
Time Monday, April 20 Time Tuesday, April 21 Time Wednesday, April 22 Time Thursday, April 23 Time Friday, April 24

Topic Basics/Time Courses Topic Steady State Topic Translation Topic Developmental Aspects Topic Challenges 

9:00 Introduction                                               
(Bernd Meibohm & Johan 
Gabrielsson)

9:00 Discussion of Intro to TMDD 
Homework (Johan 
Gabrielsson & Bernd 
Meibohm)

9:00 Discussion of TMDD Steady 
State Homework (Johan 
Gabrielsson & Bernd 
Meibohm)

9:00 Discussion of Biologics 
Scaling Homework (Johan 
Gabrielsson & Bernd 
Meibohm)

9:00 Discussion of Clinical 
Pharmacology Homework 
(Johan Gabrielsson & Bernd 
Meibohm)

9:15 Basic Pharmacokinetics of 
Proteins (Bernd Meibohm)

9:30 TMDD: Steady-state 
relationship of ligand, target 
and complex I (Johan 
Gabrielsson)

9:30 PKPD of Proteins in 
Pediatrics (Bernd Meibohm)

9:30 Early Development of 
Protein Therapeutics: PKPD 
Strategies (Doug Leipold)

9:30 Disease States & Covariates 
Modulating PKPD of Proteins 
(Bernd Meibohm)

9:45 Discussion 10:00 Discussion 10:00 Discussion 10:00 Discussion 10:00 Discussion 
10:00 Drug Disposition of 

Monoclonal Antibodies 
(Bernd Meibohm)

10:15 TMDD: Steady-state 
relationship of ligand, target 
and complex II (Johan 
Gabrielsson)

10:15 Projection of Human PK of 
Monoclonal Antibodies 
(Doug Leipold)

10:15 Nonclinical & Clinical Phar- 
macology Considerations for 
Designing FIH Trials (Sid 
Sukumaran)

10:15 Model-Based Decision 
Support in Development                          
(Stacey Tannenbaum)

10:30 Discussion 10:45 Discussion 10:45 Discussion 10:45 Discussion 10:45 Discussion 
10:45 Break 11:00 Break 11:00 Break 11:00 Break 11:00 Break
11:00 Basic Concepts of Target-

Mediated Drug Disposition I 
(Johan Gabrielsson)

11:15 Extravascular Administration 
of Proteins (Bernd 
Meibohm)

11:15 Strategies for First in Human 
Dose Selection of Protein 
Therapeutics (Vijay Upreti)

11:15 Clinical Pharmacology 
Challenges for Protein 
Therapeutics (Bernd 
Meibohm)

11:15 Immunogenicity: Impact on 
PK and PD (Bernd Meibohm)

11:30 Discussion 11:45 Discussion 11:45 Discussion 11:45 Discussion 11:45 Discussion 
11:45 Basic Concepts of Target-

Mediated Drug Disposition II 
(Johan Gabrielsson)

12:00 Case Study Discussion: 
Ticagrelor - antibody 
interaction (Johan 
Gabrielsson)

12:00 Clinical Pharmacology 
Strategies for Antibody Drug 
Conjugates and Bispecific T-
cell Engagers (Vijay Upreti)

12:00 Evaluation of Drug-Drug 
Interactions of Therapeutic 
Proteins (Bernd Meibohm)

12:00 Challenges in 
Immunogenicity Bioanalysis 
(Gopi Shankar)

12:15 Discussion 12:30 Discussion 12:30 Discussion 12:30 Discussion 12:30 Discussion 

12:45 TMDD Feasibility Exercise 
(Johan Gabrielsson & Bernd 
Meibohm)

13:00 TMDD Steady State 
Homework (Johan 
Gabrielsson & Bernd 
Meibohm)

13:00 Expression for effect-
duration, importance of free 
analytes & feedback (Johan 
Gabrielsson)

13:00 Design, Delivery, and 
Development of Bispecific 
Antibody Formats (Sid 
Sukumaran)

13:00 Clinical Immunogenicity & 
Reporting (Gopi Shankar)

13:30 Discussion 13:30 Discussion 13:30 Discussion 13:30 Discussion 13:30 Discussion 
13:45 Intro to TMDD Homework 

(Johan Gabrielsson & Bernd 
Meibohm)

13:45 Residual Questions 13:45 Biologics Scaling Homework 
(Johan Gabrielsson & Bernd 
Meibohm)

13:45 Clinical Pharmacology 
Homework (Johan 
Gabrielsson & Bernd 
Meibohm)

13:45 Wrap up (Johan Gabrielsson 
& Bernd Meibohm)

14:00 End Day 1 14:00 End Day 2 14:00 End Day 3 14:00 End Day 4 14:00 End Day 5

12:45
BreakBreak

12:30
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