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Data Repository




CHAPTER 5 - DATA REPOSITORY

he Data Repository is the central hub of the BRICS system, providing
functionality to manage study information, and contribute, upload, and store
the research data associated with each study.

The Data Repository module is closely related to the Data Dictionary module
which provides long term repository for research data.

5.1 OBJECTIVE

The Data Repository Tool provides useful features for:

R

% Manage Studies
o View Studies
Create a Study
Edit a Study
Submit Request to Approve Data Document
Add Form Structure
o Search Studies

¢+ Other Tools: Submission Tools, MIPAV Tool, and Download Tool (See Chapter 9
MIPAV, Chapter 10 Data Validation, and Chapter 11 Download Tool) are located
within the Data Repository module. Please refer to the above-referenced chapters for
additional information.

O O O O



https://fitbir.nih.gov/content/user-guides
https://fitbir.nih.gov/content/user-guides
https://fitbir.nih.gov/content/user-guides
https://fitbir.nih.gov/content/user-guides

BRICS

5.2 MoDULE NAVIGATION

The Data Repository module (including sub-modules) are available within the BRICS
Workspace

To Access the Data Repository Module: Perform the following actions:

1. Login to the system.
2. Navigate to the Workspace landing page

1% Home m ProFoRMS Subject Management Data Dictionary Data Repository Meta Study Account Management

Workspace

Modules: Building Blocks for the Research Life Cycle
There are a variety of key software modules comprising this system. These modules support the vision of interconneciivity and collaboration among the research communities, as well as, provide a combination

of web-based functionality and downloadable tools that support data definition, data contribution, and data access throughout the research life cycle.
Module Overview

©

ProFoRMS Subject Data Dictionary Data Repository
Management
éq : ‘
Query Meta Study Account
Management
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3. Click the Data Repository module icon

ProFoRMS  Subject Management

Meta Study  Account Management

Workspace
Modules: Building Blocks for the Research Life Cycle
There area vanely «of key software modules comprising this system. These modules support the vision of interconnectivity and collaboration among the research communities, as well as, provide a combination
D-bi and tools that support data definition, data and data access the research life cycle.
Mndnleovervm
ProFoRMS Subject Data Dictionary Data Repository
Management
e ‘
Query Meta Study Account
Management
Things to Note:
ICON KEY =7 The best user experience with navigating through the Data Repository module is with the

latest Firefox browser
O Notes

=7 Important

Information

=7 Java Runtime Environment (JRE) version 8 or higher is required. Check your version of Java.



http://www.java.com/en/download/installed.jsp

BRICS

5.2.1 View Studies

The View Studies lists the studies that the user has permission to view. The filters provided
within the View Studies list allows users to filter the list by Ownership, Data Submission
Status, and Data Type. The search capability allows users to search by: Study Title,
Organization, Study ID, Principle Investigator (Pl), Funding Source, and by the Permission
type that the user holds for that particular study (Owner, Admin, Read, or Write).

To View Studies in Data Repository: Perform the following actions:
1. Login to the system.
2. Navigate to the Workspace landing page.

trrome PP CroFoRMS  SubjectManagement  DamaDicionary  DamRepository  Query  Metastudy  Account Management

Workspace

Modules: Building Blocks for the Research Life Cycle
There are a variety of key software modules comprising this system. These modules support the vision of interconnectivity and collaboration among the research communities, as well as, provide a combination

of web-based functionality and downloadable tools that support data definition, data , and data access the research life cycle.
Module Overview

) ©

ProFoRMS Subject Data Dictionary Data Repository
Management
Meta Study Account
Management
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3. Click the Data Repository module icon.

ProFoRMS -t Management ta Study Account Management
Workspace

Modules: Building Blocks for the Research Life Cycle

There are a variety of key software modules comprising this system. These modules support the vision of interconnectivity and collaboration among the research communities, as well as, provide a combination

of 0-bi d and tools that support data definition, data , and data access the research life cycle.

ProFoRMS Subject Data Dictionary Data Repository
Management
Query Meta Study Account

Management

4. Click the Menugn the left-side tool bar to select the View Studies. Note: By default,
the system brings you to the View Studies from the Workspace landing page.

Results are shown in a tabular format to include the following:

14 Home Workspace ProFoRMS GUID Data Dictionary Query meta Study Account Management

Data Repository

£|
]
FH

t the wser has permissions to view. The provided fiters will alows users o fiter the kist by cwnership, data submission status, and data type. The search capabilty allows users to search by Study Ttla, Study 1D
| the Permission Type that the user hoids for a particular study (Owner, Admin, Read, Write)

mu.

