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CHAPTER 10 - DATA VALIDATION TOOL

he Submission Tools assist researchers with the validation and upload of data into

the repository. The validation component verifies that submitted data conforms to

the required format and range values defined in the Data Dictionary. The tool

references the Data Dictionary and validates the data associated with the files

identified by the user for submission into the Data Repository. It provides a report

of any data discrepancies in the form of errors and warnings. The errors highlight
when data does not conform to how that field has been defined. If errors are found, a submission
package cannot be created. After successful validation, a submission package is created which
allows the data to be submitted to the system with the upload component. The tool, which runs as
a Java Web Start application, runs locally on a uset's computer, requiring the Java runtime
environment to be installed.

To ensure the quality of uploaded data and also to make data easy to query, data should be
submitted in a specific format and range values should comply with the values defined in the data
dictionary. It’s critical to understand the specific format which is defined by the data elements and
form structure you are submitting your data against. All submitted research data must be validated
against the values defined in the data dictionary prior to submission. The form structure templates
serve as the template for data submission. To facilitate this process, we provide the Data
Validation module that assists researchers with the submission of their data.

The module accepts CSV files from a researcher and validates the files' content against the values
defined in the data dictionary. These CSVs must be in the from the form structure templates
available within the Data Dictionary. CSVs of data exported from an external system, such as
redcap, that have not been formatted to match the form structure templates will not be recognized
by the validation tool. For those CSV files that pass validation, the Data Validation module creates
a submission ticket and submission package both in XML format. After that data are good for
uploading. The submission ticket is used by the Data Upload module to upload the data (in the
form of a corresponding submission package) to the repository.



10.1 SYSTEM REQUIREMENTS

The Data Validation module runs locally on your machine. Note that the most recent version of
Java Runtime Environment (JRE) (7 or higher) is required in order to run the module. Make sure

your computer has it installed.

The Validation Tool module (including any sub-modules) are available within the Data
Repository module.

10.1.1 Module Input and Output

Module Input:
% CSV files with clinical data or imaging metadata within form structure templates
from the data dictionary.

Module Output:
A submission package and submission ticket (XML) ready for submission by the

Data Upload module.
% An error log with validation errors and warnings (if any).

10.1.2 CSV Checklist

Before populating the form structure template in the form of a CSV file with data make sure
ensure that the downloaded template contains the following:

% All data elements needed to capture data are included into the CSV file (and the form

structure).

% The form structure short name is entered in the cell Al in the CSV file.

% The form structutre version is entered in the cell B1 in the CSV file.
** The Main group (will all data elements) is present in the CSV file.
% The column A, starting from the A2 cell has no data, but has marks (x) that
represent the beginning of a new record.
The columns that correspond to required DEs in the FS are populated with data.
The group (if any) and data element names are the same as in the FS.

X/ X/
LG X4

Note: the external checked — aka: there is an “X” in the “record” column for each new
record. Ensnure there are no edits to the template and that the form hasn’t changed since it
was downloaded.

10.1.3 Submission Package

After the successful validation, the generated submission package includes:
% A submission ticket ( XML)
A data file (XML).

10.1.4 Validation Warnings

¢ If any validation errors or warnings are found, the module provides a detailed report of
any data discrepancies, errors, and warnings received.
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% Validation watnings are just warnings and they do not prevent the creation of the
submission package. However, if any validation errors are found, a submission package
cannot be created. In that case, you should the edit data to fix all errors, first, and then re-
validate the data.

10.2 RUNNING THE DATA VALIDATION TooL

The Validation Tool module (including any sub-modules) are available within the Data
Repository module. For steps downloading the CSV template, refer to the Data Dictionary
module.

1. Log into BRICS, and navigate to your Workspace Workspace where all modules you have
access to are displayed. Note: if the module is greyed out then you do not have access to
the module. Please reach out to BRICS Operations to inquire about access should you not
have access.

ProFoRMS GuIo Data Dictionary Data Repository Query Mata Study Account Management

Workspace
oo Modules: Building Blocks for the Research Life Cyele
P There are a variety of key software modules comgrising this syslem. Thess modules support the vision of interconneclivity and collaboration ameng the research communilies, 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 iife cyche.
My Dashboard

Admin Daskbosrd

== = 2=

ProFoRMS GuID Data Dictionary Data Repository
Query Meta Study Account
Management

2. Click the Data Repository module from your Workspace. Note if the module is greyed out
then you do not have access to the module. Please reach out to FITBIR Operations to
inquire about access should you not have access.

