written and without direct supervision; and
perform all required safety precautions.

Training Guide

Familiarize yourself with the contents of the training guide.

Methods and Materials

e  Complete any pre-required reading (as listed in the Training Guide).
—  processes

—  procedures

— references

— package inserts

— manuals, etc.

Observe any demonstrations.

Obtain practice material.

Perform standard operating procedures on practice material.

Do a self-assessment using the Direct Observation Checklist.

Learner Evaluation

To demonstrate that you have learned the material, you will be required to do one or more of the
following:

Perform unknowns, if applicable.

Perform the procedure(s) for the trainer who will follow on a Direct Observation Checklist.
Complete and pass the written quiz.

Answer any oral questions.

Obtain the trainer’s sign off on the training checklist.

Facility Name, L.ocation Page 1 of 1
[filename and path]

\ \\
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means to standardize the contents and delivery of training events. Table 9 describes the contents of the

training guide packet.

Table 9. Items to Include in the Training Guide Packet

Item Purpose
Completed training guide form | e Provides a description of training event for the learner
Instructions for the trainer e Provides information that allows the trainer to prepare for and
conduct the training event
Instructions for the learner e Provides information for the learner about how the training event
will be conducted
Training checklist e Provides a means to check off the processes and procedures for

which training took place

Direct observation checklist

Used by learner to self-evaluate after practicing the procedures
Used by the trainer to assess whether training has been successful
Used for periodic ongoing competence assessment to assure skills
have been retained

Used after remedial training to assure demonstration of required
skills

Written quiz or test e

Questions to assess knowledge of the process or procedure

Appendix A is an example of a completed training guide packet for setting up and operating the ABC

Analyzer.
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Written Assessment Form Effective Date: mm/dd/yy
Document Number:

Written Assessment for [insert name of process or procedure here|

Employee: Date:

Theory Question(s):
0y Al ekl 3 )50 SIS Ju (&S JES s (0 3e ] £ )50
Technique Question(s):

Cupd e iadae o8 4 ) (il ) JJL?j‘\—.\jg\%.

Interpretation Question(s):

1B (+28D) oad iy et sasian Jl z kA J S O5A S D) S

e < Ay 18 8
Problem Solving Question(s): = i %_ujsi
oﬁ@”}ﬁcdjm‘j\ Cjﬁamdﬁga‘}ui)\.mi@mﬁsﬁ‘)ya‘)d
TaS ) A As 0k Ja (s 2L

Number correct: Number incorrect:
Follow-up issues identified: [ IYes | [INo
Actions taken:
Reviewed by: | Date:
Facility Name, Location Page 1 of 1

[filename and path]

Figure 7. Sample Written Assessment Form (This example was adapted from Transfusion Service Manual of
Standard Operating Procedures, Training Guides, and Competence Assessment Tools. Bethesda, MD: American Association of
Blood Banks; 1996 (no longer available)).

16 An NCCLS global consensus guideline. ONCCLS. All rights reserved.




Direct Observation Checklist
Document Number: TR1103E/02

Effective Date: 01/01/03

Direct Observation Checklist for: ABC Analyzer Testing Process

Employee: Observed by:

Did the employee correctly and completely:

| 1. Perform the required daily maintenance? | XVYes | [[INo
| 2. Correctly perform and evaluate daily calibration? | XYes | [ INo
| 3. Correctly perform and evaluate the controls? | XYes | [INo
| 4. Generate an LIS Pending Log for the analyzer? | XYes | [INo |
| 5. Program patient samples into the analyzer? I XYes | [ INo
| 6. Load routine and stat racks onto the analyzer? I XVYes | [ INo
| 7. Evaluate patient test results before verifying in the LIS? [ XVYes | [[INo

8. [ AND SO ON...]

