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Publication (CONSORT Flow Diagram)

ClinicalTrials.gov

Patients Period 1: 52 Weeks
Randomized 2:1
{n=257) Placebo + Rituximab +
| Prednisone Prednisone
’—) STARTED 88 169
Placebo + Prednisone + Preds |
(n=88) ‘ (n=160) | COMPLETED 64 120
NOT COMPLETED 24 49
24 Withdrawals Total 49 Withdrawals Total Adverse Event 13 19
13 Adverse Events 19 Adverse Events
|| 5 Patients’ Decision || 11 Patients’ Decision Patients’ Decision 5} 11
4 Physicians’ Decision 13 Physicians’ Decision
2 Lost to Follow-up 3 Lost to Follew-up Physicians’ Decision 4 13
0 Death 3 Death
Lost to Follow-up 2 3
Death 0 3
Completed Week 52 C Week 52
(n=64) 73% (n=120) 71%
5

Adapted from Merrill JT et al. Arthrit Rheum 2010 and NCT00137969
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Do you want to participate in a clinical study? See information for patients and families.

How to Submit Your Results

Contents

« Overview of the ClinicalTrials.gov Results Database
Scientific Information
Administrative Information

« Steps for Submitting Results
Learn About Requirements for Submitting Results
Login to the Protocol Registration System (PRS)
Update the Protocol Section and Release (Submit) the Record
Enter the Required and Optional Results Data Elements
Preview, Inspect, and Release (Submit) the Record

« ClinicalTrials.gov Results Information Review Process
Viewing Your Record
Editing and Updating Your Record
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Participant Flow Template

http://prsinfo.clinicaltrials.gov/results table layout/ResultSimpleForms.html
|

* period Title I Overall Study @©

* Arm/Group Title

Arm/Group Description @

Number of Participants Number of Participants Number of Participants
* Started
[*] Milestone Title (3)
[*] Milestone Title (3)
[*] Milestone Title (3)
* Completed

Reason Not Completed

[*] Adverse Event
[*] Death

[*] Lack of Efficacy

[*] Lost to Follow-up

[*] Physician Decision

[*] Pregnancy

[*] Protocal Violation

[*] Withdrawal by Subject

[*] Other Reason (3)

[*] Other Reason (3)

[*] Other Reason (3)

*  Required by ClinicalTrials.gov
[*] Conditionally required by ClinicalTrials.gov

Partici t Flow Checklist
http://prsinfo.clinicaltrials.gov/results_table_layout/ResultSimpleForms.html
Participant Flow Data Preparation Checklist
Overview: A tabular summary of the participants’ progression through each stage of a study by group. Use this
checklist with the Participant Flow Template" and Results Data Element Definitions.
Information to have available for Participant Flow Term
[J [+ Conceptual overview of the study design, including the type (e.g., single-group,
cross-over, parallel) and any distinct stages (e.g., double-blind then open-label) Background
*_Tip: Have a CONSORT flow diagram available
[J [+ A description of any study events that occurred before participants were “pre-assignment
assigned to a study group (e.g, run-in phase, number of screen failures) Details
[J [+ Number of groups that accurately describes the study design from participant
assignment to completion. Each group wil be reported as a table column.
, N " N Arms/Groups
o Tip: The number of groups is typically equal to the number of unique paths
(participant experiences) in a CONSORT flow diagram, from beginning to end.
[J [+ Foreach group, a detailed ion of the participants and/or
o Title—A descriptive label for the group (header for the table column). Use S Am/Group
informative labels (e g., “Placebo”), not generic labels (e.g., “Group 1"). Title
o Description—A detailed of the i i orthe
groups observed during each stage of the study. Include details about the “Arm/Group
intervention and the frequency and time period of administration or Description
observation.
[ [+ number of distinct stages or intervals of activity in the study periods
[ [+ if there is more than one stage (Period), each Period will need a unique Title (the
default for one Period is “Overall Study”).
© APeriod Title should be a descriptive label. For example, “Double-blind (0 to “*Period Title
24 weeks)” and “Open-label (24 to 48 weeks)" are more descriptive than
“Period 1” and "Period 2.”
[J [« For each Period, the number of participants in each group that:
o y, the parti assigned (or r ized) to each group Atarted
= Additional Milestone (optional)—Any important event(s) during study
o Completed—As defined for the study e
ompleted
« Tip: If the number of participants starting the first Period is different from the
total enrolled in the study, explain why in Pre-assignment Details
[1 [+ Foreach Period, the number of participants in each group that dropped out and “Reason(s) Not
the reasons they dropped out Completed
“Required 8
“Template Field
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Best Practices