ProFoRMS GuID Data Dictionary Data Repository Query Mata Study Account Management

Workspace

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

combinaton of web-based functicnality and downioadabile 1ools that support data defintion. data contribution. and data access Mroughout the research Iife cyele
My Dashboard

Admin Dashesard

- G

ProFoRMS

Data Dictionary Data Repository

Query Meta Study Account
Management




BRICS

3. Click the Submission Tools on the left-side menu.

1% Home Workspace ProFoRMS SuD Data Dictionary Query Mata Study

Account Managemant

Data Repository

- — View Studies
anage Studies -
.oic Wiew Studees Ests the studies that the user has penmissions to wiew. The provided filters will allows users to fter the kst by ownershep, data submissson stales, and data type. The search

capabilly alkvws users 1o search by Study Title, Study I, Principle Investgator (P}, and by the Permission Type that the user hokSs for a particular study (Owner, Admn, Read, Wite)

| i i Results are shown in 3 tabular format 1o include the fallowing
Create Study
Submission Tools Ownership” all | Only studies with data ~ | Imaging - Search:
TTE > STUDY ID Fi © DATATYPES PERMISSION
MIPAV Tool FITOET .
Tauopathy Consensus Study of Pathalagy images Ak uckee ann 35 YR Rend
Download Tool EMects of Trmsmatic Brain Inury and Post: Traumatic Stress Disorder and Alzheimer's Disease  FITBIR- Weines V@ Read
on Brain Tau in Vietnam Vederans using ADNI STUDY0000352 Michael o -

Showing 1610 17 of 17 enlries (fillered from 120 total entries) First Previous 1

4. The Validate and Upload Data window appears. Click the Launch Submission Tools
button.

1 Home Workspace PreFoRMS GuI Data Dictionary Jata R Query Meta Study

Account Management

Data Repository

Validate and Upload Data

The Subrmissien Teols assisl researchess with te validation and upload of data ino the repesitory. The validation componint verifies thal submilled data conforms o the reguined format

and range values defined in the Data Dictionary. The tool imparts the Data Dictionary and validates the metadata associated with the files identified by the user for submission against the

data dictionary. It provides a report of any data discrepancies and wamings. If emors are found, a submission package cannct be created. After successhul creation of a submission
package, data can be submitted to the system with the upload component. The tool, which runs as a Java Web Start application, runs locally on a user's computer, requinng the Java
runtime endronment 1o be installed

LAUNCH SUBMISSION TOOLS |h

Helpful Documentation
+ Getting started and need help? Download the Submission Tools User Guide (pdf)

Manage Studies

Submission Tools -
Validation and Upload |

MIPAV Tool

Download Toel

5. In the Opening window that appears, select Open with Java(TM) Web Start Launcher
(default) and click the OK button.

Opening submissionTooljnlp 2%

You have chosen to open:

= submissionTool.jnlp

which is: JNLP File (7.2 KB)
from: https://fitbir.nih.gov

What should Firefox do with this file?

Open with |Java(TM) Web Start Launcher (default) -

Save File

[ Do this automatically for files like this from now on.

o O«
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6. In the Java Runtime Environment window that appears next saying "Do you want to run
this application?", click Run.

Do you want to run this application?

Publisher: NIH

= ). Locations: https://fitbir-demo.cit.nih.gov

Launched from downloaded JMLP file

fla

This application will run with unrestricted access which may put your computer
and personal information at risk. Run this application only if you trust the locations
and publisher above.

E More Information #’ ' Run

b A

l Cancel l

7. To continue, you MUST Accept the EULA agreement (this enables both the Validation
and Upload Tools). If you click the Decline, only the Validation Tool will be enabled.

X EULA Agreement = B X

Data Privacy

This system is a collaborative environment with privacy rules that pertain to the collection and display of
imaging data. Before accessing and using this systems, please ensure you familiarize yourself with our
privacy rules available through the Access Request and supporting documentation.

Collection of this information is authorized under 42 U.5.C. 241, 242, 248, 281(a){b){1)}{(P) and 44 U.5.C. 3101.
The primary use of this information is to facilitate medical research. This information may be disclosed to
researchers for research purposes, and to system administrators for evaluation and data normalization.

Rules governing submission of this information are based on the data sharing rules defined in the Notice of
Grant Award (NOGA). If you do not have a grant defining data sharing requirements, data submission is
voluntary. Data entered into the system will be used solely for scientific and research purposes and is
designed to further the understanding the disease. Modification of information may be addressed by
contacting your system administrator at FITBIR-ops@mail.nih.gov. Significant system update information
may be posted on the site as required.

NOTE: Declining this license disables upload functionality. Only the \Validation Tool will display.

# Accept Decline
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8. The module dialog box appears. Click Browse (under Working Directory) to navigate to
the directory where the files for submission (CSVs) are located. We call it your Working
Directory. Note: It is recommended that you store csv files in easy to access files with
only the necessary files for validation for fastest speed.

