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PRS Account:
Roles and Responsibilities

‘

PRS Roles and Terms

« Administrator: maintains PRS Account for
organization (may be more than one)

« User: creates and edits records (unlimited
number per PRS Account)

« Record Owner: primary contact for study
record (may be Admin or User)

» Responsible Party: Sponsor* (Admin) or
Principal Investigator (User)

* For Sponsor definition see: https://prsinfo.clinicaltrials.gov/ElaborationsOnDefinitions.pdf
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PRS Administrator

« Maintains PRS Account for organization
— Creates/disables Users within account
Has access to all study records
» Can grant Users access to any study record

— Monitors records in account for “Problems”

» Use Record List to identify records with Problems; work with
Users to resolve Problems

* Email is sent to Admin, generally every 6 months, notifying of
Problems with records in their account at that time
— Approves and Releases records when the Organization
is the Sponsor and Responsible Party

* Email is sent to Admin when a record is ready for Approval and
Release

5
H Page (Admin)
ClinicalTrials.gov PRS ‘
Protocol Registration and Results System Org: TestOrg  User RWilliams -~ Logout
Quick Links (Tocords = ecous = 7 Email. willamsre@mai.nih. gov [ Update]
New Record ecords + Accounts Help ~

Admin Quick Reference

Problem Resolution Guide

Record List

Group: [[ALL] v | (All Records (60)) (Problem Records (60)) ( Custom Filter)

Shoning: 13 of 3 records  (filtered from 60 records) Al | records per page Search: [RWI ( Showride Columns
Group Protocol ID G o Brief Title Record Status ©  Last Update Record  Responsible Party Problems
Open [ [rone]  0BS-12345 Observational Study of InProgress _ 09/07/2015 12:55 RWillams, ~Eniry Not Completed
GlinicalTrials. Gov Staff

+ Never Released
- Missing FDAAA Information
- Late Results - per FDAAA

Open R [none]  copy-of-niaid-dmid-03-154 Amphotericin Alone or in Combination Approved 08/25/2015 16:24 RWilliams  [Sponsor] « Record Has 2 Ermors
With Fluconazole for AIDS- - Never Released
Associated Meningitis

- Missing FDAAA Information

- Late Results - per FDAAA
Open  [none]  RJW-10671801

Prospestive Study to Gompare a New Entry Completed 06/09/201512:24 RWiliams  [Sponsor]
Vascular Access Graft to Existing

rd Has 1 Error
Re
Grafts

- eview and Approval
« Never Released

- Missing FDAAA Information

» Late Results - per FDAAA

Showing: 1-3 of 3 records  (filtered from 60 records) ~ |All v | records per page Page| v|of -3

KEY: PR PRS Review [R|Results [R Delayed Results

(Donnload..)
XML Upload No longer public
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PRS User

* Creates and edits records
— Only has access to records in which they are the
Record Owner or on the Access List

— Approves and Releases records when a Sponsor-
Investigator or Principal Investigator is the Responsible

Party

Home Page (User)

ClinicalTrials.gov PRS

Protocol Registration and Results System

Quick Links
New Record | Records + Accounts » Help v

Quick Start Guide

Org: PRSTrainingMaster User RJW  Logout

Email: willamsre@mail nih.gov [ Update]

( ShowiHide Columns |

Showing: 1 record
Protocol ID ClinicalTrials.gov ID Brief Title Record Status Last Update o Responsible Party Problems

Open [} TTTParmllelR Parallel Study Design Example (With Results) In Progress 09/04/2015 1655 [Sponsor] ~ Eniry Not Completed

+ Update Not Released

KEY: PRIPRS Review [RResults [DR] Delayed Results (Download...)

XML Upload No longer public
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PRS Record Owner

» Primary contact for study record
— Initially assigned to person who created the study
record; record ownership can be transferred (by Admin)
— Can grant other Users access to the record

— Receives email communications about record
» Automatically signed up to receive email; can’t opt out
* Responsible Party will also receive emails (if not Record Owner)

9
e = =
ClinicalTrials.gov PRS
Protocol Registration and Results System I g Venkn) i e e S
S g ¥ Email williamsre@mail nih.gov [ Usdate]
New Record Records v Accounts » Help
Che P: d
Admin Quick Reference bl
..................... Update User Information
Problem Resolution Guide
List TestOrg Administrator(s)
Admin only.
Group: [[ALL] v | (All Records (60)) (Problem Record New User Account
Modify User Account/Password | > et [ e
Shoso 16 A Ercads (8 W Bl ool Sk B earch. [willany Fide Cotumy
Showing 16 0f 6 (filtered from 60 records] EnableiDiabie User Account
Grovp Protocal ID S Modity Organization Information Record Status = Last Update = e Responsible Pary Problems
Open  [none] 1234567 Manage Groups Entry InProgress 04222013 1202 Tony

Completed
3
List Email Addresses
Product Information

o

Qpeq  [none]  Test1 Test 1-Efficacy and Safety Study of Entry Completed 04/26/2012 15:35 Tony
DX-88 to Treat Acute Attacks of
Hereditary Angioedema (HAE)

Open B [none]  Blank Multiple Period Design Blank Record Example for Multiple  Entry Completed 11/092011 1715 Tony  Becky Willams
Period Design Study williamsre@mail nih.gov .

Qpen B [none]  copy-of-niaid-dmid-03-154 Amphotericin Alone of in Combination Approved 08/25/2015 1624 RWilkams. [Sponsor]
With Fluconazole for AIDS-
Assoxiated Meningitis
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Verify Subscribed to PRS Emails

Modify User Account

ClinicalTrials.gov PRS

Protacol Registration and Reslts System Org: TestOrg  User. RWilliams  Logout

Heme > Users

User Account List - Modify
“Home Show Disabled Accounts New User

Organization: Test Organization (TestOrg)

Group: [[ALL] v
Auto
Usemame Full Name Access Level Group Email Address Email? Announcements? Other Info
Administrator Y N
Administrator N Test
Administrator Y N
Administrator N N
Administrator Y N
Administrator N N Professor of Medicine; Tufts
Administrator N N Test account
Administrator Y Y
¥ N
Y N
Y N
\d N
C L
¥ N
11
Verify Sub Ibed to PRS E 1
ClinicalTrials.gov PRS
Protocol Registration and Results System Org:Teatrg, UsanWillams
User Information
Group: [none] v
Access Level: | Administrator v
Usemame: RWilliams
Full Name:  Becky Williams
Example: John J Smith, MD
Email Address: williamsre@mail.nih.gov
Enter the full email address. Example: jsmith@mail.nih. gov
Important messages from ClinicalTrials.gov will be sent to this address
‘ ¥ Send automatic (PRS-generated) email messages
# Subscribe to PRS Announcements (email)
Other User Information: \
Include phone number.
Disable..| | Cancel
U.S. Natonal Library of Medicine 12
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PRS Account Management

