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Drug Development Primer 
ONE-DAY COURSE

OV E RV I E W

Drug Development Primer is a one-day course concentrating on the FDA regulatory 
considerations required to successfully bring a drug to market in the US. Discussion points 
focus on biologic products. Numerous personal accounts illustrate the decision-making process 
biopharma’s use, giving you an overview of strategic development. 

Four takeaways:

1. Overview of the FDA regulatory process 

2. Introduction to drug development terminology and most used acronyms 

3. Familiarity with preclinical testing requirements 

4. Understanding of the clinical studies process 

CO U R S E  AG E N DA

Drug Development Overview 9:00–9:45
Success metrics and chances of success
Timelines and costs
Commercial considerations

Drug Discovery 9:45-10:45
Target identification
Potential targets: pharmacology

Target validation
Assay development and screening
Lead optimization
Case Study: Multiple Sclerosis

Break 10:45–11:00
continued
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The FDA Regulatory Process 11:00-12:00 
FDA mission and organization
PDUFA 
REMS and black box warning
FDA formal meetings with sponsors
Regulatory interactions and tools
Generics, biosimilars, orphan drugs
Regulatory compliance
Activity: Key Risk Factors 

Lunch 12:00-1:00

Preclinical Development 1:00–2:00
Preclinical trials
Preclinical testing
Initial new drug application 
New drug application 
Biologics license agreement

Break 2:00–2:15

Clinical Development 2:00–4:15
Ethical considerations
Investigator sites
Clinical protocols
Endpoint: clinical vs surrogate  
Study design considerations and choices: 

parallel, crossover, basket, umbrella, 
adaptive designs

Phase I
Pharmacokinetics and pharmacodynamics 

Phase IIA and IIB
Phase IIIA and IIIB
FDA approval process
Phase IV
Pharmacovigilance

Wrap-Up 4:15-4:30

PR I C I N G

Customized onsite training

• $11,000 for up to 24 participants

• Customization fee may apply

• Instructor travel expenses extra

Face-to-Face course

• $895 per person

• Click here to view current class dates

D E LI V E R A B LE S

• Drug Development Primer course workbook

• Course certificate

• WEEKLY e-newsletter subscription

https://courses.biotechprimer.com/facetoface?prog=28
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Drug Development Immersion
T WO -DAY COURSE

OV E RV I E W

Drug Development Immersion is a two-day, intensive course focused on the regulatory, 
commercial and scientific considerations required to bring a drug successfully to market. 
Discussion points feature both small molecule drugs and biologics. Numerous personal accounts 
and war stories are used to illustrate the decision-making process companies use, giving 
participants a working knowledge of strategic development. Learn what it takes to get a molecule 
from the bench into the marketplace by an industry expert.

Five takeaways:

1. Fluency in the terminology and acronyms of drug development

2. In-depth look at the FDA and EMA regulatory process

3. Understanding of the key issues related to manufacturing a product

4. Familiarity with preclinical testing requirements

5. Appreciation of different aspects of clinical studies and their design
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AG E N DA

DAY ONE 
Drug Development Overview 9:00-10:00
Success metrics 
Chances of success 
Timelines and costs 
Drug approvals: FDA and EMA 

Drugs Defined 10:00–10:45 
Categories of drugs 
Novel drugs 
Product and data exclusivity 
Biosimilars approval process: FDA and EMA 

Break 10:45-11:00

Drug Discovery 11:00-12:00 
Target identification 
Potential targets: pharmacology 
Target validation 
Assay development 
Screening 
Animal models 
Lead optimization 
Case Study: Multiple Sclerosis 

Lunch 12:00-1:00 

Strategic Development 1:00-2:15
Integrated development process 
Project teams 
Stage gates 
Draft label 
Therapeutic target profile 
Activity: Draft Label 

Break 2:15-2:30 

Regulatory Process 2:30-4:15 
US, Europe, Japan and China regulatory 
PDUFA, GDUFA, BsUFA 
Risk evaluation and mitigation strategy
Activity: Key Risk Factors 
FDA and EMA formal meetings with sponsors
Briefing packs
Special protocol assessment
Regulatory interactions and tools
Generics, biosimilars, orphan drugs
Regulatory compliance 

Wrap-Up 4:15-4:30

DAY TWO 
Product Design & Manufacturing  9:00-10:15 
Chemical manufacturing controls
Biomanufacturing overview 
Cell lines and cell bank development
Upstream and downstream bulk processing
Biologics formulation 
Biologics stability and analytical testing
Small molecule manufacturing overview
Small molecule formulation 
Label, package and distribution 