Last question: Follow all required safety precautions? [(yes [ INo

Number of times observed:

Competent to perform the procedure: XYes [INo

Signatures

Trainer: | Employee:

Date:

Remedial action taken:

Remedial action completed:

Date: | Trainer:

Facility Name, Location
[filename and path]

Page | of 1

A\



Employee:

Emp. ID# or SSN:

Evaluator:

Year

Health Dept: T e o
proved Test Complexity Level: () waived, () moderately complex
Criteria (Pass/Fail) Reviewer

Test Procedure

date | Initials

A B

C

D

E

Criteria: A= Specimen handling and processing

B = Test procedure

C = Quiality Control testing and recording
D = Results recording and interpretation

E = Instrument maintenance and function checks

F = Assessment of problem solving skills

G = Safety guidelines
H = Problem solving skills

Individual Competency Evaluation

date




Annual Site Competency Record

/passgd’F = failed, N/A Mrmed by-employee

Name: last, first Employee |A I |J
ID#

key | Test Manufacturer

A Doing QC in hematology

B Using guidelines

C Complete morphology report

D Abnormal cell identification

Instrument maintenance

“l=|T||T|m




Medical Lab Technician/Medical Technologist _—
W)Qeﬂghtsolutions.cm{;%kiﬂs Checklist —

Directions: Fillin the appropriate bubble or checkbox corresponding to each question.

1« No Experience (Instruction only, no hands on experience.)

2 - Minimal Experience (Have experience but has performed procedure infrequently. Minimal assistance needed.)

3 - Experienced (Competent to perform the procedure, task, or skill independently.)

4 - Proficient (Able to demonstrate, perform the task or skill proficiently without any assistance. Able to teach or instruct,)

Phlebotomy Experience

Venipuncture

S
®
®
&

Fingerstick @ @
Heel Stick 3 @
Pediatric @ @
Pipetting @ @
MLA Q @
To Deliver @ @
To Contain

Volumetric

Operations of Centrifuge

Knowledge of Tube Types & Uses: Anticoagulants
Calculation for Solution Prep: Molarity, Molality
Use of Balance (Weighing)

Basic Safety Guidelines: Gloves, Goggles, Masks
Communication Skills

Ability to Write Procedures

SOOCSCSCSSSSSSS
VRRPEREEEEEEEEEE®

WWLQWW@@@
SEEPEEEE®E®



Directions: Fillin the appropriate bubble or checkbox corresponding to each question.

1« No Experience (Instruction only, no hands on experience.)
2 - Minimal Experience (Have experience but has performed procedure infrequently. Minimal assistance needed.)
3 - Experienced (Competent to perform the procedure, task, or skill independently.)
4 - Proficient (Able to demonstrate, perform the task or skill proficiently without any assistance. Able to teach or instruct,)

Hematology Experience

CBC

Differntial

Reticulocyte Count
Platelet Count

Sickle Cell Prep
Eosinophil Count
Sedimentation Rate
Bleeding Time

PT and PTT

Fibrinogen

Factor Assays

Thrombin Time

Fibrin Split Products/FDP
Platelet Aggregation
Lee-White Clotting Time
Fetal Hemoglobin

Body Fluid Count
Special Stains (PAS, Peroxidase, Leukocyte, Aldaline Phosphatase)

S
®
@
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CO pHea|thALLIED HEALTH CLINICAL SKILLS CHECKLIST
Medical Technologist/Medical Laboratory Technician

FPlease list any limitations or comments you may have on a separate sheet

IDENTIFYING Last Name First name Middle name Previous Sumame
INFORMATION

REGISTRATION [ JASCP [JAMT [JASCLS [ ]Other If registered after Jan 1, 2004, expiration date:

ADDITIONAL [ ] Blood Banking ~ [_] Chemistry [ ] Hematology [ ] Microbiology ~ [] Laboratory Safety [] Laboratory Management
CERTIFICATIONS / : : .

QUALIFICATIONS (SBB) (SC) (SH) (SM) (SLS) (DLM)

LICENSES State License License Number: Exp. date: State License License Number: Exp. date:

List all states in
which you are or
have ever been
licensed andior
certified.