Create Study
T, = v | [l data types » | [AlStudy Types v e
I ORGANIZATION STUDY ID DATA TYPES ¥ PERMISSION § Zg’f,a‘;g L z:.f.‘fm:
MIPAV Imaging Tool
JEFmR ety Seb L et eIk S Moo CRox: FITBIR-STUDY0000323  Todd Scwed: nyY® Read DoD-MROC N
Download Tool
2 envirgnmentl Intuences on recove e )
o _— g Y. 2LEVg Redsne FITBIR-STUDY0D00351  Brad Kurowski xXyY® Reat NIHNINDS N
ADAPT Sub-study; MRI Markers of Functionsl Qutcome after Severe Pediatric Traumalic University of Pater A Ferrazzano ;
Brain Iy econti Magicon  FITBIR-STUDY0000345 153 zTY® Resd NIH-NINDS N
Spaulding
Adting Legacy Clnical Data o he Federal Inferagncy Traumatc Brain Inny. Clicolng  jolo2 ope ;
(i 15y Toagiment Tral (COBRIT) Hospital and FITBIR-STUDYOD00240  Ross Zafonts, 00 35 Y@ Read NIH-NINDS ¥
B e Harvard Medical
School
University of Frederick P Rivara
Washington FITBIR-STUDY0000230 1\ EEh zyYe Read NIH-NINDS X
dvanced maging Accuisiton end Dets Analyes for s Wity TEI Neuroimeoig Database FITBIR STUDY0000234  John Olfinger TY@ _ T
MMMM,. Mm_% B i s NN Newal Anatvics e (FITRIESTIN Y O0O0I7T-  Sroer e Y@ Read NHNNDE N
Al T8I imead of Aging_on the immune Resnonse to Traumatic Brain Injury H.r‘:;;(:'g“”uﬁ; FITBIR-STUDY0000266  Hiaire J Thompson 35 Y {fp Reas NIH-NINDS N
P e T D e Anthratronix FITBIR-STUDY0000244  Corinna Lathan xyYe Read DOD-MRDC ¥
Agereaches ang Decisions in Acyls Pegiairic TE| THal (SDAPT) P FITBIR-STUDYO000Z31  rerer Y9 Reae NIHNINDS N
piltation o in Injury.with Virtual Reaiity Diiving
Simulation (CHRM) FITBIR-STUDY0000202  Mark Etenhofer -1 y. Read CNRM N

A&ulo Repo Study_ 140 Org Name FITBIR-STUDY0000396  F Name L Name qYR Read NIH N
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5.2.2 Edit Studies

The Edit Studies function allows the user to edit studies that the user has permissions to edit.

To Edit Studies in Data Repository: Perform the following actions:
1. Login to the system.

2. Navigate to the Workspace landing page.

Repository Query Meta Study Account Management

Workspace

Modules: Building Blocks for the Research Life Cycle
There are a variety of key software modules comprising this system. These modules support the vision of interconnectivity and collaboration among the research communities, as well as, provide a combination
of web-based functionality and downloadable tools that support data definition, data il , and data access the research life cycle.

Modll\e Overview

ProFoRMS Subject Data Dictionary Data Repository
Management
e
Query Meta Study Account
Management

3. Click the Data Repository module icon.

frtome P oroRMS  SubjectManagement  DataDictionary  DataRepository  Query  Meta Study  AccountManagement

Workspace

Modules: Building Blocks for the Research Life Cycle
There are a variety of key software modules comprising this system. These modules support the vision of interconnectivity and collaberation among the research communities, as well as, provide a combination
of 0-bi d and tools that support data definition, data i , and data access the research life cycle.

Madule Overview

ProFoRMS Subject Data Dictionary Data Repository
Management
a
Query Meta Study Account

Management
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4. By default, the system brings you to the View Studies from the Workspace landing
page. From the Data Repository View Studies list page, select the study you like to
edit by clicking on the study link as shown below:

E Data Repasitory

View Studies
Vi Shotban ity S phediern PR S A Pl (et 5 i Tha prosviced Aery il mloy ey o e g Bt Dy o nep, s Pt pistan, ared S0 858 The 19T CRpaDaty Bow GSer i W by Sy T, Shadky i)
Priupis rigals [P] ad by B Parmmion Tres ul Ba e bk fom sasica skl (Cerar Afrn Basd Wirka!