Break 10:15-10:30 

Preclinical Development 10:30–12:00
Preclinical development pre-IND and CTA
Mutagenicity testing 
Carcinogenicity testing 
Toxicology and safety pharmacology
Absorption, distribution, metabolism, 

excretion testing
Preclinical development post-IND and CTA 

continued
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Lunch 12:00–1:00 

Clinical Development 1:00–4:15 
Ethical considerations 
Clinical protocols 
Investigator sites 
Endpoints: clinical vs. surrogate 
Study design considerations
Parallel and crossover study design 
Basket and umbrella study design 
Adaptive design 
Phase I
Pharmacokinetics and pharmacodynamics

Phase IIA and IIB 
Phase IIIA and IIIB 
Study design and feasibility 
Study planning and start-up 
Study conduct and study closeout
Statistical considerations 
Activity: Coin Toss 
FDA and EU approval process 
Phase IV 
Drug safety 
Pharmacovigilance 

Wrap-Up 4:15–4:30

PR I C I N G

Customized onsite training

• $19,000 for up to 24 participants 

• Customization fee may apply

• Instructor travel expenses extra

Face-to-Face course

• $1625 per person

• Click here to view current class dates

D E LI V E R A B LE S

• Drug Development Immersion course workbook

• Course certificate

• WEEKLY e-newsletter subscription

WH AT  PE O PLE  A R E  S AY I N G  

“I learned a lot and the presenter was very engaging, informative, and confident. This was one of my 
favorite trainings I have attended throughout my 3 years here at AstraZeneca. It was great!”  
Clinical Project Coordinator

https://courses.biotechprimer.com/facetoface?prog=28
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Biopharma Commercialization 
Primer 
ONE-DAY COURSE

OV E RV I E W

Biopharma Commercialization Primer is focused on the major strategic considerations and 
tactics integral to successful commercialization within biopharma. Discussion points focus on 
practical concepts, applications, and tools that help participants effectively build and implement 
strategic plans to address the needs of multiple stakeholders in creation of reimbursable 
innovation.

Four takeaways:

1. Commercialization success factors and their value as a core, differentiating competency

2. Understanding of the product launch process 

3. Key issues, opportunities, and challenges of effective commercialization strategy and tactics

4. Compentiencies needed to build compelling and effective value-demonstration stories that 
help optimize reimbursement and market access
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AG E N DA

The Imperative for Strategic 
Commercialization 9:00-10:15

What it is and is not
Optimizing commercial value
Value of strategic commercialization 

Understanding the Science and Molecule: 
Foundation for Architecting the Brand  
10:15-12:00

Essence of the molecule
The target: disease and treatment dynamics
Developing the molecule: unmet need
Evidence vault
Foundation for value: target product profile

Lunch 12:00-1:00

Establishing Relevant Context: Power of 
Focused Market Segmentation 1:00-1:45

Insight-driven market research
Balance-of-power: SWOT assessment

Crafting the Value Story: Why Clinically 
Relevant Differentiation Matters  
1:45-3:00

Value: What and to whom? 
Brand equity moat
Health economics
Price vs. value
Value capture: Reimbursement strategy
Positioning
Our Story: Primary and Secondary Messaging

Break 3:00-3:15

Creating the Right Strategy: Building 
Competitive Advantage 3:15-3:45

Commercial drivers, levers and success factors
Market access 
Strategic contracting
Lifecycle management challenge
Integrated launch and brand team
Assessing and managing risk

Executing the Strategy Effectively and 
Efficiently 3:45-4:15

Major and supportive tactics
Performance tracking and metrics

Wrap-Up 4:15-4:30
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PR I C I N G

Customized onsite training

• $11,000 for up to 24 participants 

• Customization fee may apply

• Instructor travel expenses extra

Face-to-Face course

• $895 per person

• Click here to view current class dates

D E LI V E R A B LE S

• Biopharma Commercialization Primer course workbook

• Course certificate

• WEEKLY e-newsletter subscription

https://courses.biotechprimer.com/facetoface?prog=28
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Understanding 
Commercialization 
Within Biopharma
T WO -DAY COURSE

OV E RV I E W

Understanding Commercialization Within Biopharma is a two-day course that uses real 
world examples to explain both the big picture of strategic commercialization as well as the 
tactics necessary for a successful pharmaceutical launch. Discussion points focus on creation 
of the Therapeutic Target Profile (TPP), the power of market segmentation, crafting the value 
story, and building/sustaining competitive advantage. This course is for both scientists and 
non-scientists who need to better understand how therapeutics are successfully launched and 
commercialized.