Change Password

ick Reference
msssbaniecsss Update User Information
List TestOrg Administrator(s)

Problem lution G

Admin
Group: [ALL) | (All Records (80)) (Problem ReGod New User Account

Modify User Account/Password

List Email Addresses

Product Information

Associated Meningitis

Showing 146 of 6 records  (filtered from 60 records| Eneble/Disable User Account Search | wiliams
¥ e/ D
Clr Record
Group Protocol ID Modify Organization Information Record Status & Last Update = <O Responsible Party
Qpen  [none] 7 Manage Groups Entry In Progress 2212013 12:02 Tony

Qpen  [none] Test1 an
¥ at Acute Attacks of
Hereditary Angioedema (HAE)
Open B [rone]  Blank Multiple Period Design Blank Record Example for Multiple
Period Design Study
Qpen B [none]  copy-of-niaid-dmid-03-

Amphotericin Alone of in Combination Approved
With Fluconazole for AIDS-
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ClinicalTrials.gov PRS . "
Protocol Registration and Results System Org: TestOrg User RWiliams  Logout
= Email wiliamsre@mail nih.gov [ Update]
New Recor Records » Accounts v Help v

fety Study of Entry Completed 04

Becky Williams
wihamsre@mail nh go-

Entry Completed 11/09/2011 17:15 Tony Becky Williams

wiliamsre@mail nih gov

015 16:24 RWilliams. [Sponser]

14

September 2015



ClinicalTrials.gov Results Database
Train-the-Trainer Workshop

Modify User Account

ClinicalTrials.gov PRS
Protocol Registration and Results System I O TestOny - Uner: RWams. Loooss
ks o
 Ouacic Links > > ) Emai. wiliamsre@mail nih. gov [ Update ]
R | Records v Accounts »_Help » |
Change Password
Admin Quick Reference i
2 Update User Information
Problem lution
= List TestOrg Administrator(s)
Record List —————————————————————Admin only.
Group: [[ALL] v (All Records (60)) (Problem Recor{ New User Account
Modify User Account/Password )
Showing 14 of 6 records  (Riltered from 60 ..c% . > Search: |wiliams | ShowtHide Columns |
Enable/Drsable User Account
Group Protocol 1D O Modity Organization Information Record Status = Last Update = ReCO8_ - Responsitie Pany Protiems
Opsn  [none] 1234567 Manage Groups Entry inProgress  04/2212013 1202 Tony « Entry Not Completed
Email Add * Never Released
List Email Addresses « Missing FDAAA Information
Product Information « Late Results - per FDAAA
Qpen  [none]  Test1 Test 1 - Efficacy and Safety Study of Entry Completed 0426/201215:35 Tony  Becky Williams + Record Has 4 Errors
DX-88 1o Treat Acute Attacks of wiliamsre@mail ih.gov  + Ready for Review and Approval
reditary Angicedema (HAE) « Never Released
Open [ [none]  Blank Multiple Period Design Blank Record Example for Multiple  Entry Completed 11092011 17:15 Tony  Backy Willams + Record Has 8 Errors
Peniod Design Study wiliamsre@mail nih.gov .+ Ready for Review and Approval
+ Never Released
Open [ [none]  copy-of-niaid-dmid-03-154 Alone or in Combination Approved 08/25/2015 16:24 RWilliams [Sponsor] + Record Has 2 Emors
With Fluconazole for AIDS- + Never Released
Associated Meningitis « Missing FDAAA Information
+ Late Results - per FDAAA
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.
Modify User Account (cont.)
ClinicalTrials.gov PRS
Protocol Registration and Results System OnToniOny - User: Rt Locost
Home > Users
User Account List - Modify
NHome Show Disabled Accounts New User
Organization: Test Organization (TestOrg)
Group: [[ALL] v
Auto
Username Full Name Access Level Group Email Address Email? Announcements? Other Info
Modify Administrator Y N
Modify Administrator N N Test
Administrator Y N
Administrator N N
Administrator h 4 N
Administrator N N Professor of Medicine; Tufts
Administrator N N Test account
Modify Administrator N N
Modify Administrator Y Y
v
Y N
¥ N
Y N
L .
Y N
16
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[ —|
ClinicalTrials.gov PRS
Protocol Registration and Results System O TeakOrp Vo RMMams ' Loocal
Home > Users
User Account List - Modify
\Home Show Disabled Accounts New User
Organization: Test Organization (TestOrg)
Group. [[ALL] v
Auto
Username Full Name Access Level Group Email Address Email? Announcements? Other Info

Modify Administrator Y N
Modify Administrator N N Test
Modify Administrator Y N
Modify Administrator N N
Modify Administrator Y N
Modify Administrator N N Professor of Medicine; Tufts
Modify Administrator N N Test account
Modify Reset P Administrator N N
Modify Administrator Y v

P
Modify Y N
Modify Y N
Modify Y N
Modify ¥ N
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Enable/Disable User Account

Update User Information
List TestOrg Administrator(s)

Problem Resolution Guide

ed List

ClinicalTrials.gov PRS
Protocol Registration and Results System I SarTonCey. Uk o Lokt
 Guick Links b4 Emai: willamsre@mail nih.gov [Update]
New Recor |7Recolds- Accounts > Help |

Change Password

| Admin only.

Group: [[ALL] v (All Records (60) (Problem Recorf New User Account

Modify User Account/Password
Search |wilkiams ‘ShowHide Columns |
Sh 1 [ | |
Shoving 16 ofGrecords _ (fitered from 60 recosde}— o bierDisable User Account |- — —
Tar Record
Group Protocol 1D Modify Organization Information Record Status = Last Update = 59" Responsile Party Problems
Opsn  [none] 1234567 Manage Groups Entry InProgress  0422/201312.02 Tony « Entry Not Completed
£l + Never Released
List Email Addresses + Missing FDAAA Information
Product Information * Late Results - per FDAAA
Opsn  [none] Test1 Test 1- Efficacy and Safety Study of Entry Completed 042620121535 Tony  Becky Williams + Record Has 4 Ermors
DX-88 to Treat Acute Attacks of wiliamsre@mail nih gov  + Ready for Review and Appeoval
Angioedema (HAE) « Never Released
Open [ [none]  Blank Multiple Period Design Blank Record Example for Multiple  Entry Completed 11/09/201117:15 Tony  Becky Williams + Record Has 8 Ermors
Period Design Study wiliamsre@mail.nih.gov  + Ready for Review and Approval
+ Never Released
Open B [none]  copy-of-niaid-dmid-03-154 Amphotericin Alcne o in Combination Approved 08252015 16:24 RWillams. [Sponsor] + Record Has 2 Emors
With Fluconazole for AIDS- + Never Released
Associated Meningtis + Missing FDAAA Information
+ Late Results - por FDAAA

18
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Disable User Account

ClinicalTrials.gov PRS

Protocol Registration and Results System Org: TestOrg  User: RWilliams  Logout

Disable User

User Name Access Level Full Name

Bergeris1 ~ Normal bergeris

2 record(s) are currently owned by Bergeris1

s Change owner to: |Becky Williams [rwillams] v

Transfer record ownership and disable Bergeris1 account?