B

nhowT N § eboim foorad fo Roiude e Ioliowing

Dwneepre gl v | | Al pieie w | | e tvee w | |As ey Trnes v

ORUANTATION 1§ H BAEA T

TES-STUIVGIES  Tood Soves T¥Ye e ColWADE W

FITRR-STUDYRE0S]  Bepd Kanni zyYe Eivacd WEB-HINDS H

Uty of b Fopbae . Pz, i
WhidsesnMiden DT STUOTRNIME g Ry i T W
Sy
At aten
il FTRSSTUOYIOONG Rkl Satea, OO Tye e DS ¥
Fiarenrd Madeal
S
rmressty o - sag  Frisdec P R
Vimbrgin L LR R il Tye L] NS ¥
FETBE-GTUOVREERE  Johe Cebnger TYe Bt CeOARDE W
= T
Fisurni Angiyicn e FITRIR-STUOWOONOTT O ﬁy‘ ot [STEErS W
A T i of g 1y iy ioeirie g FTRSSTUOVIONNS  buass ) Thomsien 35 YU ] [
Anrcstancent Praneci® Hewd 0 Head M,ﬂmﬂ.u-m.nﬂru':-d' Rrreote FITRR-STUDYVIOMGLE  CorrraLamar E_l,,' B Cal-REE ¥
o Aoy T L Univwrilly of Tlephen = L -
Scorpicrn and Ceoam = o Pednc T Trs LA P et f e Fo WD "
Wﬂﬂwm FITERATUDYOOMINT e Enervaie Tye [ b H
= = = WADIALI ALY . s e JoseE Cape o
AainTdied CRroreranet Ensbator, of Wil Daamats B e, se Dusioomn MECHCAL CENTER TR 5 Ul i v E__Y' o xR0
& Risbomial irafibuted of
Lansean E L e L e FITRE-STUCYIOGTS  Jestsca O e R CxAM ¥
ChAM) Coniar (CC
ook Polybchon:
Bssrsachurscl D of Pyghgins =TI e b Seoh Belsted Corcnnaion PSR STUOVIOOTS  ShfsrDuma 0 3 YR ot KBLMDE W
ettty o
] Gty oty of 153 Saiocsied Cognlve IMgeTsn srngeg Qi eg T o, S FITRR-STUOYOOI  KesSrm Yala MO n’y‘ it Ceb-AROE H
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5. The Study Overview page appears. Click the Edit button.

Workspace  ProFoRMS ~ GUID  Data Dietionary Query  MetaStudy  Account Manapement

Data Repository

=

Study: A Magnetic Resonance Imaging Based Classifier to Accurately Diagnose Persistent Post-Traumatic Headache and to Differentiate it from
Chronic Migraine

Study Overview:

ﬁm

Study ID:
Study 1D Source:
Study DO

Study DOI Source:

Visibility:

Recruitment Status
Study Type: Othe:
Study URL:

Therapeutic Agents
Therapy Types:
Therapeutic Targets
Modsl Names:
Model Types:
Abstract

Study Aims:
Start Date:
End Date

Duration:

Primary Funding Source:

Estimated Number of
Subjects:

Study Research
Management:

Study Site:

ADDRESS

- Administrative Files

Listed below are the administrative fies that have been uplos:

for your study.

Search: w
NAME TvPE ¢ DESCRIPTION 4 DATEUPLOADED s

EITEIR_Submission Request pof Data Submission Document Data Submission Document
Showing 110 1 of 1 entries

Z018-D4-27 00:00

First Previous Next Last
- Dataset Submissions
Show shares & private ¥ Searen: =
DATASETID 4 mame 4 suBMISSION DATE Tree $ swatus 4 sormec )
Mo matching records found
Showing 0 to 0 of 0 entries (fitered from 21 total entries) First Previous Nem Last
- Data Access Report
Tire Fiher: 21l ¥ | [ Downics Search: -
DATASETID ) 4 parE 4 sormec 4 DowwLoaD LOC.
2042 [ ] N Datz Repository
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6. Edit the details of your study as shown below. Clicking on the [+] expansion icon
expands the various section (Study Research Management, Study Information,
Study Form Structure, and Study Keywords) for additional study details.

On the following pages, you may manage documentation, datasets, and permissions.
Note: Fields marked with an asterisk * are required. You will not be able to submit
your study for approval until all required fields are answered.

ft Home  Workspace  ProFoRMS GUID  Data Dictionary Data Repasitory Meta Study Account Management

ﬁ Data Repository

sncn limaging Based Cluvefio: to Aceisatnl Digrose Persistant Past Trayrsts Headache s ta Diffetariinis § fom Cheanic Mg,

1. Edit Details 2. Manage Documentation 3. Manage Datasats 4. Grant Permissions

Eait STUG)" A Magnetic Resonance Imaging Based Classifier to Accurately D|agnose Persistent Post-Traumatic Headache and to Differentiate it from
Chronic Migraine

Edit the dztmils of your study below. On the following pages, you may manage cumentation, dS1Esets, and permissions.
Fields marked with 3 * 3ne required. You will nat be able to submit your study for appeoval untl 3il requined fields are answered
- Study Overview

Study ID: FITBIR-STUDY0000323

Title * [ A Magnese Ressnance Imaging Bases Classdier 19 Ascurstely Dagrose Persst

Abstract " : [Tr, -~
-
4
Aims : 1
4
Reeruitment S131s © [ Rzeryitng v
Study Type " - [ Ogpar v
Therapeutic Agent : -
Therapy Type : -
Therapeutic Target : -
Model Name ©
-
Model Type ©
Study URL -
Study Picture File : [ Browse Mo file salected

Only JPEG or FNG File format, with preferred image size 200 x 150.