X Submission Tools [3.1.0.54]

| == X%

Help
[ Validation Tool | Upload Tool |

Working Directory

|| Browse || |C:\Users1C4D1205\Deskl0p1.ERlCS_Imaging_FiIes‘.

| | Load Files

[ Files |

-

Hame

Type

Structure Status Result Summary

-

Color Legend |I:| Requires Validation [ Valid [ Excluded [ Error

Exclude Files | | Include Files

Validate Files | | Build Submission Package

Result Details

|| Type Description

4

[] Hide warnings

Export Result Details
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9. Select the directory and click Open to load CSVs into the dialog box. The Loading Files
window appears showing the progress.

r

X Select submission directory u

Look In: |ﬁ BRICS_Imaging_Files |v| E

[T imagingmr_output_1499222527967 D imagingmr_ou
3 imagingmr_output_1499317674360 D imagingmr_ou
[ MR_BRAIN_UNENHANCED_-_0_-_ADNI_3D_Cor_IR_FSPGR_4 D ImagingMR_st
7 MR_BRAIN_UNENHANCED_-_0_— FLAIR_AX_8

3 MR_BRAIN_UNENHANCED_-_0_—_T2_MPGR_7

[} 2imagingMR_struct.csv

4] Il [ D

File Name: |2ImagingMR_strud.csv |

Files of Type: |cs'.fs (.csv)

10. Click Load Files. All files in the directory will be displayed.

K Submission Tools [3.1.0.54]

(== =<

Help
[ Validation Tool | Upload Tool |
Working Directory

Browse | [C\Users\C401205\Desktop\BRICS_Imaging_Files\ gl Load Files
|_r Files |
| Hame Type Structure Status Result Summanry
Color Legend |I:I Requires Validation [ Valid [0 Excluded [ Error

Exclude Files | | Include Files Validate Files | | Build Submission Package

Result Details

-

Type Description

[] Hide warnings Export Result Details
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Excluding Files From Validation

To exclude files from validation, select individual file(s) (click to highlight) that are of TYPE
UNKNOWN and those not needed for the submission. Hold Cttl while clicking in order to
highlight multiple files. Click Exclude Files. Note: Imaging files (ex. DICOM) should not be
excluded in import.

Including Files For Validation

To include files for validation, select the CSV files you want to be validated and press Include
Files. Hold Ctrl while clicking in order to highlight multiple files.

11. Select individual file(s) (click to highlight) that are of TYPE UNKNOWN and those files

not needed for the submission. Hold Cttl while clicking in order to highlight multiple files.
Click Exclude Files. Note: Excluding files are not specific to unknown file types. There
are instances where you are selecting 1 form to validate and submit and there are instances
where the forms are saved incorrectly and show up as “Unknown”.

It’s recommended that you submit one form structure at a time as it makes resubmission
easier should any data quality issues be idenitifed. In the ideal world, your Working
Directory should contain only CSV files for validation.. Although very often it contains
other files also (such as error logs and notes, etc.) In that case, you need to:

Exclude from validation those files (and directories) that are not designated for validation.
These files usually appear with Type= UNKNOWN under Files in the Working Directory;

Include into validation the CSV data files that you would like to validate. These files have
Type=CSV in the Files table.

—_ - R g
K Submission Tools [3.1.0.54] —— | [=]
Help
[ Tool | U Tool |
I Working Directory
Browse [cwserswc401205\Desktop\BRICS Imaging_Filest | Load Files
[ Files |
[=] Hame Type Structure Status Result Summary
L= —output_14 SZTOET DR
[Ty imagingmr_output_1498222527967.cs|[FORM STRUCT]|ImagingMR Fublished
©- [T imagingmr_output_14993176743560 DIR iImagingMR

[y imagingmr_output_1499317674360.cs |[FORM STRUCTI|imagingMR Published
[y magingmr_struct. csv FORM STRUCTI||ImagingM/ Published

o= [T MR_BRAIN_UMENHANCED -_0_—_aAL |0k
MR_BRAIN_UNENHANCED_—_0_—_AL||[UNKNOWHN

o= [T MR_BRAIN_UMENHANCED_—_0_—_FL]|||I0iR
[y MR_BRAIN_UNENHANCED: —_0_—_FL||[UNKNOWN

&= [ MR_BRAIN_UMENHANCED_-_0_—_T2|||IDIR
[ [MR_BRAIN_UNENHANCED_—_0_—_T2|||UNKNOWN

S Vwarnings + 8 Errors

Color Legend ||:| Requires Validation O walid O Excluded [ Error

I 1 |
I Exclude Files I| Include Files Validate Files | | Build Submission Package
| 5 1 (]
Result Details |
(=] _Tvpe Description |
|
|
[] Hide warnings | Export Result Details |
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12. Select the remaining file(s) (click to highlight) to be validated. All files that should not be
validated should be in gray. Note: In this example, 3 of the .dem(dicom) files below are
relataed to subjects tests that are not meant to be submitted.