State License License Number: Exp. date: State License License Number: Exp. date:




Based on your last two years experience, please complete the following sections, and where indicated, use the rating scale provided.

PrACTICE SETTING | [] Hospital [ Independentlab ~ [] Reference lab
POPULATIONS o

Workep WiTH D Adults |:| Pediatrics D Neonates

CunicALSKiLLs | Please rate your skills in the areas below, using the following values:

Flease be aware
that this form
constitutes your
application to be
considered for
specific areas
and procedures
while on
assignments
through
CompHealth.

Be aware that
some facilities

Frequency | 1=Neverperformed 2 = Rarely performed 3 = Occasionally performed 4 = Reguilarly performed
Proficiency | 1=Noknowledge | 2= Theory only requires assistance) 3 = Experienced (may require assistance) 4 = Independent
Frequency Proficiency
Phlebotomy T2 ]3]4 1,213 4
Patient ID and test verification; bedside labeling OO0 O HijEREEgRn
Specimen Collection/Special Test Indications (light, temperature, timed fasting) HRREEREREN OO | d|d
Venipuncture — Routine draws 000 O Hijjugguggn
Difficult sticks HuR RN g o g
Requiring physician order (fot draw) 100 O O 00| 0




. y
Hematoloqy/Coaqulation

1

2 |3

4

1

2

3

4

Analyzer - General use; knowledge of controls and reference ranges

i

0

i

i

i

i

i

Whole blood/Serum (CBCs: PT/PTT: etz

]

i

]

]

i

i

]

Frequency 1 = Never performed

2 = Karely performed

3 = Occasionally performed

4 = Regularly performed

Proficiency | 1=»No knowledge | 2= Theory only (requires assistance)

3 = Experienced (may require assistance)

4 = Independent

Frequency Proficiency
Sedimentation rate O] 0] 0O L1 O | O | O
CBC Manual Differential HEEERENREN HigEEENgEn
Reticulocyte Count (If not automated) OO0 O] O O] O | O | O
Manual CSF and Body fluids: Cell count HEEEEEEREE LI O | O] O
Calculations for dilutions HEEEEREEEE L1 00| O O
Differential (if indicated) HEEEEREEEE L1 00| O O
Reporting of results (1) O] O] O O O O
Rapid tests (Sickle call fibrin spiit products/FOF) HEEEREEERE LI O O | O
Bleeding Time 1] O] O | O OO0
LE Cell Prep L1 O] O O Hijguggugppn
Occult Blood O] 0] 0O Hijguggugppn
Malarial Examination O] 0] 0O L1 O | O | O
Hematology/Coagulation:  Platelet Aggregation OO 404 O] O | O | O
Lee-White Clotting Time HEREREEREE O O | O | O
Factor Assays HEREEREREE OO | O | O




Interval

A. Newly hired personnel or a current staff member
who is learning a procedure for the first time must
demonstrate competency in accordance with the

following schedule:

Initial training and competency must be documented prior
to the reporting of any patient results.

Six months following the initial competency assessment.

Twelve months following the initial
Annually thereafter.

Whenever a new test method is ad
procedure is modified substantiall

COIIIPEteIlCY assessment.

ded or an existing
y, all testing

personnel must demonstrate com

betency in

performing the new (or altered) test procedures.



“Hematology =

Examiner's attitude: the attitude, motivation &
concentration of the examiner are key factors in
performance.

The qualification blood films:
All 7 leukocytes
At least a specimen with a small proportion of Nrbc
Slide with immature WBC

The qualification process: 1. blood cell identification, a
set of at least 50 photomicrograph(consensus slides),
criterion established for competency(usually 8o to 90%
correct identification)



Hematology, cont.

Examiners who achieve the requisite score in this
challenge move to the next qualification stage

2. Blood film differential