Ciinical Trial ID Table
Clinieal Trial ID - | ADD TO TABLE

Search w

CLIMICAL TRIAL ID ACTIONS N

No data avadable in table

Showing 0 1o 0 of 0 entries First Previous Next Last

Study Research Management
+ Study Information
+ Study Form Structure
+ Study Keywords

CONTINUE TR RUN e LT
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7. Click the Continue button when complete.

1 Home Workspace ProFoRMS GUID Data Dictionary

Query  Meta Study  AccountManagement

ﬁData Repository

View Sludies = A Megnetic Resanance Ims

m P —— 3 Marage Datemet P —

Edit Study: A Magnetic Resonance Imaging Based Classifier to Accurately Diagnose Persistent Post-Traumatic Headache and to Differentiate it from
Chronic Migraine

Edit the datails of your study below. On the following pages, you may manzge decumeniation. datasets, and parmissions.

= Edit Details

Fields markad wiith a * are required. You will not ba able to submit your study for approval unti all required fiskds are answered.

- Study Overview

Study ID: FITBIR-STUDYD

Title * 2 [ 4 Magnete Resenance Imaging Based Classfier to Accurately Diagnose Fersist|
Abstract ™ :

Traumatic brain injury (TBI) and poss-traumatic headache (FTH) are -
common conditions that exert substantial impacts in the miltary and inthe  w
civilian populztion. TEI is a signawre injury of U.. Scidiers during modem
warfare with 20% of Operation Enduring Freedom and Operation Iragi 4

Aims :

-

Recruitment Status -

[ Recruiting

Study Type " : | Otner

Therapeutic Agent : ‘

Therapy Type : ‘

Therapeutic Target : ‘

Model Name : ‘

Madel Type : ‘

Study URL : ‘

Study Picture File Mo file selected.

Only JPEG or PNG File format, with preferred image size 200 x 160.

Clinical Trial 1D Table
Clinical Trial ID - |

] ADD TO TABLE

CLINICAL TRIAL ID CTIONS
Mo data svailable in table

Showing 010 0 of 0 entries First Previous Next Last

+ Study Research Management
+ Study Information
+ Study Form Structure

+ Study Keywords

Save & Finish Cancel
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8. Manage Documentation: Click the Add Documentation button to select the desired
file or URL to upload. Click the Continue button.

Account Management

1t Home Workspace ProFoRMS Meta Study

> Manage Documentation

1. Edit Details 2. Manage Documentation 3. Manage Datasets 4. Grant Permissions

Edit Study: A Magnetic Resonance Imaging Based Classifier to Accurately Diagnose Persistent Post-Traumatic Headache and to Differentiate it from

Chronic Migraine

Supporting Documentation
Flease provide any supporting documentation for this studying including methods, findings, relevant presentations. algoriinms, eic. associated with the study. Note that analyzed images and genomics should be provided as a part of 2 data

uploan/submission process and should not be included here.

o W Search w 3

4 DESCRIPTION 4 DATE UPLOADED

TITLE DOCUMENTATION

Mo data available in table

Showing 0 to 0 of 0 entries (0 row selected of 0) First Previous Next Last

Administrative Files
Listed below are the administrative files that have been uploaded for your study.

FITBIR Submission Request pdf Data Submission Agreement 2015-04-27

The administrative file was submitted when the study was created. If you wish to update this study's administrative file, please contact the system adminisirator to replace the current file

Please include the name of the study and the administrative file in your request

Save & Finish Cancel

9. Manage Datasets: In the table below, the dataset information for an individual study is
displayed when the dataset title is selected. You may request change to the status of
datasets from here by selecting the drop-down menu beside “Change Status” to select
a Dataset. Click the Continue button.

Account Management

4 Home  Workspace ProFoRMS ery Meta Study

ME Data Repository

View Studies > A Magnetic Resonance Imaging Based Classifier to Acourately Diagnose Persistent Post-Traumatic Headache and fo Differentiate it from Chronic Migraine

1. Edit Details 2. Manage Documentation 3. Manage Datasets 4. Grant Permissions

Edit Study: A Magnetic Resonance Imaging Based Classifier to Accurately Diagnose Persistent Post-Traumatic Headache and to Differentiate it from
Chronic Migraine

Manage Datasets
The table below displays dataset infermation for an individual study. Additional detailed dataset information is displayed when the dataset title is selected. Requests to change ihe status of datasels is performed here.

