Module 1: Trial Design and Execution
*Schedule may change as needed.
**This schedule is an overview. For specific details, see your Canvas course.

Week

Topic(s)

Intro to Clinical
Research/Overview of Clinical
Research Methods

Types of Trial Designs

Protocol Development |

Protocol Development Il

Drug Development Designs

Drug Development Process

Basic Pharmacology | & Il

Basic Pharmacology Il
Basic Pharmacology IV
FDA Regulation in Academic
Studies

Product Commercialization

Course Schedule Overview

Date
*4:00 PM ET

Wed, Aug 27"

No Live Class - Watch
Recorded Lectures
Wed, Sept 3™
Attend Live Class
Mon, Sept 8t
No Live Class - Watch
Recorded Lectures

Wed, Sept 10"
Attend Live Class

Mon, Sept 15t
No Live Class - Watch
Recorded Lectures
Wed, Sept 17t
Attend Live Class
Mon, Sept 22"
No Live Class - Watch
Recorded Lectures
Wed, Sept 24t
No Live Class - Watch
Recorded Lectures
Mon, Sept 29t
No Live Class - Watch
Recorded Lectures
Wed, Oct 1st
No Live Class - Watch
Recorded Lectures
Mon, Oct 6t
No Live Class - Watch
Recorded Lectures
Wed, Oct 8t
Attend Live Class

To Do

Review “Week 0” content in Canvas

Post questions/comments in Canvas Discussion board
to prep for live session.

Engage in class discussion

Post questions/comments in Canvas Discussion board
to prep for live session.

Engage in class discussion.

Knowledge Check: Research Methods & Protocol
Development

Engage in class discussion.

Knowledge Check: Drug Development & Trial Design

Knowledge Check: Pharmacology | & I

Knowledge Check: Pharmacology IlI

Knowledge Check: Pharmacology IV

Knowledge Check: FDA Regulation in Academic
Studies

Engage in class discussion.

DUE *11:59PM

ET unless noted

08/27

09/02

Class time

09/09

Class time

09/16

Class time

09/23

09/28

09/30

10/5

10/7

Class time



Module 2: Regulatory and Funding Environment for Clinical Trials

*Group Meetings Note: Students should review content asynchronously prior to the group meeting. If the students in the group agree, you may reschedule this time to another
time, provided you give yourselves enough time to collaborate on the assignment which will be due by the date and time listed below. Students should make their own virtual
space to meet with their group.

**Schedule may change as needed.

***Students who fail to attend sessions in which they are meant to present will lose points for their presentation.

****Groups may work ahead if desired, and it is agreed upon

Date Due *11:59PM
Week Topic(s To Do
pics) *4:00 PM ET ET unless noted
Introduction to Human Subjects Mon, Oct 13t Submit: Human Subjects Case Studies (post slides to 10/13
Protections Group Meeting discussion board)
7
. . . W 1 th
Case Studies in Human Subjects s2h O.Ct > Group presentations during class session. Class time
Protections Attend Live Class
th
) ) G'\:I::’ :::;?n Submit: Case studies - Trial Execution Prep (post slides 10/20
Trial Execution: Study Start-Up, h z d " . and recorded presentation to discussion board)
g Enrollment, Study Close-Out | Watch Recorded Lectures Prior
nd
Case Studies in Trial Execution il O_Ct 22 Lecturer: Laura Fluharty .
antendlfivel€lgss Engage with peer presentations live GEESING
*Sections 401 & 402 combined gag peerp '
Mon, Oct 27t In preparation for Week 12: Search Clinical Trial
No Groupwork - Watch Protocol Database. Each individual student should Initial Post: 10/27
Clinical Trial Protocol Database Recorded Lectures post their selection to the Canvas discussion board.
9
Mobile App Technology Wed, Oct 29* Lecturer: Nalaka Gooneratne
Attend Live Class Engage in class discussion. Class time
*Sections 401 & 402 combined
Submit: Case studies: ALCOA-C (post slides to
discussion board)
Mon, Nov 3
Good Clinical Practices Group Meeting Each student should read through and “Like” 11/3
10 Watch Recorded Lectures Prior  previously posted Clinical Trial Protocols. The class
Case Studies in Good Clinical will have one protocol to use for Product Finalization
Practice in Week 12.
Wed, Nov 5t Lecturer: Matthew Macdonald .
Class time

Attend Live Class Engage with peer presentations live.



11

12

13

14

15

Intellectual Property

Part 1: Roadmap to Product
Finalization

Part 2: Product Finalization

Presentation

Thanksgiving Break — Students
can work ahead

Contracting & Financial
Considerations in Clinical
Research

Clinical Trial Budgets

Clinical Trial Budgets

End of Term Reflection Due

Mon, Nov 10th
No Groupwork -
Watch Recorded Lectures

Wed, Nov 12t
No Live Class

Watch Recorded Lectures Prior
Wed, Nov 19t
Attend Live Class

Mon, Nov 24t
No Groupwork

Wed, Nov 26t
No Live Class

Mon, Dec 1t
No Groupwork - View Content

Mon, Dec 8t
No Groupwork

Wed, Dec 10t
No Live Class

Review async content and post to discussion board.

Respond to discussion board post

Product Finalization Mini Presentation Prep (post
slides to discussion board)

Lecturer: Nalaka Gooneratne
Engage with peer presentations live.

Knowledge Check: Funding Clinical Research: Grants &
Contracts

Submit: Budget Factors Activity to Discussion Board

Budget Factors Activity Discussion Responses

Final assessment: Written reflection (Will open on
11/24)

11/10

Class time

11/17

11/19

12/2

12/3

12/8

12/10



