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Welcome to the Results Database Train-the-Trainer Workshop!
This is our first ever virtual delivery of this workshop virtually, so it’s new to all of us. 
We’ve done our best to prepare for this session, but there may be a few bumps along the way, so please bear with us.



Workshop Overview
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This slide provides an overview of the workshop structure. 
During the month of July, you completed pre-work, which provided you foundational information to help you prepare for the live sessions.
We’re currently here in Live Session 1. The live sessions will be held each week in August, each focusing on a different topic. 
Please note that these live sessions will be recorded.  


Weekly Rhythm

Live session m .

1-3 pm Practice time
Discussion board

Office hours
1-2 pm
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We’ve established a weekly rhythm for each week throughout the month of August.
On Tuesdays, you will attend a live virtual session on from 1-3pm.
Between each live session, you will have the opportunity to practice what you have learned in the PRS system and post any questions you have to ClinicalTrials.gov staff through an online discussion board. 
On Thursday, there will be a designated time for office hours. Any time within that hour, you can come and speak directly with ClinicalTrials.gov staff.


\ Today’'s Agenda Welcome

Participant Flow Intro

Parallel Study Data Entry Tutorial

Common QC Review Issues

Group Protopaper Data Entry

Review Protopapers
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During today’s live session, we’ll be focusing on Participant Flow. The agenda for today’s first live session is as follows:
Welcome – Overview and Expectations for the Workshop
Participant Flow Intro – An introduction to the Participant Flow module including information about results information submission, what is included in participant flow, where participant flow data come from and best practices.
Parallel Study Data Entry Tutorial – A walkthrough of how to enter information from a parallel study into the PRS Participant Flow module.
Common Errors – A presentation of examples of participant flow data entry common errors and how to correct these errors.
Group Protopaper Data Entry – Collaborative and/or independent practice of entering participant flow information from a study design into the PRS.
Review Protopapers – Review how to correctly enter participant flow information from study designs into PRS.


Virtual Session Guidelines

_ Features Used In
Virtual Norms Today’s Session

e Eliminate e Mute/unmute
distractions by * Raise hand (enable
closing all email and disable)
and chat programs e Chat

* Avoid multitasking e Breakout rooms

* Mute your line e Screen sharing

when not speaking
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We’ve put together some virtual session guidelines to help things go smoothly.
We know it’s easy to get pulled in many different directions. Therefore, during each of our live virtual sessions, we ask that you:
Eliminate all distractions by closing all email and chat programs.
Avoid multitasking.
Mute your line when not speaking.
Note that, given that this is a two-hour block and we have a lot to get through, we didn’t schedule a formal break. However, feel free to step away if needed.
We will be using the following Zoom features during today’s session. 
Mute/unmute: When not speaking, we ask that you mute your microphone during the workshop. Briefly review where to access the mute/unmute button..
Raise hand: During some presentations, the facilitators will ask people to raise their hands to answer a question. Briefly review where to access the raise hand feature. Remind participants that once they enable this feature, it will stay on until they disable it. Therefore, they should disable immediately afterwards
Chat: Participants should use the chat to share thoughts and ask any questions they have. A member of the team will be moderating the questions and responding to them throughout the session. You have the ability to send a message to the entire group or send a direct chat to someone that only they will see. Briefly review how to send a chat to everyone and a directed chat. 
Breakout rooms: For the Group Protopaper Data Entry small-group activity, participants will be separated into breakout rooms within Zoom.  You will be able to use chat and audio within these breakout rooms. There will be also be a timer in your breakout room so that you know how much time you have remaining. If you prefer to work independently, you’ll have that option as well. We will talk more about this more when we come to it. Note that the breakout rooms will not be recorded.
Screen share: Throughout the session, the facilitators will be sharing their screens to show PPT slides as well as to demonstrate the system. You will also have the ability to share your screens within the breakout rooms. Briefly review how to share your screen. 




Session Facilitators

Kristen Craven Alexandria Scott [l Nachiket Dharker Stacey Arnold Amanda Burton

Technical Support: Brittney Davis

Results Team Members: Mark Basista, Zachary Feiger, Swapna Mohan, Praseeda

Mullasseril, Julianne Nelson, Hetal Pandya, Yvonne Puplampu-Dove, Santas
Rosario, Emma Shaw
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Briefly introduce the facilitators for the live sessions over the next five weeks. Their bios are available in Moodle.
{Module} Intro – Kristen
Data Entry Tutorials – Alex
Common Errors – Nachiket
Study Design Examples – Stacey
Discussion Board and Session Moderator - Amanda
Explain that members of the LMS team are available for technical support. So if you’re having any technical difficulties, feel free to send a direct message to Brittney Davis in the chat.
Point out that members of the Results team are also in attendance and will be joining you in the breakout rooms during the practice sessions to lend support and answer any questions you have.