> Manage Datasets

Show shared & private v Search” w

ASET ID NAME 4 SUBMISSION DATE 4 TYPE 4 sTATUS =

No matching records found

Showing 0 to 0 of 0 entries (filtered from 21 fotal entries) (0 row selected of 21) First Previous Next Last

Dataset Actions

Change Status ™ | Seject a Dataset O

Save & Finish Cancel
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10. In the Grant Permissions section, individual access to the study profile and datasets can
be granted to users during submission. The different permissions are Read, Write, and
Admin. Other users will have Read access once the datasets have been shared.

To grant access to study team members to the study profile and datasets, click on the Add
to Table button.

4 Home  Workspace  ProFoRMS  Subject Management  Data Dictionary Query  MetaStudy  Account Management

ME Data Repository

1. Edit Details 2 Manage Documentation 3. Manage Datasets 4. Grant Permissions

Edit Study: A Magnetic Resonance Imaging Based Classifier to Accurately Diagnose Persistent Post-Traumatic Headache and to Differentiate it from
Chronic Migraine

Grant Permissions
Individual access fo the study is granted below Select the intended individual from the drop down to grant access. The permissions include read, write, or admin. The default permission is read. Also, individuals can be removed from the permission

group here
Read - Allows user to view this study.

Write - Allows user to view this study, edit study details, manage documentation, manage datasets
Admin [ Owner - Allows user o view this study, edit study details, manage documentation, manage datasets and grant permissions. There can only be one Owner.

ADD TO TABLE

&

B USER/PERMISSION GROUP PERMISSION ¥ NOTE # SUPPORTING DOCUMENTATION ¢
o Write

o Admin

(m} owmer

Showing 1 to 3 of 3 entries (0 row selected of 3) First Previous Next Last

SAVE & FINISH  [eZ=ils(3)

Note: Study A have

ies regardiess of any permissions they have been
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Select a username/permission group from the Drop Down list. Select the permission
access for the user(s). Note: Study Administrators have administrative permissions for ALL
studies regardless of any permissions they have been granted. Click Choose File button to
select the supporting documentation to upload. Click Submit.

Grant Permission x

User/Permission Group :
Permission I

Note :

Supporting Documentationl Choose File |[No file chosen
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To remove users from the study profile, choose the user/permission group and click
Delete. Click Save & Finish to complete the process.

Below are the descriptions for the different permissions:

Read - Allows user to view this study.

Write - Allows user to view this study, edit study details, manage
documentation, and manage datasets.

Admin / Owner - Allows user to view this study, edit study details, manage
documentation, manage datasets and grant permissions. There can only be one
Owner.

ft Home  Workspace  ProFoRMS  SubjectManagement  Data Dictionary )ata Reposito Query  MetaStudy  Account Management

= Data Repository

1. Edit Details 2. Manage Documentation 3. Manage Datasets 4. Grant Permissions

Edit Study: A Magnetic Resonance Imaging Based Classifier to Accurately Diagnose Persistent Post-Traumatic Headache and to Differentiate it from
Chronic Migraine

Grant Permissions

Individual access to the study is granted below. Select the intended individual from the drop down to grant access. The permissions include read, write, or admin. The default permission is read. Also, individuals can be removed from the permission
group here

Read - Allows user to view this study.
Write - Allows user to view this study, edit study details, manage documentation, manage datasets
Admin | Owner - Allows user to view inis study, edit study details, manage documentation, manage datasets and grant permissions. There can only be one Owner.

Edit

ADD TO TABLE
a USER | PERMISSION GROUP PERMISSION 4 NOTE 4 SUPPORTING DOCUMENTATION —

0 Chong, Catherine Write
a Dumkrieger, Gina Admin
0 Schwedt, Todd Owner

Test, Test Read

Showing 1 to 4 of 4 entries (1 row selected of 4) First Previous [ 1] Next Last

Cancel

inistrators have admini

permission for all studies regardiess of any permissions they have been granted
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5.2.3 Create Study

The Create Study functionality allows users with permission to create a study by providing the
relevant information requested and submitting the request which will be reviewed by a BRICS

Systems Administrator. Once approved by the Systems Administrator, users may begin to
submit data to the system.

To Create a Study in Data Repository: Perform the following actions:
1. Login to the system.
2. Navigate to the Workspace landing page.

1 Home | Workspace | ProFoRMS ‘Subject Management Data Dictionary Data Repository Query Meta Study

Account Management

Workspace

Modules: Building Blocks for the Research Life Cycle
There are a variety of key software modules comprising this system. These modules support the vision of interconnectivity and collaboration among the research communities, as well as, provide a combination

of web- and tools that support data definition, data confribution, and data access throughout the research life cycle.