Help

[ Validation Tool | Upload Tool |

Working Directory

|C:\Users\c40‘l205\Desklop\ElRICS_Imaging_FiIes\ |

[ Files |
sl Name Type Structure Status Result Summary
= |j BRICS_Imaging_Files DR MULTIPLE [ [25 Warnings + 8 Errors.
o |j imagingmr_cutput_1499222527967 DR
D imagingmr_cutput_1499222527967. FORM STRUCTI|ImagingMR Published
D ImagingMR_struct.cav FORM STRUCTI|(ImagingMR Published [25 Warnings + 8 Errors.
9 [C] MR_BRAIN_UNENHANCED_-_0_—_AL|[DIR
[ M-0145-0001.dem UNKNOWN
] IM-0145-0002.dcm UNKNOWN
[ M-0145-0003.dem UNKNOWN
IM-0145-0004.dcm UNKNOWN
[Ty m-0145-0005.dem UNKNOWN
~| 4

Color Legend ||:| Requires Validation [ valid [0 Excluded B Error

| Exclude Files | | Include Files Validate Files | | Build Submission Package
Result Details

~| Type Description

~|

[] Hide warnings Export Result Details
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13. Click Validate Files button. If there are no errors, Click OK (All files are valid). The
file(s) will then be highlighted in GREEN as Valid. If there are errors, Click OK (The
validated files contain errors.) The file(s) will then be highlighted in RED as having an
Error. Please make corrections to the file(s) and repeat steps above. Note: All Errors must
be fixed. Files can pass validation with Warnings.

Note: If there are no errors, you will see a prompt that reads “All files are Valid”. Select
OK.” Same for if there are errors.

Help

[ Validation Tool | Upload Tool

Working Directory

|C:\Users\C401205\Desklop‘.ERICS_Imaging_FiIes‘. | Load Files

[ Files |
|~ Name Type || Structure || Status Result Summary
= 3 BRICS_Imaging_Files DIR MULTIPLE . [25 Warnings + 8 Errors
[ |j imagingmr_output_1499222527967 DIR
D imagingmr_cutput_1499222527967. FORKM STRUCTI|(lmagingMR Published
D ImagingMR_struct.cav FORKM STRUCTI|(lmagingMR Published [25 Warnings + & Errors
¢ =] MR_BRAIN_UNENHANCED_-_0_—_AL|(DIR
[} M-0145-0001.dcm UNKNOWN
[} M-0145-0002.dcm UNKNOWN
[ M-0145-0003.dcm UNKNOWN
D IM-0145-0004.dcm UNKNOWN
D IM-0145-0005.dcm UNKNOWN
| [ 14-0145 0006 dem UNKNOWN

Color Legend ||:| Requires Validation [ valid [0 Excluded B Error |

| Exclude Files || Include Files #| \alidate Files || Build Submission Package

Result Details

~| Type Description

4

[] Hide warnings Export Result Details
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14. Validation Results - A: If there are errors found in your CSV file(s), for each file that

passes validation 1) the form structure name appears in the Structure column, 2) the word
FAILED appears in the Result column, and 3) the summary column contains only
warnings but no errors. Note that a file that passed validation still can have a lot of
warnings.

15. Validation Results - B: If there are errors found in your CSV file(s), for each file that

passes validation 1) the form structure name appears in the Structure column, 2) the word
PASSED appears in the Result column, and 3) the summary column contains only
warnings but no errors. Note that a file that passed validation still can have a lot of
warnings.

Help

Validation Tool | Upload Tool |

Working Directory

|C:\Users\C401205\Deskt0p\EIRICS_Imaging_FiIes\ |

-

-

¢ [ MR_BRAIN_UNENHANCED_-_0_—_A DR

Summary

Name Structure

MULTIPLE

[ M-0145-0001.dem
[ m-0145-0002.dcm
[} M-0145-0003.dcm
[} m-0145-0004.dcm
[} m-0145-0005.dcm
[™ 14-0145-0006.dem

