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“Prosecutors, in short, should 
examine whether the 
compliance program is being 
disseminated to, and 
understood by, employees in 
practice in order to decide 
whether the compliance 
program is truly effective.”
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What is the purpose of 
Compliance Training?
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Desirable 
Behaviors

Undesirable 
Behaviors
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Training Guidance from the DOJ

▪ Needs analysis (Who and what should be trained?)

▪ Tailoring by role (functional and level)

▪ Appropriate format and language for audience 

▪ Inclusion of lessons learned from prior incidents

▪ Process for asking training follow-up questions

▪ Measuring effectiveness (Testing-Remediation-Impact)
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The ADDIE Model

A D D I E

Analysis

Design

Development

Implementation

Evaluation
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Training Needs Analysis: Two Types 

Planning

▪ Forward looking

▪ Broad-based

▪ Applied to annual 

compliance training plan

Diagnostic

▪ Issue-focused

▪ Based on data

▪ Targeted toward specific 

problems/performance
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Training Needs Analysis: Inputs
INPUTS PLANNING DIAGNOSTIC

Helpline/Hotline data X X

Monitoring and auditing X X

Formal risk analysis X

Input from the business X X

Performance reviews X

LMS and testing data X X

Surveys X X

Focus groups X X
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Annual Training Plan

▪ Start with risk and frequency

▪ Focus on rules and principles

▪ Be strategic and tactical

▪ Make it function-specific

▪ Make it level-specific (including 

leaders)

▪ Include leader training

▪ Consider delivery methods
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Annual Training Plan Example
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Diagnostic Needs Analysis:
Factors that Drive Behavior
▪ Incentives and consequences

▪ Workplace barriers

▪ Personal motivation

▪ Clarity/lack of clarity on policy or 

procedure

▪ Communication of expectations

▪ Tools and resources available

▪ Knowledge and skill level



20th Annual Pharmaceutical and Medical Device Compliance Congress
November 7, 201915

Biopharma and Biotech Corporate Compliance Summit

February 17, 2021

Calibrate Your Compliance Training: A Practical Framework

June 15, 2021

Diagnostic Needs Analysis:
Is it a training issue?

Does the target audience have the 

knowledge and skill to perform?

If they do, it is not a training need.
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The ADDIE Model

A D D I E

Analysis

Design

Development

Implementation
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Training Guidance from the DOJ

▪ Needs analysis (Who and what should be trained?)

▪ Tailoring by role (functional and level)

▪ Appropriate format and language for audience 

▪ Inclusion of lessons learned from prior incidents

▪ Process for asking training follow-up questions

▪ Measuring effectiveness (Testing-Remediation-Impact)
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ONE SIZE DOES NOT FIT ALLTAILOR BY ROLE
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Sales Rep Position Risk
RESPONSIBILITIES

Develops business plan for assigned territory that is consistent with sales 

plans, strategies and objectives.

Conducts quality sales presentations to all targeted customers.

Understands and demonstrates targeting principles.

Leverages sample programs, literature and other items to ensure physician 

awareness of products.

Differentiates products from all competitors and responds to customer 

issues confidentially and appropriately.
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Sales Rep Position: Lower Risk
RESPONSIBILITIES

Develops business plan for assigned territory that is consistent with 

sales plans, strategies and objectives.

Conducts quality sales presentations to all targeted customers.

Understands and demonstrates targeting principles.

Leverages sample programs, literature and other items to ensure physician 

awareness of products.

Differentiates products from all competitors and responds to customer 

issues confidentially and appropriately.
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Sales Rep Position: Higher Risk
RESPONSIBILITIES

Develops business plan for assigned territory that is consistent with sales 

plans, strategies and objectives.

Conducts quality sales presentations to all targeted customers.

Understands and demonstrates targeting principles.

Leverages sample programs, literature and other items to ensure 

physician awareness of products.

Differentiates products from all competitors and responds to customer 

issues confidentially and appropriately.
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Ebbinghaus Forgetting Curve
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Training 
Portfolio 

Model
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Core 

Training

Performance 

Support

Reinforcement

eLearning

Live Training

Workshops

Read-and-sign

Assessments

Foundational 
Guidance 

Games

Microlearning

Digital Banners 

Emails

Video

Assessments 

Infographics

Reference Guides/App

Video

Just-in-time 
Support

Risk-focused 
Training
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Training Design Guidance
▪ Make it role-specific

▪ Focus on objectives

▪ Remember KISS (“Keep it short and simple.”)