(cancel

19
Changing Record Ownership
ClinicalTrials.gov PRS -
Protocol Registration and Results System Org: TestOrg  User: RWiliams ~ Logout
Home > Record Summary
ID: 0BS-12345 Observational Study of ClinicalTrials.Gov Staff [NCT ID not yet assigned]
Record Summary
Home  Help @,
Record Status
|Jn Progress = Entry Completed == Approved == Released == PRS Review s Pubn-:|
| Next Step: Finish Results section|Entry Complete| @ |
Record Owner: RWilliams _=* chis List: [ Edit
Last Updated. 09/07/201512:55 by RWilliams _=Z| Upload: Allowed Edit
Initial Release. [Not yet released] PRS Review: [Not yet released]
Results Expected: December 2013 @ Public Site: [Not yet registered]
Speling  Preview Draft Receipt (PDF RTF) Download XML Delete... [Admin Only: Copy Protocol (Change Owner )
Open  Protocol Section
Identifiers: [NCT ID not yet assigned] Unique Protocol ID: OBS-12345
Brief Title: Observational Study of ClinicalTrials. Gov Staff
20
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List Email Addresses

| ClinicalTrials.gov PRS

Protocol Registration and Results System I Org TestOrg User RWillams  Logout
- . hd Email. wiliamsre@mail nih.gov [ Update]
New Record Records » Accounts » Help v

Change Password

Admin Quick Reference
= 5 Update User Information

Problem Resolution Gui
List TestOrg Administrator(s)

‘Admin only
Group: [[ALL] v [All Records (60)) (Problem Recod New User Account
Modify User Account/Password

Showing 146 of 6 records  (filtered from 60 record: Search [wiiams ShowHide Columns.
2 = {SNTw from €9 epcorts Enable/Disable User Account
Clr Record
Group Protocol 1D Modify Organization Information Record Status = Last Update = o8 Responsible Party ‘
Opsn  [rone] 1234567 Manage Groups. Entry inProgress  04122/2013 1202 Tony
< uist Email Addresses =
Product Information

Open  [one] Test1 Test 1- Effcacy and Safety Study of Entry Completed 0426/201215:35 Tony  Becky Wiliams |
DX-88 1o Treat Acute Attacks of wikamsre@mail nih gov |
|

Hereditary Angioedema (HAE)

Open [ [none]  Blank Multiple Period Design Blank Record Example for Multiple  Entry Completed 11/092011 17:15 Tony  Becky Williams
Period Design Study williamsre@mail nih.gov
Open | [none]  copy-of-niaid-mid-03-154 Amphotericin Alone of in Combination Approved 15 1624 RWilliams. [Sponsor]

With Fluconazole for AIDS.-
Associated Meningis

21
PRS Account Email Address List
ClinicalTrials.gov PRS
Protocol Registration and Results System Org: TestOrg  User RWiliams - Logout
Email Address List
“ Home
Organization: Test Organization (TestOrg)
Category Email Address(es)
Official Representative
Administrators adb@testorg com
Users adb@testora com, pdg@testorg.com, dba@testorg.com adr@gestorg COom. mba@leslorg.com
im @IE‘STO g.com
Convenient way to copy and paste email addresses
for all PRS Account Administrators and/or Users into
mass email messages ”

11
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Help on PRS Functions

ClinicalTrials.gov PRS

Protocol Registration and Results System

N‘.‘ﬁm Records » Accounts v Help v
Adin O Quick Start Guide
Problem What's New July
Protocol Data Entry ClinicalTrials.gov PRS
Results Data Entry Protocol Registration and Results System
Group: ([ALL] v (All Records (60) (Problem Records (€0) (b Cuf Problem Resolution Guide User's Guide
130 Jrecords  (fltered from 60 records) Al vl PRS User's Guide
‘Admin only F— Section
Grovp Protocat 1D Cinealg2e (= || admin Quick Reference [odS! e

Procedures for Protocol

s for Resulls

for Adminstzalo

Overview

The CiinicaiTriais gov Protocol Registration and Results System (PRS) is a web-based tool developed for submitting
canical trias information to ClinicalTr ument provides step-by-step instructions for entering, modiying
and releasing protocolresults (ecords using the PRS Records submiied Drough the PRS

(e roqser cinkeliriis 0ov) e ewsiable 1o he publc o ClnicaTrits gov (s /cknicslnels ov) Inkometion
on account applicabon, registenng studies and st ing results, frequently asked questions and support materials is
valaie on 1 Submit Studies page o e Cincaras gov webs

PRS users enter information about thex clinkal rals, ensuring that the informaton is correct. readily understood by
members of the public, and updated in a timely manner

Aduilssors e respontio o e proc
behalf of the organzation Ths.
tnal records pror to ndial release Jand aer e
team and resolve questions associated with the information ¢

The CiinicaiTrials gov team mantains the PRS and the ClinicalTriais gov site and may make minor Comectons fo
records.

5 by which clinical trial mformaton i released to ClinicalTrats ov of
for PRS users and o) ond dpproving ol
points of contact for the CinicalTrials gov

PRS: Study Record Basics

12
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Study Record Process Overview

Release

Create new
study record study record -
PRS Data Elements PRS Review
Account

PR_S Automaﬂc NCT Number
Validation Rules Assigned
Review Criteria
Backend
Processing

1 - 2 business days

4
Public Access on
ClinicalTrials.gov

25

Items To Consider Before
Registering a Protocol

« Each protocol can only be registered once

— Avoid duplicate registrations (i.e., multiple

records for same study)
» Agree on the Sponsor and the Responsible Party ahead of time
* Multisite studies are NOT registered by each individual site
» Multi-collaborator/funder studies need to designate a single
entity to register the study
 Studies must be registered by the Responsible

Party (study Sponsor or designated Principal
Investigator [PI])

26

http://prsinfo.clinicaltrials.gov/fdaaa.html
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Data Elements

» Data elements: pull-down menus or free text
— Required*

— Optional (Note: some are needed for FDAAA)

* Indicated as FDAAA required and (FDAAA) may be required

— Conditionally required!
« If provide optional item, all related information must be entered

 ClinicalTrials.gov > Submit Studies > Support Materials:
https://clinicaltrials.gov/ct2/manage-recs/resources

— Protocol Data Element Definitions (DrRAFT)
— “Basic Results” Data Element Definitions (orAFT)

— Simple Results Templates & Data Preparation Checklists
» Overview of tabular format and additional explanation of data needed