| Exclude Files | | Include Files \alidate Files | | Build Submission Package

Result Details

|~ Type || Description

|=||Error imagingmr_output_1455222527957: GUID entry, TBIDEMOWF470JK4, at row 3 in column Main.GUID, is invalid or doesn't exist; please check the valu
Error ImagingMR_struct: The data element "ImgDim1Extent\Val® in repeatable group "Image pixel information and dimensions” iz missing. Data structure Imag
Error ImagingMR_struct: The data element "ImgDim1Re=clVal" in repeatable group "Image pixel information and dimensions” is missing. Data structure Imagi
Error ImagingMR_struct: The data element "ImgDim2ExtentVal” in repeatable group "Image pixel information and dimensions” is missing. Data structure Imag
Error ImagingMR_struct: The data element "ImgDim2Resclal” in repeatable group "Image pixel information and dimensions” is missing. Data structure Imagi
Error ImagingMR_struct: The data element "ImgDimensionTyp" in repeatable group "Image pixel information and dimensions” is missing. Data structure Imagi
Error ImagingMR_struct: The data element "ImgFileFormatTyp" in repeatable group "Image Information™ iz missing. Data structure ImagingMR identifies this el
Error ImagingMR_struct: The data element "ImgModityTyp” in repeatable group "Image Information” is mizsing. Data structure ImagingMR identifies this elemg
Error ImagingMR_struct: The data element "ImgScannerStrgthVal” in repeatable group "Magnetic Resonance Information™ is miszing. Data structure Imaging
Error ImagingMR_struct: GUID entry, TBIDEMOWR473JK4, at row 3 in column Main.GUID, is invalid or doesn't exist; please check the value to ensure it is ©

"+ ||[Error ImagingMR_struct: The data YMR_BRAIN_UNENHANCED_-_0_—_ADNI_3D_Cor_IR_FSPGR_4.zip at row 3, column 10, for the data element "Image Inf]

[[] Hide warnings Export Result Details

e— — — E___= ——— o




10.2.1 Error Logs

Validation errors and warnings appear in the Result Details table. Files with warnings can be
validated. However, files with errors must be fixed and re-validated, and then resubmitted for
another validation round.

Validation errors appear when a CSV file has entries that are:
* In different format (other than defiled in the data dictionary for this data element);
* Not listed among permissible values for this particular data element;
* Have more than 1 permissible value separated by a semicolon ";" only if the data
elements is set to be a multiset.

=  Some other errots.

Validation errors mostly appear when a data entry, which was defined as Required in the
corresponding form structure, is missing in the CSV file.

10.2.2 Fixing Validation Errors

Validation errors and warnings appear in the Result Details table. Files with warnings can be
validated. However, files with errors must be fixed and re-validated, and then resubmitted for
another validation round.

Validation errors and warnings can be exported into a text file - that makes working with them and
fixing errors much easier.

To export validation errors or warnings, or both:

1. Click the Export Result Details,
2. In the Save dialog box that appears:
a) select a directory where you would like to save validation logs,
b) specify what types of error log entries you would like to export. These could
be a) both errors and warnings (recommended only for smaller log files),
¢) errors only (recommended), or ¢) warnings only.

3. Type in your own file name and Click Save.
4. The log file will be saved in the designated directory under the chosen name.

10.2.1 Best Practices

¢ By default, an error log file is created and stored in the same directory as your
working files. We recommend that you create a designated error log directory and
save validation logs there.

% By default, an error log is saved under the "resultDetail.txt" name. We commend
that you choose your own file name for an error log and that name is somehow
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related to the name of your data file. E.g. if you have a data file let say "MyData.csv"
you give the corresponding error log file the following name "MyDataErrolLog.txt".

After you have exported all validation errors:

1. Open the log file in a text editor (MS Word, Notepad, Crimson, Notepadd++ - all these
will work).

2. Open your CSV file in MS Excel or your preferable text editor that can work with CSV
(not MS Word!).

3. Go through each entry in the error log and fix it in the CSV file. Save changes in the CSV
file. Make sure you saved it as CSV. Some of these changes may require additional review
and consultation with your principle investigator. If you have an error for data that you
cannot change, please reach out to your BRICS point of contact.

4. Re-validate the fixed CSV file. Make sure that all errors are gone.

5. Create the submission package.

If you received numerous validation errors, we commend that you work on fixing them in batches.
Fix a few errors, save the fixed CSV file and re-run it through the Data Validation module. It will
still give you a lot of errors, but we hope it would be fewer that before. Save the new error log and
go through it fixing a few more errors. Re-run validation. Repeat these steps until you get 0 (zero)
errofrs.



BRICS

10.3 DATA UPLOAD

The Data Upload module helps researchers to upload data to the data repository. This phase is not
accessible without a dataset that passed validation. The data should be uploaded in the form of a
submission package (XML) that has a unique identifier - a submission ticket (XML). If you don't
have a submission package ready, use the Data Validation module to create it. The module will also
validate your data and make sure that they conform to the required format and range values defined
in the data dictionary.

