
Course Outline

Topic

 

Critical Learning Run Time 
(mins)

Module 1: The Drug 
Development Process: 
Opening the Black Box

Learning the “players,” the terminology, the processes, and the 
controls for Drug discovery, preclinical testing, Phase 1, 2, 3, (4), IND, 
NDA, generics, RX-OTC transition, Real World Experience/Real 
World Data, CROs, SMOs

39:41

Module 2: The Evolution 
of Drug Regulation

Pure Food and Drug Act, Food Drug, and Cosmetic Act, Kefauver-
Harris
Amendment, International Committee on Harmonization, The ethical 
underpinning for research in humans, Food and Drug Omnibus 
Reform Act (FDORA)

16:13

Module 3: Physicians As 
Clinical Trial 
Investigators

Introduction to Good Clinical Practices Regulations, Form 1572 
Investigator Responsibilities

40.21

Module 4: Clinical trial 
investigator selection

Properly placing studies with appropriate investigators, sub-, 
associate Investigators, Includes Case Study: Too Many Cooks

16:59

Module 5: Evolution of 
patient participation

Mistrust, history of abuse, slavery, Nuremberg, The “Tuskegee Study,” 
Prisoners,
The Belmont Report, Drug Snapshots, Clinical trial diversity guidance, 
Ethics and human subject protection, Jesse Gelsinger

25:02

Module 6: Patient 
recruitment and 
retention

Self-referrals, use of social media, advertising, patient compensation, 
value proposition, community involvement

32:22

Module 6A: Diversity 
Equity and Inclusion

Recruiting with Diversity, Equity and Inclusion in mind 11:27

Module 6B: Recruiting 
by Race/Ethnicity

Case study involving diversity 17:03

Module 6C: Case Study 
of the Trusting Patient

Case Study for Patient Recruitment and Retention 7:53

Module 7: The Informed 
Consent Process

A process and not an event, consent withdrawal, who can give 
consent

41:03

7A: Case Study of the 
Frozen Feet

Consent Matters, Swollen feet dilemma case study 14:36

7B: Habla Espanol Case Study for Informed Consent Process and the language barrier 9:38

Module 8: Institutional 
Review Board (IRB)

IRB responsibilities, managing the relationship 9:37

8A: IRB Case Study From the Casebook of Clinical Research Training for Physicians: 
Case of the Fussy IRB

26:06

Module 9: The Business 
of Clinical trials

The clinical trials business, contract management, evaluating trials for 
your participation and proper compensation

21:45



Module 9A: Case Study: 
Whose Line Is It 
Anyway?

Case Study for the Business of Clinical Research 9:22

Module 10:  Managing 
Adverse Events

Characterizing adverse lab events and clinical significance 62:55

Module 11: Scientific 
Issues that Impact 
Clinical Research

Design concepts, publication, Physician/investigator roles and 
responsibilities in clinical trial environment

49:10

Module 12: Surviving an 
FDA Audit

Investigator responsibilities, FDA Inspection, Form 483, what 
constitutes scientific misconduct?

46:04

12A: Case Study of the 
Investigator’s request

The Investigator’s Request Case Study 3:25

Module 13: Principal 
Investigator (PI) 
Oversite in Action, start 
up to closeout

Day in the life of a Principal Investigator from SIV visits to study 
closeout

17:47

Module 13A: Close Out 
Process Including After-
Study Obligations

Database lock, final clean up, final monitoring visit, drug 
reconciliation, documentation, updating financial disclosure forms for 
the next year, publications

15:15