27
D t E | t D f . . t - . I I RS
ClinicalTrials.gov PRS .
Protocol Registration and Results System Orp{PRSTrmaigheastec:: (I6eci RV
Home > Record Summary > Protocol Section > Study Status
iD_ TTTParallelR Parallel Study Design Example (With Results) [NCT ID not yet assigned]
Edit Study Status
Help @or}s
* 1 Record Verification Date:  December v | Year: 2011
* 1 Overall Recruitment Status: Completed
Tip: Before selecting Suspended, Terminated or Withdrawn see the Overall Recrutment Status definition
1 Study Start Date: March v| Year. 2010
* 1 Primary Completion Date: August v| Year: 2011 Type: | Actual
Final data collection date for primary outcome measure.
Study Completion Date: | August v| Year 2011 Type: | Actual
Final data collection date for study
Save| | Cancel) * Required by ClinicalTrials. gov
— N 1 = FDAAA Required to comply with US FDA Amendments Act
(1) = (FDAAA) May be required to comply with US FDA Amendments Act
28

September 2015
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Data Element Definitions in PRS

During data entry (cont.)

ClinicalTrials.gov PRS

Protocol Registration and Results System

Home > Record Summary > Protocol Section > Study Status

Org: PRSTrainingMaster  User: RIW

ID: TTTParallelR

Parallel Study Design Example (With Results)

[NCT ID not yet assigned]

Edit Study Status

* 1 Primary Completion Date: August v Ye:
Final data collect}

Study Completion Date: August v Ye:

Final data collect

* Required by Clinic3
1= FDAAA Required to comply
(1) = (FDAAA) May be required to|

@ Cancel

* $ Record Verification Date:  [December v Yed CI€ gov Data Element (DRAFT) - Google Chrome: o|B] &
 https://prstest.nim.nih.gov/prs/htmi/definitions.html#status
* 1 Overall Recruitment Status: | Completed 2. Study Status =
Tip: Before selec B
Record Verification Date * FDA44
1 Study Start Date:  March v Ye Definition: Date the protocol information was last verified. Verification date is shown along with

organization name on Clinical Trials.gov 1o indicate to the public whether the information is being kept
current. particularly recruiting status and contact Update date when g

the record for accuracy and completeness, even if no other changes are made.

* FDAAA rRogu; erventional” or

Overall Recruitment Status ired when Stucy Tipe i
"Observarional"’]

Defimtion: Overall accrual activaty for the protocol. Select one.

o Not yet recrusting: participants are not yet being recruited

Recruiting: participants are currently being recruited

Enrolling by mvitation: participants are bemg (or will be) selected from a predetermmed population
Active, not recruiting: study 1s ongomng (1.¢.. patients are bemng treated or examned). but
participants are not currently being recruited or enrolled

Completed: the study has concluded normally: participants are no longer bemng exammed or treated
(i.c.. last patient's last visit has occurred)

Suspended: recruiting or enrolling has halted but y will resume
Termiated: recruiting or enrolling participants has halted prematurely and wall not resume.
participants are no longer bemg examuned or treate

September 2015

| Records = Accounts + Help -

Quick Start Guide
What's New July 21, 2015
Protocol Data Entry

S Nt Ly o * Withdrawn: study halted p v, prior to of first
29
Data Element Definitions in PRS
Help Menu
ClinicalTrials.gov PRS )
Proiocol Regisiration and Resulis Sysiem I Org: TestOrg  User: Ritiliams.  Logout
Links b Emai: wiliamsre@mail rih.gov [ Update]

Resulls Data Enlry
Group: [[ALL] v | [All Records (60)) (Problem Records (60)) (¥ Cus|
— Problem Resolution Guide
Showing: 15 ¢f Grecords  (fltered from 60 records) | Al v || PRS User's Guide Search: [wiliams ShontileColanay
Group Protocol 1D R R S Admin orly. Fecond Status = LastUpdate = S99 Rusponsibie Party Prctloms
— Admin Quick
Open  [rone] 1234567 InProgress _ O422/2013 1202 Tony ~Entry Nt Completed
 Never Released
+ Missing FDAAA Information
- Late Resuits - per FDAAA
Coen  [none]  Test1 Test 1- Efficacy and Safely Study of Entry Completed 0426/2012 1535 Tony  Becky Willams - Record Has 4 Emors
DX-38 10 Treat Acute Attacks of willamsre@mail iih 9o - Raady for Review and Approval
Hereditary Angioedema (HAE)  Never Released
Cpen B [rone]  Blark Mullipe Period Design Blark Record Example for Multiple  Entry Completed 111082011 17-15 Tony  Backy Willams + Recond Has 8 Emors
Period Design Study willamsre@mailrih.gov . Ready for Review and Apgroval
* Never Released
Cpen [ [rone] d-dmic-03-154 Amphatericin Aloae o in Combination Appeoved DB25/2015 16:24 RWiliams [Sponsar] + Record Has 2 Errors
Fluconazol for AIDS- + Never Released
ociated Meningitis + Missing FDAAA Information
+ Late Resuls - per FOARA

30
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Data Element Definitions in PRS
Help Menu (cont.)

C1l SiGIEs
=3 3 -
ClinicalTrials.gov PRS 8 hitos:Jlprstist hkseingon -
Protocol Registration and Results System I PRS TEST SYSTEM
X Uk & ClinicalTrials.gov PRS
: Records v Accounts~ Help v Protocol Registration and Results System
New Record -
Help: Protocol Data E:
Admin Quick Reference Quick Start Guide elp: Protocol Data Entry
Problem Resolution Guide What's New July 21, 2015 Need help understanding protocol data entry? For introductory information on
e — 2 £
<[ Protocol Data Entry the process, see How to Register Your Study on CiinicalTrials gov
L s Gt (o Results Data Entry Additional resources for protocol registration:
Problem Resolution Guide « Help Protocol Modules - examples, data entry tips and review checklists for
{6 records  (filtered from 60 records) | Al v re{ PRS User's Guide each mod: the protocol section
= TR CiniealTrats gov | Admin only « PRS User's Guide - qpp.by:v.zp instructions for entering, modifying, and
0 releasing (ecords using the PRS
- Admin Quick Reference eo S
Open  [none] 1234567 o " istration data tems (required and
RS
« Protocol Review Criteria (PDF). - review criteria for submitted study records
« Frequently Asked Questions (FAQ)
Qpsn  [none] Test Test 1 - Efficacy and Safety Study of
DX-88 to Treat Acute Attacks of R e Party FAQ - frequently asked questions about the Responsible
Hereditary Angioedema (HAE) Par lement changes introduced in August 2011
Open B [none]  Blank Multiple Period Design Blank Record Example for Multiple U.S. Laws: Clinical trial registration and results submission
Period Design Study . PUMA :::'J_‘ ﬂe\:\xf\‘em:!rl!s chnical trial registration and results submission
requirements from Section 801 of the Food and Drug Administration (FDA)
Qpen [ [none]  copy-of-niaid-dmid-03-154 Amphotencin Alone of in Combinationy Amendments Act of 2007
With Fluconazole for AIDS
Asgm‘;fg;ﬁgfw‘:.s 0 « FDAMA 113 Requirements - from the FDA Guidance for Industry (March 2002)
on Section 113 of the FDA Modernization Act of 1997
Close
31

Trials Registered with NCI’s CTRP

» Not automatically registered with ClinicalTrials.gov

» Upload Protocol Information from CTRP to PRS
(access from PRS Main Menu > XML Upload)

* Information needed:
— NCI Record ID
— Unique Protocol ID
— CTRP Username and Password

* Recommended Uses:
— Create a new study record
— Update locations in an existing study record

32
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Upload from NCI CTRP

Upload Protocol Information from CTRP

Only for trials that have been registered with CTRP, the US National Cancer Institute's Clinical Trial Registration Program.
About Upload from CTRP...