ProFoRMS Subject Data Dictionary Data Repository
Management
Query Meta Study Account
Management

3. Click the Data Repository module icon.

P voisoace B ——

DataDictionary ~ DataReposifory ~ Query  MetaStudy  Account Management

Workspace

Modules: Building Blocks for the Research Life Cycle
There are a variety of key software modules comprising this system. These modules suppoert the vision of interconnectivity and collaboration among the research communities, as well as, provide a combination

of web-based functienality and downloadable tools that support data definition, data contribution, and data access throughout the research life cycle.
Module Overview

) ©

ProFoRMS Subject Data Dictionary Data Repository
Management
Query Meta Study Account

Management
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4. Click the Menugn the left-side tool bar. The Data Repository Tool menu opens and
expands.

1t Home Workspace ProFoRMS GUID Data Dictionary 01 Query Meta Study Account Management

Data Repository
View Studies
View Studies lists the studies that the user has permissions to vieur The provided fiters will allows users to filter the fist by ownership, data submission status, and data type The search capability allows users to search by Study Title, Study 1D,
Principle Investigator (PI), and by the Permission Type that the user holds for a parficular study (Owner, Admin, Read, Write)
Results are shown in a tabular format to include the following:
Gunership all__v | [All studies ~ | [All data types | [All Study Types v Seareh -
TTLE ORGANIZATION & STUDYID & 4 DATATYPES 4 permission 4 TONDNE 4 SHAREDL
AMagpelic Resonance Imaging Based Classilier to Accurately Diagnose Persistent Post: ~ Mayo Clinic and g g
Traumatic Headache and fo Differentiate it from Chronic Migraine Foundation FOEESRLUATIES WL E-84 Read PITIRRE
ADAPT Sub-study: Genetic and influences on recovery of severe pedialric .
e, FITBIR-STUDY0000351  Brad Kurowski XyYe Read NIH-NINDS N
ADAPT Sub-study: MRI Markers of Functional Outcome after Severe Pediatric Traumatic University of y Peler A Ferrazzano :
S, ey agicon  FITBIR-STUDY0000346 12 -84 2 Read NIH-NINDS N
Spaulding
Adding Leqacy Clinical Data to the Federal Traumatic Brain Injury: Citicoline pehapitanon FITBIR-STUDY0000240  Rocs zaomo, D0 35 YA Read NHLNINGS .
Brain Injury_Treatment Trial (COBRIT) o Msical g
School
Addition of Pediatric TEI Data to FITBIR: Child Health After Injury (CHAI) study, m::(s‘;{ﬂﬁf FITBIR-STUDY0000230 ;’Sda";hp Evaes zY® Read NIH-NINDS ¥
Advanced Imaging, ition and Data Analysis for a biilitary TBI imaging Database .
e FITBIR-STUDY0000234  John Oliinger YR Read DeD-MRDC N
Advanced analysis of cerebral blood flow for acute ion diagnosis and Robert Hamilton,
el i pER T din Neural Analytics, Inc  FITBIR-STUDY0000377 o -S4 Read NIH-NINDS N
Al T8I Impact of Aging on the Immune Response to Traumatic Brain Injury, m:ﬁ"ﬁ‘;{ugf FITBIR-STUDY0000266  Hilaire J Thompson 33 Y/ flP Read NIH-NINDS N
Anthrotronix FITBIR-STUDY0000244  Corinna Lathan zY® Read DoD-MRDC ¥
cione University of Stephen
Approaches and Decisions in Acute Pediatric TBI Trial (ADAPT) Fitisburgh FITBIR-STUDY0000231 (20080 o oy zYQ Read NIH-NINDS N
Assessment and ion of Traumatic Brain Injury with Virtual Reality Driving
Saiation (CRMT FITBIR-STUDY0000292  Mark Ettenhofer AYR Read CNRM N
ted Comprehensive Evaluation of Mild Traumatic Brain Injury Visual D Do CoNTER  FITBIR-STUDYOD0D328 052 B €20 - 8L Read DoDMRDC
. ; . ’ National Institutes of
ricers-Driven D
(i?il;ﬂ"l:*M) — = for Traumatic Brainlnjutt — pygaitn Giinical FITBIR-STUDY0000272  Jessica Gill E-Bd Read CNRM ¥
AR Center (CC)
Virginia Poiytechnic
of Pediatric mTBI Due to Sports Related Goncussion Institute and State  FITBIR-STUDY0000274  Stefan Duma, PhD 38 Y ilP Read NIH-NINDS N
University

5. Select Create under Form Structures from the left-hand drop-down menu. The Create
Study general details page appears.

Manage Studies

View Studies

Create Study

Submission Tools

MIPAVY Imaging Tool

Download Tool
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Study Overview: Complete all required fields marked with an *asterisk:
< Title*
< Abstract*
% Aims