Participant Flow: Introduction

Results Database Train-the-Trainer Workshop
August 2021
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Results Information Submission

42 CFR Part 11 - Subpart C
§ 11.48 - What constitutes clinical trial results information?

42 CFR 11.48(a) applies to applicable clinical trials that are required to register and have a Primary
Completion Date on or after January 18, 2017 (effective date).

Results information consists of the following:

e Participant flow

* Demographic and baseline characteristics
* Qutcomes and statistical analyses

* Adverse event information

* Protocol and statistical analysis plan

* Administrative information

* Additional clinical trial results information for applicable device clinical trials of unapproved or uncleared
device products
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SHORT
This is a reminder from the overview PPT
Highlights what we are focused on 
What
Who
Participant


\ What Is the

Participant
Flow? “Atable. . ., including the number of
patients who dropped out of the clinical
trial and the number of patients
excluded from the analysis, if any.”

From: FDAAA 801, Sec. 282(j)(3)(C)(i)
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What Is Included in the Participant Flow?

42 CFR 11.48(a)(1

* Participant/Flow Arm Information
* Title and Description

* Pre-assignment Information

» Significant events that occur after
enrollment and prior to assignment to an
arm

* Participant Data

* Number of human subjects that started
and completed the clinical trial, by arm

If assignment is based on a unit other than
participants, also include a description of
the unit of assignment (e.g., eyes, lesions,
implants) and number of units that started
and completed the clinical trial, by arm

m) National Library of Medicine

Recruitment Details
Pre-assignment Details

Arm/Group Title
¥ Arm/Group Description

Period Title: Overall Study
Started
Received Study Drug
Completed
Mot Completed

Results from: NCTO0137969

Rituximab 1000 mg + Predniscne

Participants received rituximab
1000 mg intravenously (IV) on Days
1, 15, 168, and 182. Participants
also received an initial dose of
prednisone (0.5, 0.75, or 1.0 mg/kg
orally once a day) with tapering
beginning at Day 16 for 10 weeks
to a dose of = 10 mg/day.
Participants also received
acetaminophen 1000 mg orally and
diphenhydramine 50 mg orally
prior to study drug infusion.

Placebo + Prednisone

Participants received placebo
intravenously on Days 1, 15, 168,
and 182. Participants also received
an initial dose of prednisone (0.5,
0.75, or 1.0 mg/kg orally once a
day) with tapering beginning at Day
16 for 10 weeks to a dose of = 10
mg/day. Participants also received
acetaminophen 1000 mg orally and
diphenhydramine 50 mg orally
prior to study drug infusion.

ClinicalTrials.gov



Where Do Participant Flow Data Come From?

CONSORT Flow Diagram ClinicalTrials.gov
Patients
Randomized 2:1
(n=257) Arm/Group Title Placebo + Prednisone Rituximab + Prednisone
» Arm/Group Description Participants received Participants received

placebo intra. .. rituximab 100 .

Placebo + Rituzimag +
Prednisone Prednisone
(n =88) (n=15L)

Period Title: Overall Stud
Started

Completed

24 Withdrawals Total 49 Withdrawals Total

13 Adverse Event 19 Adverse Event Not Completed 24 49
5 Patient’s Decision 11 Patient’s Decision

4 Physician’s Decision 13 Physician’s Decision
2 Lost to Follow-up 3 Lost to Follow-up

0 Death 3 Death

Reason Not Completed
Adverse Event
Withdrawal by Subject

Physician Decision
Lost to Follow-up
Death

Completed Completed
Week 52 Week 52
(n=64)73% (n=120)71%

Adapted from: Merrill JT, et al. Arthrit Rheum, 2010 and NCT00137969
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Best Practices

» Accurately reflect study design

: e Account for number of participants
Sepa rate Periods starting and completing each

period

Additional Milestones * Example: Number of participants

(Rows) to Convey Key who received the assigned
Events intervention

_ * Examples:
Provide Reasons Not - Withdrawal by subject
Completed * Lost to follow-up

* Progressive Disease
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