10.3.1 Running the Data Upload
The Data Upload module runs locally on your machine. In order to launch the module,

Perform the following actions:
1. Navigate to your Workspace,

ProFoRMS GuIo Data Dictionary Data Repository Query Mata Study Account Management

Workspace

w - Modules: Building Blocks for the Research Life Cyele
P There are a variety of key software modules comgrising this syslem. Thess modules support the vision of interconneclivity and collaboration ameng the research communilies, 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 iife cyche.
Whmu
= . 0 6 9

[mm

ProFoRMS GuID Data Dictionary Data Repository
Query Meta Study Account
Management

2. Click the Data Repository module from your Workspace,

ProFoRMS  GUID  DataDictionary  DataRepository  Query  Meta Study  Account Management
Workspace
o Modules: Building Elocks for the Research Life Cycle
R There are a variety of key sofftware modubes comprising this system. These modules support the vision of interconnectivity and collaboration among the research commundies, as well as, provide a
combmaon of web-based funclionalily and downioadabie 1001 thal suppor data gennilion. data contribulion. and dala access hroughout the researnch life cycle
Hy Dashbsar
Admin Dashboard

Data Dictionary Data Repository

Query Meta Study Account
Management

ProFoRMS
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3. Click the Submission Tools on the left-side menu.

1% Home Workspace ProFoRMS SuD Data Dictionary

Query Mata Study Account Managemant

Data Repository

- — View Studies
TR R Wiew Studees ksts the studies that the user has penmissions o vwew. The provided fiters will allows users to fiter the hist by ownership, data submission stalus, and data type. The search

capabilly alkvws users 1o search by Study Title, Study I, Principle Investgator (P}, and by the Permission Type that the user hokSs for a particular study (Owner, Admn, Read, Wite)

| i i Results are shown in 3 tabular format 1o include the fallowing
Create Study
Submission Tools Ownership- all | Only studies with data ~ | Imaging - Search:
TTE > STUDY ID PI DATA TYPES PERMISSION
MIPAV Tool EITEIR
- P o - 5 o

Tauopathy Consensus Study of Pathalagy images Ak uckee ann 35 YR Rend
Download Tool EMects of Trmsmatic Brain Inury and Post: Traumatic Stress Disorder and Alzheimer's Disease  FITBIR- Weines 5Y@ Read

on Brain Tau in Vietnam Vederans using ADNI STUDY0000352 Michael o -

Shawing 16 1o 17 of 17 enlries {fllered from 120 total entries) First  Previous 1

4. The Validate and Upload Data window appears. Click the Launch Submission Tool
button. The Java Web Start Launcher opens

1 Home Workspace PreFoRMS GuI Diata Dictionary Jata R Query Meta Study

Account Management

Data Repository

Validate and Upload Data

The Subrmissien Teols assisl researchess with te validation and upload of data ino the repesitory. The validation componint verifies thal submilled data conforms o the reguined format

and range values defined in the Data Dictionary. The tool imparts the Data Dictionary and validates the metadata associated with the files identified by the user for submission against the

data dicticnary. It provides a report of any data discrepancies and wamings. If eors are found, a submission package cannct be created. After successful creation of a submission
package, data can be submitted to the system with the upload component. The tool, which runs as a Java Web Start application, runs locally on a user's computer, requinng the Java
runtime emironneent 1o be installed

Manage Studies

Submission Tools -

vall n and Upd | LAUNCH SUBMISSION TOOLS |h

MIPAV Tool

Helpful Documentation

« Getfing started and need help? Download the Submission Tools User Guide {pdf)
Download Toel

5. In the Opening uploadTool.jnlp window that appears, select Open with Java(TM) Web
Start Launcher (default) and click OK. to launch the Submission tool.

| = |

Opening submissionTool.jnlp

You have chosen to open:

4 submissionTool jnlp

which is: JMLP File (7.2 KB)
from: https://fitbir.nih.gov

What should Firefox do with this file?

QOpen with | Java(TM) Web Start Launcher (default) il

Save File

[ Do this automatically for files like this from now on.

o) o«
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6. In the Java Runtime Environment window that appears next saying "Do you want to run
this application?", Click the Run button.

Do you want to run this application?

Publisher: NIH

(l[[ax

Locations: https://fitbir-demo.cit.nih.gov
Launched from downloaded JNLP file

This application will run with unrestricted access which may put your computer
and personal information at risk. Run this application only if you trust the locations
and publisher above.

E More Information

7. The EULA Agreement window appears displaying the data privacy user agreement. Read
the agreement and click Accept if you agree. (this enables both the Valication and Upload
Taools). If you click the Decline, only the Validation Tool will be enabled.

’ Cancel l

X EULA Agreement =B X

Data Privacy

This system is a collaborative environment with privacy rules that pertain to the collection and display of
imaging data. Before accessing and using this systems, please ensure you familiarize yourself with our
privacy rules available through the Access Request and supporting documentation.

Collection of this information is authorized under 42 U.5.C. 241, 242, 248, 281(a)(b){1)(P) and 44 U.5.C. 3101.
The primary use of this information is to facilitate medical research. This information may be disclosed to
researchers for research purposes, and to system administrators for evaluation and data normalization.

