Intermediate Pharmacometrics Course
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Outline of Intermediate Course

The Intermediate course taught knowledge and skills performing population
pharmacokinetic and pharmacodynamic analyses. The course included lectures,
individual hands-on training using laptop computer and small group discussion.

The learning objectives of this course included::

- Basic concept of population analysis

- Workflow shown in “Draft Guideline for Population Pharmacokinetic and
Pharmacodynamic Analyses” issued by MHLW

- Hands-on training: Model building of population pharmacokinetics

- Hands-on training: Model building of population PK/PD

- Hands-on training: Model evaluation

- How to write an analysis report

Hands-on subject #1: Antihypertensive drug
Software: Phoenix NLME version 7
Tasks:

Population pharmacokinetic structural model
Covariate modeling

PK/PD model describing blood pressure
Bootstrap evaluation

Visual predictive check (VPC)

Small group discussion

otk Wi

Hands-on subject #2: Uric acid lowering drug
Software: Phoenix NLME version 7
Tasks:

Population pharmacokinetic structural model

Covariate modeling

PK/PD model describing uric acid levels in blood

Bootstrap evaluation

Visual predictive check (VPC)

Simulations for searching an optimal dosing method to reach target level of uric acid
Small group discussion

© NSk W=

Presentation followed by whole group discussion
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First Intermediate Pharmacometrics Course
April 20th Thursday, 21st Friday, 22nd Saturday, 2017

Theme: Population Pharmacokinetics and Pharmacodynamics
Number of Course Students: 24
Undergraduate students/Post-graduate students: 2
Health care providers (Medical doctors, Pharmacists): 1
Governmental Employees or Regulatory Authority: 2
Employees of Pharmaceutical Industries: 13
Others (CRO etc): 6
Tutors: Yusuke Tanigawara, Hidefumi Kasai, Naomi Nagai, Takashi Amisaki, Takanori Ogawa,
Jun Chimura
Venue: Life Innovation Center (LiC) 4F

3-25-22 Tonomachi, Kawasaki-ku, Kawasaki City, Kanagawa

Course Program

Day 1

10:00 Opening

10:15  Lecture: Basic Knowledge on population pharmacokinetics
11:00 Hands-on 1: Data visualization

12:00 Lunch

13:00  Self-introduction by all attendees

13:15 Hands-on 2: PPK modeling (structural model)

15:00 Break

15:30 Hands-on 3: PPK modeling (inter- and intra-individual variability models)
17:00 Endofday 1

Day 2

10:00 Hands-on 4: PPK modeling (Covariate
model)

12:00  Lunch

13:00  Lecture: Model evaluation/qualification
13:30  Hands-on 5-1: Visual Predictive Check

14:00  Lecture: How to write an analysis

report

14:30 Break
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15:00
15:30
16:30
17:00
18:30

Day 3
10:00
10:30
12:00
13:00
14:00
15:30
15:45

16:45
17:00

Lecture: Basic knowledge on population PK/PD analysis
Hands-on 6: Population PK/PD analysis
Hands-on 5-2: Bootstrap

Networking

End of day 2

Hands-on: Bootstrap (continued)

Group work 1: Population PK analysis
Lunch

Presentation and Discussion: Population PK analysis
Group work 2: Population PK/PD analysis

Break

Presentation and Discussion: Population PK/PD analysis
Writing a report (as homework)

Closing remarks, Certificate, Group photo

Adjourn
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2nd Intermediate Pharmacometrics Course
January 25th Thursday, 26th Friday, 27th Saturday, 2018

Theme: Population Pharmacokinetics and Pharmacodynamics

Number of Course Students: 24
Undergraduate students/Post-graduate students: 2
University faculty staff: 1
Health care providers (Medical doctors, Pharmacists): 3
Governmental Employees or Regulatory Authority: 2
Employees of Pharmaceutical Industries: 16
Others (CRO etc): 0

Tutors: Yusuke Tanigawara, Hidefumi Kasai, Naomi Nagai, Takashi Amisaki, Takanori Ogawa,
Jun Chimura

Venue: Johnson & Johnson, Tokyo Science Center

3-25-19 Tonomachi, Kawasaki-ku, Kawasaki City, Kanagawa

Course Program

Day 1

10:00  Opening

10:15  Lecture: Basic Knowledge on population pharmacokinetics
11:00 Hands-on 1: Data visualization

12:00 Lunch

13:00  Self-introduction by all attendees

13:15  Hands-on 2: PPK modeling (structural model)

15:00 Break

15:30  Hands-on 3: PPK modeling (inter- and intra-individual variability models)
17:00 Endofday1

Day 2
10:00 Hands-on 4: PPK modeling (Covariate model)
12:00  Lunch

13:00  Lecture: Model evaluation/qualification

13:30  Hands-on 5-1: Visual Predictive Check

14:00 Lecture: How to write an analysis report

14:30  Break

15:00  Lecture: Basic knowledge on population PK/PD analysis
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15:30
16:30
17:00
18:30

Day 3
10:00
10:30
12:00
13:00
14:00
15:30
15:45

16:45
17:00

Hands-on 6: Population PK/PD analysis
Hands-on 5-2: Bootstrap
Networking

End of day 2

Hands-on: Bootstrap (continued)

Group work 1: Population PK analysis

Lunch

Presentation and Discussion: Population PK analysis
Group work 2: Population PK/PD analysis

Break

Presentation and Discussion: Population PK/PD analysis
Writing a report (as homework)

Closing remarks, Certificate, Group photo

Adjourn
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