Fill in the requested infermation and click Analyze to confirm authorization to upload from CTRP.

NCI Record ID:

Example: NCI-2011-01234

Must match GTRP Lead Organization Trial Identifier.

Create new PRS record
Overwrite protocol in existing PRS record.
QOverwrite locations in existing PRS recerd.

Enter the username and password that you use to access CTRP.

| Analyze |

[cancel |
_

33

PRS Validation Rules

* A record must have no Errors in order for it to be
submitted for posting on ClinicalTrials.gov

Type Explanation
Problems that must be addressed

© ERROR L : . . .
(e.g., missing required* content, internal inconsistency)

& WARNING Items that are FDAAA required or (FDAAA) may be required
(e.g., Study Start Date data element)

AALERT Problems that need to be addressed

& NOTE Potential problems that should be reviewed and corrected, if

possible (if not possible, then may ignore)

34
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ClinicalTrials.gov PRS
Protocol Registration and Results System

Home > Recerd Summary

PRS Validation Rules (cont.)

Org: PRSTrainingMaster  User. RIW

Logout

ID_TTTPasllelR Farallel Study Design Example (With Results)

[NCT 10 nat yet

assigned]

Record Summary
“Home Help @

Record Status

Initial Results Release: 06/202013
Last Release: 06/20/2013 Receipt (PDF)

Open | Protocol Section

Brief Title: Parallel Study Design Example (With Results)

Module Status: Study Identification:

Study Status: o
Sponsor/Collaborators: 1 Warmning
Oversight: + 2 Notes

Study Description:
Conditions: « 1 Note

Study Design:
Amns and Interventions: « 2 Notes

Eligibility:
Contacts/Locations. « 5 Notes

References

) In Progress == Eniry Compleled = Approved == Released = PRS Review = Publi
| Next Step: Confirm data eniry complete | Entry Complete | g
Record Owner. abergeris _= ] Upload: Allowed Egit
Last Updated: 07/12/2013 1334 by QA16 PRS Review. Review History
Initial Release: 06/20/2013 Public Site: [Not yet registered]

Identifiers: [NCT ID not yet assigned] Unigue Protocol ID: TTTParallelR

35

Record Status

Summarizes where the PRS version of the record is in the

overall process of getting posted on ClinicalTrials.gov

‘In Progress ==p Entry Completed == Approved s

Released [mp PRS Review ==p F’ubhc‘

* 1f new record, NCT # assigned; may be 1-2 days for new or updated record to appear
on ClinicalTrials.gov due to internal processing procedures

Record is being Record editing is Record Record
edited or has complete; ready reviewed and submitted
PRS Review for approval & verified to PRS for
Comments release review
R
[o] Admin or Admin or Admin or User Resp Party
L User User (if Resp Party) (Pl or Admin)
E
Record did not pass PRS Review

Record
locked; in
gueue or

being
reviewed

PRS
Reviewer

Record
passed PRS
Review for
posting on
ClinicalTrials gov*

PRS
Reviewer

36
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Study Record Process Overview

Creatfe new Release

study record study record
Data Elements

PRS Review

PRS
Account

PR’_S Automatic NCT Number
Validation Rules Assigned
Review Criteria
Backend
Processing

1— 2 business days

Public Access on
ClinicalTrials.gov

37

Review Criteria

» Entered protocol and results information must be
consistent with review criteria applied by PRS
Reviewers (ClinicalTrials.gov staff)

« Overview of review criteria

— Logic and internal consistency
— Apparent validity
— Meaningful entries
— Formatting
+ ClinicalTrials.gov Review Criteria (DRAFT)

— Protocol: https://prsinfo.clinicaltrials.gov/ProtocolDetailedReviewltems.pdf
— Results: https://prsinfo.clinicaltrials.gov/ResultsDetailedReviewltems.pdf

38
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Review Comments

* When record “Reset”, the Responsible
Party and Record Owner (if different) will
receive an email

« Comments can be accessed within each
record with the Review Comments link

39

Review Comments (cont.)

« If record reset without public posting, then
major review findings must be addressed
— Edit to address comments; Release record

 Email reqgister@clinicaltrials.gov if
guestions on content of comments

— Include NCT Number (or Unique Protocol ID
prior to posting) and description of question
with any supporting information

— May also request teleconference

40
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Find Records with PRS Review
Comments

ClinicalTrials.gov PRS )

Protocol Registration and Results System Org TestOrg  User RWilliams  Logout
[ ek Lk Email. willamsra@mail.nih.gov [ Updsta]
New Recar | Records » Accounts v Help~ |

Admin Quick Reference

Eroblem Resolution Guide
od List

Group: [[ALL] v | (All Recoeds (60)) (Problem Records (80)) (w Custom Filter] Custom filter applied

Cloar Filter
Overall Status R d Status = Results Stalus Delay Resulls Status
Not yet recruiting Complited In Progress PRS Review No Results No Delayed Results Missing FOAAA Information
Recnating Suspended Entry Completed | Public Created Created Late Results - per FDAAA
Active, net recruiting ) Terminated Approved No Longer Public Released Released v Hever Released
Envolling by invitation | Withdrawn Released {e.q.. duplicates) Posted | [ Processed y Updated Update Not Released
Recond Has Ermors Ready for Review and Approval
Showing 1-3of Jrecords  (filtered from 60 records)  |All v | records per page Search. | RWillams ShowiHide Columns
= i i Primary 5
Group™  Protocel ID C""'“"rﬁ"" gov Bref Title 2;”' Completion © Record Status F;‘éﬂf Last Update  Focord R‘*ﬂ;'m Problems ‘
Cate e
(g';e_‘l)[rwe] 0BS-12345 Observational  Recruiting 022016 In Progress 0527/2015 0955 RWiliams [Sponsor] +  PRS Review Comments
Study of
DIinit"s\Tnals Gov
41
A ' Review Comments
Record Summary
NHome  Help @
- Record Status
|ln Progress ==p Entry Completed ==p Approved ==-p Released ==p PRS Review ==p Public
Next Step: Read Re [ Doty Complete | @
Record Owner: DZarin _=1 Access List: [] Edt
Last Updated: 06/09/2015 12:09 by root Upload: Allowed Eit
Initial Release: 06/09/2015 PRS Review: Record Reset Review Comments) Review History
Last Release: 06/09/2015 Receipt (PDF) Public Site: [Registration in process]*
Results Expected: February 2010 @ * Records ususlly sppear on ClinicalTrisls.gov within 2 business dsys of PRS Review.
42
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PRS Review Comments