Five Takeaways: 

1. Key success factors and their value as a core, differentiating competency

2. Commercialization “toolbox” that can be immediately and practically applied

3. Deep understanding of the product launch process 

4. Issues, opportunities, and challenges of effective commercialization strategy and tactics

5. Tools needed to build value-demonstration stories that help optimize reimbursement and 
market access
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AG E N DA

DAY ONE
The Imperative for Strategic 

Commercialization 9:00-10:30
What it is and is not
Optimizing commercial value
Value of strategic commercialization 

Break 10:30-10:45

Understanding the Science and Molecule: 
The Foundation for Architecting the 
Brand 10:45-12:00

Essence of the molecule
The target: disease and treatment dynamics
Developing the molecule: Unmet need
Evidence vault: preclinical and clinical results
Foundation for value: target product profile 

Lunch 12:00-1:00

Establishing the Relevant Context: 
The Power of Focused Market 
Segmentation 1:00-2:15

Insight-driven market research
Value cache: key market opportunities 
Balance-of-power: SWOT assessment
Market segmentation 
Existing/future competition

Break 2:15-2:30

Creation TPP: Group Integrative 
Exercise 2:30-3:15

Creation of TPP: Group Summaries  
3:20-4:00

Wrap-Up 4:00-4:30

DAY TWO
Crafting the Value Story:  Why Clinically 

Relevant Differentiation Matters 9:15-
10:30

Value: what and to whom? 
Health economics
Price vs value: reimbursement strategy
Positioning
Our story: primary and secondary messaging

Break 10:30-10:45

Creating the Right Strategy: Building 
Competitive Advantage  10:45-12:00

Commercial drivers, levers, and success 
factors

Market access and strategic contracting
Data: communicating and clinically relevant 

value
Lifecycle management challenge
Integrated launch and brand team
Assessing and managing risk

Lunch 12:00-1:00

Implementation: Executing the Strategy 
Effectively and Efficiently 1:00-2:15

Major supportive tactics
Performance tracking and metrics

Break 2:15-2:30

Molecule Positioning: Group Integrative 
Exercise 2:30-3:15

Molecule Positioning Group Summaries  
3:20-4:00

Wrap-Up 4:00-4:30
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PR I C I N G

Customized onsite training

• $18,000 for up to 24 participants 

• Customization fee may apply

• Instructor travel expenses extra

Face-to-Face course

• $1625 per person

• Click here to view current class dates

D E LI V E R A B LE S

• Understanding Commercialization course workbook

• Course certificate

• WEEKLY e-newsletter subscription

WH AT  PE O PLE  A R E  S AY I N G    

“The instructor tied concepts to real life examples.” Director, Marketing

“The material hit precisely the right level.” VP, Project Management

https://courses.biotechprimer.com/facetoface?prog=28
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Understanding Drug Pricing 
and Reimbursement 
ONE-DAY COURSE

OV E RV I E W

Understanding Drug Pricing and Reimbursement is a one-day course that examines 
the complexity of the US healthcare market. The relationships between drug manufacturers, 
government policy, insurers and patients are explained in detail giving participants a 
better understanding of drug use in America.Numerous topics are covered including 
pharmacoeconomics, the various methodologies of drug pricing and reimbursement strategies.

Four takeaways:

1. Familiarity with the types of information used to inform drug policy

2. Ability to apply different types of analysis used in determining drug prices

3. Appreciation of the role of the drug product lifestyle in drug pricing, marketing and 
reimbursement

4. Overview of the relationship between drug manufacturers, policy-makers, pharmacies, 
employers and patients.
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AG E N DA

Setting the Stage 9:00-10:00 
Preclinical development overview 
Clinical development overview 
Drug development statistics 
FDA adverse events reporting system 

Drug Placement Into Formularies  
10:00-11:15

Types of formulary systems 
Considerations and issues for placement 
Value proposition and drug price 
Medicare, Medicaid, private insurers 
Single payer markets 
Role of pharmacy benefits manager 
Manufacturer rebates 
Tiering systems 
Prior authorization 

Pharmacoepidemiology 11:15-12:15
Pharmacoepidemiology 
Individual and population drug safety 
Prospective drug utilization evaluation 
Retrospective drug utilization review 
Drug use research using commercial 

databases 

Lunch 12:15-1:00

Pharmacoeconomics 1:00-2:30 
Health economics 
Cost-of-illness analysis 
Drug use research using federal databases 
Evidence-based medicine 
Development of drug use guidelines 
Cost-minimization analysis 
Cost-benefit analysis 
Cost-effectiveness analysis 
Cost-utility analysis 
Quality of life evaluation 
Quality-adjusted life years 
Step therapy 
Patient adherence considerations 

Drug Pricing and Marketing  2:30-3:45 
Pricing strategies 
Brand and generic/biosimilar drugs 
Drug product life cycle 
Pricing surveys; pricing companies 
Economic complements and substitutes 
Specific buyers’ contracts (VA, 340b program) 
Price discrimination abilities 
Marketing strategies 
Patient assistance programs 
Role of direct-to-consumer advertising 

Activity: Start-Up CEO 3:45-4:30 

Wrap-Up 4:30-4:45
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PR I C I N G

Customized onsite training

• $11,000 for up to 24 participants 

• Customization fee may apply

• Instructor travel expenses extra

Face-to-Face course

• $895 per person

• Click here to view current class dates

D E LI V E R A B LE S

• Understanding Drug Pricing course workbook

• Course certificate

• WEEKLY e-newsletter subscription

https://courses.biotechprimer.com/facetoface?prog=28
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Drug Development Online Course
Learn anywhere, at your own pace. Designed for individuals, customized for organizations.