1 ———

» Specific Periods to reflect study design and
to account for number of participants
starting and completing each Period

» Use of Milestones to convey key events

—e.g., number of participants that received the
assigned intervention

» Provide Reasons for Non-completion

Participant Flow
Tutorial
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Record Summary: Enter Results
1 —

D Paratel 2575 Porall Sy Desin Exampl 2075
Record Summary
“Home Help @
Record Status
[mn Progress =+ Eriry Compires — =+ Released

Next Step: Confir data entry complete | Entry Complete | @

AccessList. | Edt
Upload: Allowed Edi
PRS Review: [Not yel released]
Public Ste: [Nol yet regisered)

Record Owner. RWiliams =1
Last Updated: 0610912015 0526 by RWillams =1
Inital Release: [Not yet released]
Results Expected: August 2012 @

Speling Preview Drah Receipt (PDF. RTF) Download X)L Delete
Open Protocol Section
Idertifiers [NCT ID not yet assigned] Unigue Protocol ID- Parallel 2015
Brief Tite: Parallel Stucy Design Examgle 2015
Module Stalus:  gyudy identification: ¥ 1 Nole
Study Status:
Sponsor/Callaborators:
Oversight ¥ 2 Notes
Study Description: ¢
Conditions: ¥ 1 Note
Study Design: o
Arms and kterventions: ¥ 2 Noles

Results Section
ults submission is required by FDIAAA 801 for certain applicable cinical trials of drugs, biologics and devices. Note' ather clinical triaks may need to
e resuls submitted based on other funder or spansor polcies.

[Record must have a ClinicalTrials gov ID (NGT nurmiber) before results can be ertered |

Detay Results For applicable cinical trials subject 1o FOAAA 801, resuls submissian may be delayed (in lmited circumstances) with a Cenfication or Extension
Request
For mare information see: When Do | Need to Register and Submit Results?

1

ClinicalTrials.gov PRS

Protocol Registration and Results System

Add Results Section

Org: PRSTraining  User: RWilliams

[NCT ID not yet assigned]

ID: Parallel 2015

Parallel Study Design Example 2015
Add Results Section

You are adding a Results Section to your Study Record.

and Results Data Preparation Checklists to ensure that you

Before you begin, it is recommended that you review the Simple Results
have the information needed to complete the Results Section. The results data needed are similar to the components needed for a journal

publication. Preparing data for the Results Section should similarly involve individuals who are familiar with the study design and analysis (such as

an investigator or statistician).

For additional on the results req

Need help with Results? Cof

12
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Results Section

1D Parallel 2015 Parallel Study 2015 [NCT D nat yet assignec
Results Section

“Record Summary Download Results XML Delele Results

Ip

articipant Flow

Information is required

Edt  Baseline Characteristics

Information is required

Outcome Measures

§

Information is required

Ede  Adverss Events

Information is required

Edit Limitations and Caveats

[Not Specified]

Mere Information

i

Certain Agreements
[Refationship of Principal Investigator and Sponsor not specified ]

Information is required

Results Point of Contact
Name/Official Title: -
Organization =
Phone:
Email

Information is required

13

Select Participant Flow Arms/Groups

ID: Parallel 2015 Parallel Study Design Example 2015 [NCT ID not yet assigned]
Select Participant Flow Arms/Groups

Before entering Participant Flow data, use a Select button to define the Arms/Groups in your study. You can edit the information on the next screens.

Help  Definitions

Arm/Group Arm/Group
Copy from: Protocol Section  Title Remuverol Placebo

Participants received Remuverol 15 mg tablet orally Participants received Remuverol placebo tablet

Description twice daily for 24 weeks... matching Remuverol orally twice daily for 24 weeks....

Create: New

Select

Define New Arms/Groups

Cancel |

14
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Edit Participant Flow Arms/Groups

ID: Parallel 2015 Parallel Study Design Example 2015

[NCT ID not yet assigned]

Edit Participant Flow ArmsiGroups
Arms/Groups copied from: Protocol Section

+ Add Arm/Group Help Qeﬁmuons

* Arm/Group Title: \Remwernl Flacebo

Characters remaining: 922
Description:

Characters remaining: 901

[Participants received R

15 mg tablet orally twice daily for 24
weeks

Participants received R
orally twice daily for 24

= Deiete ove > = Delete

erol placebo tablet matching F

<« Move
@ Cancel |
15
E d . t I t . . t I I
1D Parallel 2015 Parailel Study Design Example 2015 [NCT 1D not yet assigned)
Edit Participant Flow
e R
Recrutment Detals:  est|
Pre-assignment Details. _€st|
Arms/Groups (2)  + Add Am/Group
ca| ea
* Arm/Group Title: Remuverol Placebo
AmvGroup Description:  Participants received Remuverol 15 mg ta Participants received Remuverol placebo
» Delete Moved | = Delete _AMove
Periods (1) Protocol Enrollment: 200
* Period Title: ' Overall Study
Remuverol Placebo Im::? :
* Started T P — unknown
+ Add estone
* Completed Add Comment Ada Comment unknown
Not Completed unknown
Reason Not Completed
+ Add Reason Net Completed
+ Add Period
Save | Validate | | Cancel |
-_— — = 16
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Edit Participant Flow (cont.)

Recruitment Details (Optional)

Definition: Key information relevant to the recruitment process for the overall study, such as dates of the recruitment period and
types of location (e.g., medical ciinic), to provide context

[Participants were recrutted based on physician referral at 3 academic medical centers between February 2010 and January
2011, The first participant was enrolled in March 2010, and the last participant was enrolled in December 201

ca‘ce‘

17

Edit Partici t F
1
Periods (1) Protocol Enrollment: 200
* Period Title: Overall Study
Total @
Remuverol Placebo (Not public)
* Started: R ot Add Comment unknown
+AddMiestone | ummmm X 2
* Completed Add Comment Add Comment unknown
Not Completed: ynknown unknown
(Started - Completed)
Reason Not Completed
+ Add Reason Not Completed _ x7
+ Add Period
| Save | Validate | | Cancel |
18
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Edit Participant Flow (cont.)

Periods (1)
* Period Title: Overall Study

Remuverol Placebo

“ Started: |[1g9 Add Comment

Additional Milestone
‘Per Protocol Population W |98

x Delete ¥ Move

99 Add Comment

Add Comment 95 Add Comment

Additional Milestone
‘Per Protocol Population W |76

x Delete A love
+ Add Miestone
“ Completed: [gg Add Comment 81 Add Comment

Mot Completed: 29 18
(Started - Completed)

Add Comment 81 Add Comment

Protocol Enroliment: 200

Total &
{Not public)

200

193

157

161

19

Edit Participant Flow (cont.)

Reason Not Completed

Adverse Eveni=] (10 8
< Dol ¥ liove.

Withdrawal by Subject=] 5 4
«Deiste & ove.
¥ Move

PromcolVialston=] (2 2
~Dae amene
v iove

Tack of Efeacy =] [1 1
«Deiete a liove.
v tve

Prysician Decision =] 1 1
< Dol 4 teve
¥ Move

Tostto Follow-up =] [1 2
= Delete A Move
v bove

[ Pregnancy=] 1 0
«Deiee 4 bove

Hot Comps ‘ot Completed = 18
+ A0d Reason ot CompMaled | 115 from all reas: Total from all reasons = unknown

+ Add Period |

Vabdate Cancel

unknow

unknow

unknow

unknowr

unknows

20
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Participant Flow Overview

D: Parallel 2015 Parallel Study Design Example 2015 [NCT ID not yet assigned]

Participant Flow Overview

“Results Section Help Definitions » Show A11

Protocol Enrollment 200 (edit)
Total Started in Participant Flow: 200

m
=4

Participants were recruited based on physician referral at 3 academic medical centers between February 2010 and January 2011.

ResCizriEs The first participant was enrolled in March 2010, and the last participant was enrolled in December 2010.

Pre-Assignment Details

Arm/Group Title Remuverol Placebo Total
» Arm/Group Description Participants received Remuverol 15 Participants received Remuverol pla._ (Not public)
Period Title: Overall Study

Started 101 99 200

Per Protocol Population Week 12 98 95 193
Per Protocol Population Week 24 76 81 157
Completed 80 81 161

Not Completed 21 18 39

Reason Not Completed

Adverse Event 10 8 18

Withdrawal by Subject 5 4 9

Protocol Violation 2 2 4

Lack of Efficacy 1 1 2

Physician Decision 1 1 2

Lost to Follow-up 1 2 3

Pregnancy 1 0 1

(Mot Public) Not Completed = 21 Not Completed = 18
Total from all reasons = 21 Total from all reasons = 18

21

Enter Participant Flow

T EE——
« Example Study Designs
Factorial

Crossover

Cluster Randomized
Dose Escalation

Multiple Period

22

September 2015
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