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2022 SILVER BRANDON HALL EXCELLENCE AWARD — BEST
ADVANCE IN COMPETENCIES AND SKILL DEVELOPMENT

A global pharmaceutical company with 11 industrial sites, five research and
development sites, and 16,000 employees engaged Innovative Learning Group
(ILG) to
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As with many pharmaceutical companies, Quality Control’s training centered around reading

numerous, complex Standard Operating Procedures (SOPs) and participating in lengthy on-the-job

training (OJT). In addition, analysts were trained on all knowledge and skills required to perform a

test, even if they had learned these skills when trained on earlier tests. As a result, time to qualify to

independently perform a single QC test exceeded five weeks.

SOLUTION

A “Quality Control CBL initiative” was created to define the core and test-specific competencies needed
to perform each QC test globally, and then to build the necessary learning solutions.
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A STUDY IN SUCCESS

Competency Library and Profiles

The foundation of the Company’'s CBL program is a competency library. To develop the division’s
library, ILG conducted focus groups and interviews with model-performer analysts from Company

sites across its network. Separate focus groups were conducted with the major functional areas within
QC (e.g., Immunochemistry, Microbiology, Chemistry). The focus groups gathered data on the critical
tasks, knowledge, and skills required to perform each test in each functional area. ILG captured this
data in a Knowledge and Skills by Test matrix. Next, the ILG team mapped all knowledge and skills to
competencies: competency definitions were either leveraged from the competency library created by
the Specialty Care division of the Company or created from scratch based on the data in the Knowledge
and Skills by Test matrix. The result was the Competency Library.

The Company’'s Competency Library consists of all those core competencies and test-specific
competencies needed by analysts (Figure 1). Competencies are defined at three learning levels in the
CBL program: Foundational, Working Knowledge, and Application. For many competencies, the learner
must achieve all three learning levels. Some competencies may need only the Foundational and/or
Working Knowledge levels.
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Testing (Method Execution)

ELISA

Demonstrates understanding
of ELISA analysis in the
context of

manufacturing and Quality
Control, including technology,
principles, stakeholders, and
impact of results on
production and product

Explains what ELISA analysis
is what ittests, and its
purpose in the context of
manufacturing and

Quality Control. Lists
applicable assays

Explains the impact of ELISA
analysis results on production
and preduct. Describes ELISA
analysis assays and
processes including whatis
being detected, technology,
samples, schedules, and
documentation. Interprets
ELISA assay results,
comparing results to validity
criteria. Identifies out-of-
specification results.

Performs one or more ELISA
analysis assays, including
qualifying equipment,
performing the steps perthe
S0P, generating results, and
comparing results to validity
criteria, documentation, and
logging of results
Communicates results in a
timely manner to inform
production progress
Performs basic

FIGURE 1: COMPETENCY DEFINITION FOR THE ELISA (ENZYME-LINKED IMMUNOSORBENT ASSAY) TEST

With the competencies defined, ILG then developed competency profiles for each QC test. A key

characteristic of the Company’s CBL program is that the competency profiles are organized by test, not
by role. The profiles identify the competencies required to perform the test and the learning levels that
must be achieved.

Pilot Course Development

Initial delivery of the CBL program was a pilot at the company’s Toronto site. The pilot focused on
training analysts on the ELISA test's core and test-specific competencies.

The learning solutions created for a competency are a blend of e-learning (for Foundational and
Working Knowledge levels — Figure 2) and redesigned OJTs (for Application). Conceptual content is the
focus of the e-learnings. The OJTs then focus on building skills.
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A STUDY IN SUCCESS

KEY TERMS
PERFORMING AN ELISA
- Select each type of ELISA to learn more.

ANALYTE
The specific Antigen or Antibody
being detected or measured. k For fluorescence ELISA,
5 the plates are opaque §

FIGURE 2: SAMPLE SCREENS FROM FOUNDATIONAL AND WORKING KNOWLEDGE COURSES

Learning Checklist: Perform Adsorption ELISA The CBL OJTs use the division’s Observe-

Assist-perform model of training, with

Treiner: Train the leamer on how to perform the competency and/or test, following some Changes. In CBL, the Observe and
the identified SOP as applicable. As you work through Phases 1, 2, and 3 of the
training process, be sure the Steps to Perform (below) are demonsirated comrectly. ASSiSt phases are eliminated When an
Derr tration of Competency/Qualification: Learner independently and cormrectly
performs the competency and/or test, following the idenfified SOP, under the analyst is lea rning a second test within the
supervision of a qualified trainer.
| same test type; only Perform is required.

In addition, as Figure 3 shows, each Step

1. Don the appropriate PPE per the test method SOP and Safety Data Sheets for safe
sl e £ IR ST to Perform in the OJT includes “why” of the
Why: Te ensure all safety protocols are being followed during reagent preparation.

step, to reinforce proper performance.
2. Gather the materials and equipment for training on performing Adsorption ELISA.

Why: Collecting all necessary materials and equipment at the start avoids delays.

3. Prepare/coat microfiter plates.

Why: Microtiter plates need to be prepared with antigen or antibody before
performing an ELISA.

FIGURE 3: SAMPLE SECTION OF OJT CHECKLIST

CBL Global Implementation

While the pilot was being conducted and evaluated, global implementation of the CBL program was put
into motion. The CBL solutions were translated into French, Spanish, and Chinese. The GMP Education
Center of Excellence and ILG developed a curriculum-building tool to aid the sites in creating test-
specific curricula in their training delivery platforms. This tool, the Quality Control Competencies by
Test Matrix, identifies for each QC test the competencies, competency profiles, and course information
the sites will need to build their curricula. Further, a newly-created video walks site training personnel

through the tool and how to use it.
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Effectiveness Check

An effectiveness check (evaluation) was conducted at the Toronto site six months after the start of the
pilot. The effectiveness check gathered data on four Key Performance Indicators (KPIs):

= Time to qualification
= Effectiveness of the content (the content enabled correct performance)
= Learner preparation for the OJT (how well-prepared analysts came to the OJT)

= Training validity (level of errors in testing after qualification)

To conduct the effectiveness check, ILG gathered both baseline (pre-CBL) and pilot (CBL) data from the
learning management system, a survey, and interviews.

RESULTS

The design of the CBL program has met the initiative’s and organization’s goals. Analysts are better
prepared for the OJT and are qualified more quickly. The CBL program also delivers at least the same
level of effective performance as under the old system.

Beyond quantitative results, the results also show that learners, trainers, and the learners’ managers
all like the CBL program. Everyone can focus more on their core quality control testing responsibilities.
In addition, since CBL is harmonized across sites, it is easier for analysts to transfer within and across
sites. This helps analysts move along desired development paths, and managers are able to respond
agilely to any changes to the testing workload.

The GMP Education Center of Excellence and ILG team continue to develop CBL solutions for the
Quality Control audience. In addition, the pilot's success has created interest in widening the use of CBL
at the Company beyond Quality Control and perhaps beyond the division.

To learn more about how Innovative Learning Group can create custom learning solutions to help
improve business results, contact us at info@innovativeLG.com.

A performance-first learning company,
Innovative Learning Group, Inc. creates custom training and tools that help employees of Fortune

1000 companies do their jobs more effectively. Headquartered in Troy, Michigan, ILG is a privately

held, certified Women's Business Enterprise founded in 2004 by CEO Lisa Toenniges.
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