% Recruitment Status
< Study Type*
< Therapeutic Agent
% Therapy Type
< Therapeutic Target
< Model Name
< Model Type
% Study URL
< Study Picture File
< Clinical Trial ID
Study Research Management: Complete all required fields marked with an *asterisk:
< Role*
< First Name*
< Middle Initial
< Last Name*
< Suffix
< E-Mail
% Organization Name*
% ORCID
< Picture File
Study Information: Complete all required fields marked with an *asterisk:
< Site Name*
< Address
< Country
<% City
< Phone Number
< Start Date*
< End Date*
< Estimated Number of Subjects
< Primary Funding Source*



’0

% Grant/Project ID
Study Form Structure:

*

%* Form Structures
Study Keywords:
++ Associated Keywords
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7. Fill out the general details below to create a study. On the following pages, you may
attach data elements and apply permissions. Fields marked with a * are required.

1% Home Workspace ProFoRMS Gul Query Meta Study Account Management

£ Data Repository

Create Study
Please enter your study information below. Onoe you've completed the mandatory fields, dick the submit button. Your study request will be reviewed by 2 system adminisirator. Onee the system administrator approves your request, you ean start
submitting data io the study.

Fields marked with a* are required. You will not be able to submit your study for approval unti all required fiekds are answered.

- Study Overview

@

bstract *
Aims.

Recruitment Status - | Saiect One - v]
Study Type * - Select One - v
Therapeutic Agent | - ‘
Therapy Type | - ‘
Therapeutic Target | - ‘
Model Name | - ‘
Model Type | M ‘

Study URL | |

Study Picture File @ ho file seiectad,
Only JPEG or PNG File format, with preferred image size 200 x 160

Clinical Trial ID Table

Clinical Trial ID | | TO TABLE

ACTIONS =

Mo datz svalabie in tzble

Showing 0 to 0 of 0 entries First Previous Mext Last

- Study Research Management

Research Management Table

Emt Dmein
[ ROLE FULL NAME 4+ EMAl
[m] Data Manager Jane Doe Jane Doa@dcbdbrios.org NIH
Showing 1 fo 1 of 1 entries (0 row selecied of 1) First Previous [1] Mext Last

- Study Information

< Site Name * ? | Primary Site

Address Line 1 - | |

Address Line 2 | |
Country - | . Select One - v
| |
Phane Number - | ]
Site Table
SITE NAME ADDRESS N 4 SIATE 4 COUNTRY

Mo data available in table

Showing 0 to 0 of 0 entries. First Previous Mest Last
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8. Click the Submit Request button. Note: Your study cannot be approved if the
required data submission documentation(s) are not uploaded. Remember to submit
your Approved Submission document.

Start Date * : | ‘

End Date ™ | |

Estimated Number of | ‘
Subjects :

Primary Funding Source * : [ _ Saieer One - v

Grant ID Table

GrantProject D | |

GRANT ID ACTIONS $
Mo dzts availzble in table

Showing 0 to 0 of 0 entries. First Previous Mesxt Last

+ Study Form Structure
+ Study Keywords

Approved Data Submission Document
“our study cannot be approved until you upload the required documeantation. Fiease upload your Approved Submission document.

Data Submission Document* : | Chosea Fis | o fis chosen

SUEMIT REQUEST | [sELE)
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5.2.4 Search Studies

The search capability allows users to search by Study Title, Study ID, Principle Investigator

(P1), and by the Permission Type that the user holds for a particular study (Owner, Admin,
Read, or Write).

To Search Studies in Data Repository: Perform the following actions:
1. Login to the system.
2. Navigate to the Workspace landing page.

thome PP CuofoRMS SubjectManagement  DamDictionary  DataRepository  Query  Meta Study

Account Management

Workspace

Modules: Building Blocks for the Research Life Cycle

There area vanety of key software modules comprising this system. These modules suppert the vision of interconneciivity and collaboration among the research communities, as well as, provide a combination
h-bi and loadable tools that support data definition, data confribution, and data access throughout the research life cycle.

D ©

Wﬂl‘l(spm:e

Modll le Overview

ProFoRMS Subject Data Dictionary Data Repository
Management
e ‘
Query Meta Study Account
Management

3. Click the Data Repository module icon.

1+ Home | workspace | ProFoRMS Subject Management Data Dictionary Data Repository Query Meta Study

Account Management
Waorkspace

Modules: Building Blocks for the Research Life Cycle

There are a variety of key software modules comprising this system. These modules suppert the vision of interconnactivity and collaboration ameng the research communities, & well a3, provide a combination
of web-based functionality and dewnloadable fools that support data definition, dala coniribution, and data access ihroughout the research life cycle.