▪ Use plain language

▪ Include scenarios/case studies

▪ Supply to real-world examples

▪ Consider the “point-of-need”

▪ Include contact information in all training

▪ Translate wherever necessary
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Case Study: 
Vertex Code of Conduct 
Training
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Vertex Code of Conduct Training: Before
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Vertex Code of Conduct Training: After

CEO video for New Hires

Read & Understand

Link to PDF document
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Infographics in OBIE OnDemand App

OBIE@vrtx.com

OBIE Liaisons

Intranet

Goal: Transform 3-part, 215-minute training using modern approaches 

Broke up the 21 parts - library

Individual 5-minute videos

Deploy topics as needed

Code of Conduct annual refresher
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Management and Leadership Training

Core Leader
Focus: Understanding risk; 
tactical execution

▪ Auditing and monitoring

▪ Encouraging speak-up 
culture

▪ Compliance coaching for 
their team

▪ Applying R.E.A.L 
framework

Senior Leader (VP+)
Focus: Managing risk; strategic 
execution; risk tolerance

▪ Culture and tone-setting 
(R.E.A.L framework)

▪ Competition

▪ Cross-border interactions

▪ Third party risk

▪ Deceptive practices
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Samples
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Microlearning Reinforcement
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Games
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Infographics/Quick Reference
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Posters
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Video



20th Annual Pharmaceutical and Medical Device Compliance Congress
November 7, 201940

Biopharma and Biotech Corporate Compliance Summit

February 17, 2021

Calibrate Your Compliance Training: A Practical Framework

June 15, 2021

HTML Email Blasts
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Digital Banners
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The ADDIE Model

A D D I E

Analysis

Design

Development

Implementation

Evaluation
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Evaluation
REACTION LEARNING

RESULTS
BEHAVIOR
CHANGE

The 

Kirkpatrick 

Model

1 2

4 3
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Possible Evaluation Approaches

Approach Level 1 Level 2 Level 3 Level 4

Digital surveys X

Focus groups X X

Formal assessment X

Baseline and post-training monitoring X X

Helpline/hotline metrics X X

Compliance email metrics X X
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Digital Surveys

GUIDANCE BENEFITS CHALLENGES

▪ 7-10 questions

▪ Make questions learner-centered using 

“I”, “me”, and “my” statements

▪ Ask perceptions of knowledge gains 

▪ Be specific

▪ Use consistent and specific rating scale

▪ Allow open-ended comments as 

follow up for specific questions

▪ Position as an approach to help target 

future compliance training

▪ Efficient to produce and 

administer

▪ Enables metrics

▪ Anonymity

▪ Perceptions only

▪ Subjective measure 

▪ Response rate
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Survey Question Examples

Question
Strongly 

disagree
Disagree Neutral Agree

Strongly 

agree

I will be able to apply the skills and knowledge 

learned during this training in my role.
1 2 3 4 5

This course increased my knowledge of the 

policies in the Business Conduct Manual.
1 2 3 4 5

This course increased my knowledge of the 

principles that apply to interactions involving 

Commercial and non-Commercial personnel.

1 2 3 4 5
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Focus Groups

GUIDANCE BENEFITS CHALLENGES

▪ Ask pre- and post-training levels 

perceptions

▪ Be topic-specific

▪ Use rating scale, if practical

▪ Possible include informal quizzes on 

subject matter (can use gaming 

approach)

▪ Ask follow up questions

▪ Position as an approach to help target 

future compliance training

▪ Natural give-and-take

▪ Opportunity for questions 

and discussion (two-way)

▪ Relatively easy to 

implement

▪ Subjective perceptions 

only

▪ Not anonymous 

▪ Subject to group think
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Focus Group Questions Example
General Questions

▪ What was the most valuable information you learned from the training?

▪ How would you recommend improving the training?

▪ What topics or situations would you like to see addressed in future training?

Content-specific Questions

▪ When is it permissible to make comparative statements about products?

▪ An HCP’s office asks you to contact someone at EASE to find out the status of a patient’s request. 

▪ Are you allowed to do that? 

▪ Why or why not?

▪ Exelixis’ Twitter account tweets a picture of Exelixis employees participating in a volunteer event. 

▪ Can you retweet that post on your personal Twitter account?

▪ Why or why not?
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Assessment

GUIDANCE BENEFITS CHALLENGES

▪ Best using pre- and post-training 

assessments

▪ Validate questions, if possible

▪ Administer outside of LMS to enable 

question-level understanding of 

results

▪ Administer one week+ after training

▪ Position as an approach to help target 

future compliance training

▪ Efficient to produce and 

administer

▪ Provides an objective 

measure

▪ There may be trepidation 

on the part of learners

▪ Only measures long-term 

knowledge retention if 

issued repeatedly over 

time

▪ Possibility of answer 

sharing, a.k.a. cheating
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Monitoring

GUIDANCE BENEFITS CHALLENGES

▪ Train observers/monitors

▪ Best to incorporate naturally, e.g., into 

ride-alongs

▪ Ensure common understanding of 

evaluation rubric(s) across observers

▪ Position as an approach to help target 

future compliance training

▪ Provides a clearer view of 

behavior change

▪ Opportunity for questions 

and discussion (two-way)

▪ Need to avoid 

“compliance cop” 

perception

▪ Must have solid and well-

understood rubric

▪ Time consuming for 

observers 

▪ Possibility of “cheating”
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Q&A
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