Rules governing submission of this information are based on the data sharing rules defined in the Notice of
Grant Award (HOGA). If you do not have a grant defining data sharing requirements, data submission is
voluntary. Data entered into the system will be used solely for scientific and research purposes and is
designed to further the understanding the disease. Modification of information may be addressed by
contacting your system administrator at FITBIR-ops@mail.nih.gov. Significant system update information
may be posted on the site as reguired.

NOTE: Declining this license disables upload functionality. Only the Validation Tool will display.
—————

#" Accept || Decline
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8. The Upload Manager window appears.

Color Legend

Exclude Files

|I:I Requires Validation [ valid [0 Excluded [ Error

|| Include Files

< Submission Tools [3.1.0.54] = =] B
Upload Tool
Working Directory
Browse [cwsersic4n1208\De sktop\BRICS _Imaging_Filest | Load Files
[ Files |
|~ Mame Type Structure Status Result Summary

Result Details

[ =~| Twpe

Validate Files | | Build Submission Package

[ Hide warnings

Export Result Details
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9. Use the drop-down Study Name menu to select the study name. Use the Refresh button
to update the list of studies.

a) Navigate to the Submission Ticket (XML) box and use the Browse button to select
the submission ticket file (XML).

b) Navigate to the Dataset Name text box and type in a unique name for your dataset.
The dataset name must be unique to the selected study. Make it a meaningful name
- an easy one to search for.

10. If accessing the Upload Tool immediately following the Validation Tool, items 2 and 3 of
the Upload Tool are auto populated. Verify that the correct study was selected to upload
the data to. Once information for Steps 1-3 have been confirmed, Click Start Submission
Upload.

11. Data upload begins and the progress bar appears next to the uploading file name. Note:
When you relaunch and attempt to go straight to “Upload” you have to use “Load
Pending Submission” or Revalidate the data files.

% Submission Tools [3.1.0.54] = | E

Help
Validation Tool | Upload Tool |

@Please select a study from the list below. You may only submit data to the studies that you have upload permission rights.

Study Name: | | - | | Refresh |
@Iease select a valid submission ticket. The submission ticket contains an inventory of the data to be uploaded to the system.
0 create a valid submission ticket, please use the Validation Tool.
Submission Ticket {XNL): Browse
3. Enter a name for your dataset submission. The dataset name must be unique for the selected study.

Dataset Name: | |

| Start Submission Upload | s

Upload Queue
| File Name | Study | Dataset | Upload Speed Upload Progress Time Remaining Status

Upload Queue Action
Clear Completed Submissions Clear Cancelled Submissions Load Pending Submissions
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12. The submission package appears in the Upload Queue table. In the Upload Queue table,

you can watch the progress of your submission(s). The table will update as file(s) are being
uploaded to the system. For successful upload(s), the Status (see the Status column) will be

designated as "Completed".

- N
X Submission Tools [3.1.0.54] L= |
Help
Validation Tool | Upload Tool |
@Please select a study from the list below. You may only submit data to the studies that you have upload permission rights.
Study Name: | |V| | Refresh |
@Iease select a valid submission ticket. The submission ticket contains an inventory of the data to be uploaded to the system.
0 create a valid submission ticket, please use the Validation Tool.
Submission Ticket {XNL): Browse
3. Enter a name for your dataset submission. The dataset name must be unique for the selected study.
Dataset Name: | |
| Start Submission Upload | |«
Upload Queue
| File Name | Study | Dataset | Upload Speed Upload Progress Time Remaining Status
Upload Queue Action
Clear Completed Submissions Clear Cancelled Submissions Load Pending Submissions
=
Things to Note:
ICON KEY =i you need to cancel your submission, Click the Cancel button;
O Notes =7 To clear the completed submissions list, use the Clear Completed Submissions button located at the
bottom of the Upload Manager window.
7 Important F=7 To clear the cancelled submissions list, use the Clear Cancelled Submissions button located at the

Information bottom of the Upload Manager window.

Upload Manager window.

=7 To load pending submissions, use the Load Pending Submissions button located at the bottom of the




10.3.2 Best Practices

After submitting the data, to make sure that your dataset appears under the study you selected:

=

Navigate to the Data Repository > View Studies page.

2. Find your study on the study table. Note 3 icons located in the Data Types column.

If your study has any data submitted, at least one of the icons appears in color.

Select the study and click on the study name to open the Study Overview page.

On the study page, click on the "+" sign next to Dataset Submissions.