ClinicalTrials.gov PRS

Protocol Registration and Results System

PRS Review Comments - Jun-10-2015 09:31

|Number01 Comments: 1 (see be\owl| |CommentResolwon Status: Not updated

¥ Hide AL
Show Only Sections With Comments

Observational Study of ClinicalTrials.gov Staff

Completed
Sponsor. | National Library of Medicine
Collaborators: | ICF International, Inc.

Thoughtful Solutions, Inc.
National Library of Medicine

Information Provided by (Responsible Party):

ClinicalTrials gov Identifier: | NCT12345678

Study Release Date: Jun-09-2015 12:09:18.1

= General Comments

September 2015

43
Data Provider Perspective
» Participant Flow
Period Title: Overall Study
Arm/Group Title All ClinicalTrials.gov Staff
STARTED 30
COMPLETED 28
Not Completed 2
Withdrawal by Subject 2
Comments:
The Enroliment number in the protocol section conflicts with the number of participants Started in the
Participant Flow module. Please verify and correct either or both of these data elements, as necessary.
Please provide an expl. ion for the last footnote. Specifically, it is not clear how the number of participants
treated was more than the number of participants randomized.
44
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PRS Review Comments
Previous Comments not Addressed

B> General Comments

Comments [1] :

This record cannot be pested/updated on Clinical Trials.gov because previous PRS Review Comments have
not been fully addressed. To address those comments:
1. Select the Review History link on the Record Summary page.
2. Select the comments recorded on MM-DD-YYYY and review all comments.
3. Make the necessary changes to the Protocol/Results Section (accessed via the corresponding Open
link on the Record Summary page).
4. Follow the instructions in the Next Step box on the Record Summary page to Release the updated
record for PRS Review and posting/update on ClinicalTrials.gov.
Tip: If you have questions or require assistance in addressing the PRS Review Comments, contact
register@clinicaltrials.gov.

45
JHome Help @
- Record Status
Iln Progress = Entry Completed == Approved == Released ==p PRS Review == Public
Next Step: Read Review Comments [EErse o
Record Owner: DZarin _= Access List: [] gd¢
Last Updated: 06/09/2015 12:09 by root Upload: Allowed Egit
Initial Release: 06/09/2015 PRS Review: Record Reset Review Commegfs R
Last Release: 06/09/2015 Receipt (PDF) Public Site: [Registration in process]*
Results Expected: February 2010 @ * Records ususlly sppesr on ClinicsiTrisls.gov within 2 business days of PRS Review.
46
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PRS Review History

ClinicalTrials.gov PRS

Protocol Registration and Results System

ID: NLM- 123 Observational Study of ClinicalTrials.gov Staff [NCT ID not yet assigned]

PRS Review History

Event User/Reviewer Date/Time
Reset QA17 06/10/2015 09:31  Review Comments (1)
Release DZarin 06/09/2015 12:09
Reset QA17 06/08/2015 14.02  Review Comments (3)
Viewed by DZarin 1 time(s) — last access: Tue
Jun 9 10:36:11 EDT 2015
Release DZarin 06/07/2015 16:01

The date the record was reviewed and determined
acceptable for posting on ClinicalTrials.gov will
appear as Event “Published” with Date/Time.

47

Review Comments - Protocol

* Insufficient Outcome Measures are the primary
reason protocol records are reset

— Be familiar with the Protocol Review Criteria for
Outcome Measure Title, Description, and Time Frame

48

http://prsinfo.clinicaltrials.gov/ProtocolDetailedReviewltems.pdf
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New Registrations: ClinicalTrials.gov
Identifier (NCT Number)

T EE——
* Records should be available on ClinicalTrials.gov within 2
to 5 business days of Release
* Where to find the ClinicalTrials.gov Identifier (NCT Number)
+ Email: Sent to the Resp. Party and “Record Owner” (if different)
* PRS Account: Appears in the “ClinicalTrials.gov ID” field

» ClinicalTrials.gov: Search using Unique Protocol ID; the NCT
Number is listed at the top and bottom of the record

» A study is not “registered” until it receives an NCT Number
— Initial Release Date will be reported on public site

» Some studies will be “reset” without public posting

» Check your PRS Account and the public site to ensure that
a study is properly registered

49

Caveats Regarding Posting

at CIinicaITriaIs.gov

* Responsible Party must ensure that records
meet review criteria

— Responsible parties should assess their records using
available review criteria prior to releasing the records

» Posting does not ensure that all review criteria
were met

+ Comments may still be provided “suggesting”
improvements

+ ClinicalTrials.gov may note issues and request
revisions after record posted publicly

50
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PRS Home Page & Record List

Home Page (Admin)

ClinicalTrials.gov PRS

Protocol Registration and Resulis System

Menu Bar

Org TestOrg  User. RWiliams  Logout

Admin Quick Reference
Problem Resolution Guid

Showing: 13 of 3 records

e Recor Records = Accounts » Help » |

Group: [[ALL] v | (All Records (80)) (Problem Records (50)) (I Custom Filter

Email: williamsreg@mail nih gov [ Lipdate ]

Ogen R [ncne]  copy-of-niaid-dmid-03-154

Qpen  [none]  RUW-10671801

ClinicalTrials. Gov Staff

Ampholericin Alone of in Combination Approved

[Sponsar]
With Fluconazole for AIDS-

Associated Meningtis

Prospective Study to Compare a New Entry Completed DG09/2015 1224 RWiliams  [Sponsar]

Wascular Access Geaft to Existing
Gratts

red from 60 records)  |Al v | records per page Search [RWI ShowfHide Colurnns
Group Protocel ID C“”‘”'I’S“" 904 Bief Title Record Status = Last Update 'fi‘r“’;"‘ «  Responsible Paty
Qpen [ [none]  0BS-123%5 Obsarvational Study of inProgress  DW0T/2015 1255 RWiliams

= Record Has
« Never Relea:

- Late Results

- Recond Has 1 Em
- Ready for Review and Apg
« Never Released

sing FOAAA Information

« Late Results

- Missing FDAAA Information
- Late Results - per FDAAA

sing FDAAA Informat

2 Emors

jon
per FOARA

per FOARA

KEY: PR PRS Review [ Results Delayed Results
XML Upload [ No langer publc

Showing: 1-3 of 3records  (filtered from 60 records) Al v | records per page

Page| v |of 3

Download....