LE V E L S

Each online course is given a level to help individuals choose the appropriate course based on 
their background and needs. For all level 2 and 3 courses a suggested prerequisite will be given 
but is not mandatory to take.

Level 1:  For non-scientists new to biopharma and for those who need a refresher on the 
fundamental science driving the healthcare industry

Level 2: For Individuals who possess a general understanding of science fundamentals

Level 3: For individuals who have a good grasp of the science and biopharma industry

PR I C I N G

Each online course: $150

Bulk discount pricing:

Number of total courses Discount per course Price per course
21–100 30% $105

101–250 40% $90

251–500 50% $75

500 and up 70% $45

Want to place our online courses on your organization’s LMS? Contact Stacey Hawkins at 
410-377-4429 to discuss licensing. 

WH AT  PE O PLE  A R E  S AY I N G

“We have gotten great feedback about the Biotech Primer online courses that we have deployed to our 
teams at US Pharmacopeia!” - Marketing Executive
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The Drug Discovery Process 
6 0 -MINUTE ONLINE COURSE |  LE VEL 1

OV E RV I E W

The Drug Discovery Process explains the steps scientist’s take in the lab to discover new 
therapeutics. This process includes the four steps: target identification, target validation, and 
target testing. Learn how new drugs are discovered and optimized prior to being tested in 
preclinical and clinical trials.

Five takeaways:

1. Explain the various drug discovery strategies.

2. Define rational drug discovery and list the steps involved in this type of drug discovery.

3. Demonstrate how drug targets are identified Describe what the NIH will audit during a site 
visit.

4. Compare and contrast the characteristics of small molecule and large molecule (biologics) 
therapeutics.

5. Describe assays researcher’s use to screen targets and drug candidates.

AG E N DA

• Drug Discovery History explains the various drug delivery strategies, defines rational drug 
discovery, and lists the steps of rational drug discovery.

• Example of Drug Discovery gives a detailed example of how rational drug discovery is used to 
develop a cancer therapeutic.

• Target Identification demonstrates how drug targets are identified and explains how 
therapeutic options are influenced by the drug target.

• Target Validation compares and contrasts the characteristics of small molecule and large 
molecule (biologic) therapeutics and explains how drug candidates are validated.

• Testing the Target describes the assays researcher’s use to screen targets and discusses the 
process of assuring in vitro safety and efficacy of candidate drugs.
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Drug Approval, Manufacturing 
Quality and Regulation 
57-MINUTE ONLINE COURSE |  LE VEL 1

OV E RV I E W

Drug Approval, Manufacturing Quality and Regulation discusses the regulatory agencies 
involved in drug approval; the major steps required in preclinical and clinical testing; and post-
approval pharmacovigilance. The course concludes with an overview of good manufacturing 
practices which are crucial to the drug development process. Understand how a molecule goes 
from the lab to the clinic to the marketplace.

Five takeaways:

1. Discuss the guidelines regulatory agencies use to ensure a safe, effective and high-quality drug 
supply.

2. Understand the role of preclinical safety testing in the drug approval process.

3. Define pharmacokinetics and pharmacodynamics.

4. List the purpose, time cycle, and cost of each phase of clinical testing.

5. Explain the principles of good manufacturing practices and the various types of validation.

AG E N DA

• Regulatory Agencies and Compliance discusses the guidelines regulatory agencies use to 
ensure a safe, effective and high-quality drug supply.

• Preclinical Studies explains the why various tests are undertaken during preclinical studies.

• Pharmacokinetics and Pharmacodynamics looks at the role of pharmacokinetics and 
pharmacodynamics, which are integral to drug development.

• Clinical Development describes, in detail endpoints, purpose, time cycle and cost of each phase 
of clinical testing. This section also compares the various desirable FDA designations such as fast 
track, accelerated approval, and priority review which impacts a drugs time to market.

• Current Good Manufacturing Practices (cGMP) explains the principles of cGMP, a critical 
component to the drug development process. Also defined is the idea of “quality by design” as it 
relates to enhancing manufacturability.

• Validation describes the regulatory requirements for validation with regards to supplier, raw 
material, equipment, process, and testing.
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