0 0

Modll le Overview

ProFoRMS Subject Data Dictionary Data Repository
Management
0

Query Meta Study Account
Management
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4. By default, the system brings you to the View Studies from the Workspace landing
page. In the search text-box, enter the Study Title, Study ID, Principle Investigator
(P1), and/or by the Permission Type that the user holds for a particular study (Owner,
Admin, Read, or Write).

Workspace  ProFoRMS ~ GUID  Data DicSionary t a [ P YT rE——

= Data Repository
Manu

View Studies

View Studies ists th
Principle Immesfgato

udies that the user has permissions to view. The provided fiters will allows users to fi
and by the Parmission Type that the user hoids. for a parfcular study (Dwner, Admy

the list by ownership, data submission status. and data type. The search capability allows users io search by Study Tike. Study ID.
FHead. Vikte)

Fiesuits are shown in 2 tabular format 1o mclude the foloning.

Cwnershipcal ¥ | [Alsudes ¥ [Allcatatypes | [0l Shudy Types ¥ s

ALatent Varisble Phengbype for the Demertia Diagnosia and Biomarker Seiegtion i T8 non FITBIR-STUDYD000312  Den Royal xyYe Resd DoDMROC ¥
A Magretic Resonance Imaging Based Classfer io Ao Diagnose Persistent Poss: Mayo O FrERS m [—
Traunatie Headachs and to Oiffeserntiate it fom Crronic Maraing ¢ FRSTUDNOOMEES  Tadd Senet xye Fesd PeMRRE
EAFT Sut-study, Gerete and environmental infusnces on recovery of severs pediaiic FITBIR-STUDYDOO0R51  Brad Kurowsks § b 4 Read NIH-NINDS N
brain injury -
ADAPT Sub-shudy: MR Markers of Functional Qutcoms sher Severs Pediatic Traumatic Univarsity of P — Patar AFarrazzanc W, a HENIND N
Segin injyny VWisconsn-Madsan BR-ETUOYOI0048 g @ e ! os
Spaulding
o b Rensbitason
.an‘::ur‘mna:\ru nical Dat3 to the Fedens! intaragency Traumatc Brain injury: Cificoing Fosgltal md EMER-STUDYO000240  Boss Zaforce, DO xye Bead NIH-NINDS v
e e Harvarg Mediea
Sehack
- T - e Univessity of - ; Frederick P Rivara, o
ric T oK - o jth Aflar Injury (C il FITRIA.STUDYDO002! R NIHNIND
Adition of Pediatrio TEI Dats to FITBIR: Child Heaith After njury (CHAI) shudy Washingion TUDY0000230 K ayYe aad IHNINDS
Admin Regository 022620 NIH FITBIR-STUDYO000487  Sikandar Ahmed - g | Read Dol N
£ctaceat imacion demiaiion aod Data doutysi for & Miary TE] Neveoieciog Dniarase FNER.STUDVOCNI ok Clinger BY@ Bead DeDMRDE M
Acvarced iogical anahyps of ogrebral bicod Row for aoute concusion dagnoss 3nd - . FITER =  Robant Hamiton, N
LRk i Mewrsl Anayics, Inc  FITBIR-STUDY00003 ey syYe Read MNIH-NINDS N
AIM: TBI Imgact of Aging on the Immune Response to Traumatic Brain Injury f;;f’_’;_f: FITBR.STUDYI00263  Himire J Thompson 38 Y/i Fiead HIH-NINDS N
g, Pr i i ErTEeR. - & N ..
£ ingspencn Progoacive. Head t Haad Sugy of e Relabiiy ang Validty sheok FITER-STUDYO000244  Connna Lathan BY® Resd DeDMRDC ¥
q - - e Univessity of - ; Stephen o
o Acuim By ic ril (ADMET il FITBIR-E YOO00E3: R NIH-NIND!
Ageroaches and Decisions in Acute Pedistric TEI Trial (ADAST) PitstuDh BRSTUDYDIODRH e syYe ead UH-NINDS N

5. In this example, “test study” was used for the search. The study appears in the View
Studies list page as shown below:

P e 0o Repository D L Ul T —

= Data Repository

View Studies
‘View Studies lists the studies that the user has permissions to view. The provided filters will sllows users io fiter the \lslbywr‘ersh p. dala submission status, and dats type. The search capability allows wsers to search by Study Titke, Study 1D,
Principle Investigator (PI), and by the Permission Type that the user holds for 3 particular study (Owner, Admin, Read, Write)

Results are shown in 2 tabular format to include the following:

—
Ownersnip-all__ ¥ [All studies ¥ | [Alldata types v [AlStudy Types ¥ Search 1

& swovip 4 DATATYPES 4 Permission ¢ ENDMG 4 SHAIEI]=
NIH FITBIR-5TUDY0000388  Joe Doe }Q’j’. Read DaD N
Showing 1to 1 of 1 entriss (fitered from 218 toral entries] First Previous [1] Next Last
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