52
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PRS Record List Features

ClinicalTrials.gov PRS

Protocol Registration and Resulls Sysiem

Org TestOrg  User: Riiiams

Logaut

¢ Quick Links
New Record
Admin Quick Reference

| Records » Accounts + Help =

Email wiliamsre@mail.nih gov [ Lpdata]

Group: [[ALL] » (Al Records (60)) (Problem Records (50)) (b Custom Filter
Showng 1-3of 3records  (filtered from 60 records) | All ¥ records per page Search: |AW ShowdHide Celumng
ClinicalTnals gov Record ible]
Group. Protocol ID D Brief Title Record Status Last Update Omer v Respomiblel | @ Group
Open | [none]  0BS-12345 Observational Study of InProgress  03I07/2015 1255 Rwillams # Protocol ID
ClinicalTriaks. Gov Staff —_—
# ClincalTrials.gov 10 Ly
@ Brief Title s
Open [ [nons]  copy-cf-niid-drmid-03-154 Amphetericin Alone of in Combination Approved OA25/2015 1624 Rwillams  [Sponser] e
With Fluconazole for AIDS-
Associated hleningits Vesification Date f fnation
EPSE— TV
Primary Completicn Date
Open  [none]  RIW-10671801 Prospective Study to Compare aNew Entry Completed 06032015 1224 Rwillams  [Sponsor] —_—
Vascular Access Graft to Existing ¥ Record Status Agproval
eatts
Results Status
ination
Delayed Results Status | A
Showing 1-3of 3records  (filtered from 60 records) [ All ¥ | records per page # Last Update je [ w]of-3
Last Updated by
KEY: PR PRS Review [{Resuits [DR Delayed Results L L=
[ XML Upload [B| No longer public B Il
¥ Responsible Party
Central Contacts |
Study Offcials
53

ClinicalTrials.gov PRS

Protocol Registration and Results System

PRS Record List Features (cont.)

Org TestOrg  User RWiliams  Logout

New i Records v Accounts v Help v |

Admin Quick Reference

Group: |[ALL] v | (All Records (60) (Problem Records {60)| (w Custom Filter) Custom fiter apphed

Email: willamsre@mail rih gov [ Update)

Clear Filter.
ecall Stat ec Results Stat Delayed Resuts Status— Probler
Not yet recruiting Completed in Progress PRS Roview No Results No Delayed Results No Problems Missing FDAAA Information
Recnating Suspended Entry Completed / Public Created Created ¥ PRS Review Comments || Late Results - per FDAAA
Active, not recruiting erminated Approved No Longer Public Released Released Entry Not Completed Never Released
Envolling by invitation - Withdrawn | Released (eg. duplicates) | & Posted Processed Not Recently Updated Update Not Released
Record Has Errors Ready for Review and Approval
Showing 13 0f 3records  (filtered from 60 records) | [All ¥ | records per page Search [RWillams ShowHide Columns
Primary |
Open Growp? ProwcaliD = HEATM®N  prerrie = QA< completon Record Status > oo s LastUpdate o, Focerds  Resporaile Problems }
Date |
[none]  OBS-12345 Obsenvational  Recruiting 02/2016 In Progress 0512712015 09.55 RWillams [Sponsor] - PRS Review Comments
Study of
ClinicalTrials Gov
Staff
.
.
.
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PRS Record List Download

ClinicalTrials.gov PRS

Proiocol Registration and Resuits System

Qg TestOrg  User RWilliame  Logout

| Records » Accounts + Help =

Admin Quick Reference

Email: williamsre@mail nih gov [ Lipdate ]

Grovp: [[ALL] v | (Al Records (80)) (Problem Records (50)) (I Custom Fier

Showing: 13 of 3records  (Ritered from 60 records)  [All ¥ | records per page

Search: |RW

ShowiHide Columns

Group Protocol I

Last Update & Rocord

ClidcalYials gov Bried Tile Record Status

Owner v Responsible Party

Problems

Open [ [none]  0BS-12345 Gbsenvational Study of

In Progress
ClinicalTrials Gov Staff

090712015 1255 RWilliams

Open A [none]  copy-of-niaid-dmid-03-154 Amphotericin Alone or in Combination Approved
With Fluc onazole for AIDS-

Associated Meningitis

082572015 1624 Rwillams  [Sponser]

Open  [rone]  RIW-10571801 Prospective Study 1o Compare a New Entry Completed 06092015 1224 RWilliams  [Sponsar]

Vascular Access Graft 1o Existing
rafts

= Entry Not Completed
= Never Released

« Missing FDAAR Inform
- Late Results - per FDAAA

= Record Has 2 Eors

« Never Released

= Missing FDAAA Information
* Late Results - per FOARA

- Record Has 1 Emor

- Ready for Review and Approval
« Never Released

- Missing FDAAA Information

« Late Results - per FOAAA

Showing 1-3of 3recorss  (Ritered from 60 records) Al ¥ | records per page

KEY:

PRS Review [ Results Delayed Results
XML Upload [N Ko longer public

Download Record List —
- Displayed columns and records
- .csv file (compatible with Excel)

Page| v ol 3
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Problem Records

ClinicalTrials.gov PRS

Protocol Registration and Results System

Org TestOry  User: RWilliams  Logout

Quick Links ) .
| Records v Accounts v Help »

New Record
Admin Quick Reference

#Recond L

Email. willamsre@mail nih gov [ Update

Group: [[ALL] v | (All Records (50)

 Custom Filter]

(Overall Status.

Clinic alTrials. Gov Staff

Results Status— Delayed R its Status —,
Mot yet recniting Completed In Progress. PRS Review No Results Mo Delayed Results No Problems. Missing FDAAA Information
Recruiting Suspended Entry Completed [ Public Created Created PRS Review Comments | Late Resulls - per FOASA
Active, not recniiting [ Temminated Approved No Longer Public Released Released Entry Not Completed Mever Released
Enrolling by invitation () Withdrawn Released (8.9 duplicates) Posted Processed ot Recently Updated Update Not Released
Record Has Errors Ready for Review and Approval
Showing 1-3of 3records  (filtered from 60 records) | A v | records per page Search: [Riiliams| x| | ShowlHide Columps
Group Protocol ID: Q'"'“E‘Té“" gov Brief Title Record Status = Last Update R‘“‘a o Responsible Pary Problems
Open [ [oone]  0BS-12345 Cbsenvational Study of In Progress 0/07/2015 1255 RWillams, « Entry Not Completed

« Never Released
issing FOAAA Information
« Late Results - per FDAAA

56
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Identifying Problem Records

« Data Entry (Record Owner) Issues: e.g.,
— PRS Review Comments that need to be addressed

— Record(s) for recruiting studies that have not been
updated or verified within the past six months.

 FDAAA 801 issues: e.g.,

— Record(s) are missing one or more data elements
required by FDAAA...

— Record(s) appear to be overdue for results submission

« Administrator Issues: e.g.,
— Record ready for Review and Approval
— Update Not Released

57

Problem Records — FDAAA Issues

» For Informational Purposes Only

» Determination of whether a trial is subject to
FDAAA must be made by the Responsible Party

* How do | get my trial off the report?
— Provide all FDAAA required data elements

— Verify accuracy of data for the following data elements:

» Study Type, Intervention Type, Study Phase, IND/IDE Protocol?,
Facility Location(s), Completion Dates — Primary and Study

— If relevant, submit results, certification or extension
request
* Note: PRS can’t detect if trial includes an unapproved product.

58
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What is an ACT?

« “Applicable Clinical Trials”* (ACTSs)
subject to FDAAA are:

— Interventional studies of drugs, biologics, &
devices

— Not phase 1 (drugs/biologics), not small
feasibility (devices)

— US FDA jurisdiction (e.g., IND/IDE or US site)

— ACTs initiated after 9/27/07 or if initiated on or
before 9/27/07, “ongoing” as of 12/26/07

59

* http://prsinfo.clinicaltrials.gov/ElaborationsOnDefinitions. pdf

FDAAA Issues Records

 ClinicalTrials.gov Protocol Data Elements
— Study Type [Interventional] AND

— Intervention Type [Drug, Biologic, Device, Radiation or
Genetic] AND

— Study Phase [Not Phase 0 or Phase 1] AND

— Facility Location(s) [At least 1 US location or locations
not specified] OR IND/IDE Protocol? [Yes] AND

— Primary Completion Date (PCD) [on or after January
2008 or not specified] OR Study Completion Date [on
or after January 2008 if PCD not specified] AND

— Overall Recruitment Status [not Withdrawn]

60
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How to Avoid FDAAA Issues

* Provide all FDAAA data elements (i.e., address
all Warnings)

» Ensure data elements used to identify records
with potential FDAAA Issues are properly
specified

» Use Primary Completion Date to identify studies
that may be due for results within the next year

— Notify Responsible Party at regular intervals

61

Study Record Process Overview

Create new Release
study record study record -
PRS Data Elements PRS Review
Account

PRS Automatlc NCT Number
Validation Rules Assigned

Review Criteria

Backend
Processing

1— 2 business days

Public Access on
ClinicalTrials.gov

62
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Study record on ClinicalTrials.gov

N » Example: "Heart altack” AND "Los Angeles”
ClinicalTrials.gov Soarch for studien: Search

A service of the U.S. National Institutes of Health Advanced Search Help Studies by Topic | Glossary
Find Studies About Clinical Studies Submit Studies Resources About This Site

Home > Find Studies > Search Results > Study Record Detail Text Size v

Trial record 1 of 1 for:  NCT02535689
Previous Study | Returnto List | Next Study

Safety of Tofacitinib, an Oral Janus Kinase Inhibitor, in Systemic Lupus Erythematosus

This study is currently recruiting participants. (see Contacts and Locations) ClinicalTrials.gov Identifier:
NCT02535689

First received: August 28, 2015
Last updated: NA

Last verified: August 2015
Information provided by (Responsible Party): History: No changes posted
National Institutes of Health Clinical Center (CC) ( National Institute of Arthritis and
Musculoskeletal and Skin Diseases (NIAMS) )

Verified August 2015 by National Institutes of Health Clinical Center (CC)

Sponsor:
National Institute of Arthritis and Musculoskeletal and Skin Diseases (NIAMS)

Full Text View  Tabular View  No Study Results Posted Disclaimer  [El How to Read a Study Record

63

Example of items added during
processing

Safety of Tofacitinib, an Oral Janus Kinase Inhibitor, in Systemic Lupus Erythematosus

This study is currently recruiting participants. (see Contacts and Locations) ClinicalTrials.gov Identifier:
NCT02535689

First received: August 28, 2015
Last updated: NA

Last verified: August 2015
History: No changes posted

Verified August 2015 by National Institutes of Health Clinical Center (CC)

Sponsor:
National Institute of Arthritis and Musculoskeletal and Skin Diseases (NIAMS)

P by (| Party):
National Institutes of Health Clinical Center (CC) ( National Institute of Arthritis and
Musculoskeletal and Skin Diseases (NIAMS) )

Full Text View  Tabular View  No Study Results Posted Disclaimer  [El How to Read a Study Record

Resource links provided by NLM:

Genetics Home Reference related topics: systemic lupus erythematosus
MedlinePlus related topics: Lupus
Drug Information available for: Tofacitinib Tofacitinib citrate

U.S. FDA Resources

64
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ClinicalTrials.gov PRS

Protocol Regisiration and Results System

Public Site Report

Improvements coming end of Sept 2015

Ory TestOrg  User RWilams  Logout

Mew Record

Shoning: 13
Group

Ogan B [nene]

Qe B [rone)

Open  [none)]

Geoup: |[ALL] v (ANl Records (60))

Records ~ Accounts = Help -

Email: willamsre@mail rih. gov [ Update ]

Now Recerd Public Site Report
Problems: RWilliams Records . L. .
- Report of records/versions posted on ClinicalTrials.gov

PRS Review Comments

Upload Record (XML)

Upload from NCI CTRP
cords  (Rltered el AdMIN ONlY. boe Search: [Ritisiams ShowiHide Columns

Protocal If] ::j‘:""gs T:S‘O'g Records et Tite Recond Stafus = LastUpdate = 355 Responsible Party Problems l
c Site Report

0BS-1245 ! = pral Study of In Progress 091072015 1255 RWilliams. = Entry Not Completed

Undelete Record fols Gov Staff - Mever Released

issing FOAAA Information

Batch Record Upload (XML) its - par FOAAX
copy-obniaidamig{ Check Batch Upload SIS kin ajone orin Approved 09252015 1624 RWilliams  [Sponsar] I Has 2 Em

Batch Record Release i With Fleeooazole sed

ssociated Meningilis ing FDAAA Information

Check Batch Release Status ults - per FOAAA

RIW-106T1801 Batch Record Download (XML) e sway 1o Compare Entry Completed 06082015 1224 RWillams  [Spensor] 1 Emror
T Rew Vascular Access Graf 1 Review and Approval
1o Existing Grafts

issing FOAAA Information
+ Late Results - per FDAAA

Showing: 1-3 of 3 records

[filtered from 60 records)

Al v | records per

KEY: PRIPRS Review [ Resuts DR Delayed Results

page

Page[ v|of 3

[ XML Upload [P Ne longer pubiic (Dewicad.
65
Questions?
Email reqgister@clinicaltrials.gov at any time!
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