5. The table that contains all submitted datasets opens. Make sure that your dataset is
listed in this table.

6. Contact the BRICS System Administrator if you do not see the data you uploaded

ralh

The data types associated with a study are represented by three icons:

1. Double helix - represents genomics data;
2. Stethoscope - represents clinical assessment data;
3. Head profile - represents imaging data.

If the icons next to the study name are highlighted in color, the study has datasets of the
highlighted types.

Things to Note:

ICON KEY =7 You can only upload data to the studies you have the data upload permissions.
O Notes =7 To make sure that the most recent list of studies is available for you, use the Refresh
button to update the list of studies.
=7 Important

=7 The name assigned to the uploading dataset must be unique for the selected study.
Information
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10.3.1 Adding Submitted Data to the Download Queue

The Data Download feature helps users to select and download datasets from the data repository
to their own computer systems. Users may select datasets to download by placing them in their
Download Queue (see below). Then, using The Download Tool, users may download selected
datasets from the repository to their own systems.

To Populate Download Queue: Perform the following actions:

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

ProFoRMS GuID Data Dicticnary Data Repasitory Query Meta Study Account Management
Workspace
Modules: Building Blocks for the Research Life Cycle
There are a var-ety omey smMare nmules(u'nprvs ng this system. These modukes support the vision of inferconnectivity and collaboration among the research communities, s wedl as, provide a
o Toots that suppon data dennibon, data conrbubon, and data access INreughout Ihe research Ife oy,
ity Dashboard
Admin Dashboard
ProFoRMS GUID Data Dictionary Data Repository
Query Meta Study Account
Management

3. Click the Data Repository module.

ProFoRMS GUID Data Dicticnary Data Repository Query Meta Study Account Management
Workspace
Modules: Building Elocks for the Research Life Cycle
There are a uamty omcy software modules comprising this system. These modules support the vision of inferconnectivity and collaboration among the research communites, as well as, provide a
and 1ools thal support Gata defnlion, Gata contrbulion, and data access Ihroughout 1he reseanch e cycle
My Dashboard

| module overdew
. 0

ProFoRMS GUID Data Dictionary Data Repository

Query Meta Study Account
Management
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4. Click the Manage Studies on the left-side tool bar. The View Studies list opens with the
menu options.

 Home

Workspace FroFoRMS GuID ACCOUNT M,

Data Dictionary

Data Repository

Manage Studies

\mm;am

Create Study

View Studies
Vit Stucies BS1s The SIuCes Tl The USer Ras PEMISSons 10 view. The provided fiRers wil A30ws users 10 Tler Me 151 Dy ownership, Gkl submssion slatus, and data type. The Search capabity allows
wusers fo search by Study Title. Study 1D, Principle investigatar (P1), and by the Permission Type that the user holds for a particular study (Owner. Admin. Read. Wibe).

Fesulls are Shown in 2 Bl fomat 1 inekte Me foloeing

Submission Tools Cramership all = | AL shudies = | A clata types - Search:

STuOY 0

DATA TYPES

MAIPHTool v FITBR-STUDYO00021  GeoftManiey, MOPRD 38 Y Admin
v TRACK-TEI TEST Study FITER-STUDYDO00208  Siravo. Blanca xyYe Admin
Tnansicoming Research and Cinical Knowledoe in Traumatc Bran injury (TEACK-TIR} Piol Deme Siudy FITER-STUDYDOOO23R  Geoff Mankey, MD PhD) Qy' Admin
Data Repository i testl FTBR-STUDYODO023?  MeCreedy, Evan uY@ Admin
Administration
BL AT Stugy FITENR-STUDYODO00232  Barry iyYe Admin
ey o FITBR-STUDV0000243  Geoft Maniey, MD PrO 2 Y Aamin
Tesistugy2 FITER-STUDYDO00Z07  Sikavo, Blanca xyY® Admin
LERACK-THI Piigt Sty FITERSTUOYO000244  Geolt Maniey, MD PhD 35 Y4 Admin
i S R T CHAM-STUDYO000245 P xye Admin
EITBIR. Ops Training Study FITER-STUDYO0G0R4E  Garcia Alisan iye Admiry
TRACK-TBLPiloL2014-07-20 FITBR-STUDYO00024T  Geoll Maniey, MD PO 38 Y Adminy
1 TH Fiigt 20180801 FITBR-STUDYODO0248  Geolf Mankey. MDPRD 35 Y I Admin
BEM-1Esing FITER-STUDYO0O00250  BEM By Admin
March TH FITER-STUOYODO0228 PRI sYe Admin
TRAGH:TBI Pilat 2014-09-0 FITBR-STUDYO0002S!  Geoll Mankey, MDPRD 35 Y Admin

Showing 1 1o 15 of 105 eniries 2 3 4 5 Ne Last

5. Select the Study from which you wish to download a dataset by clicking on the Study
Tittle. [Note: [ew Studies lists the studies that the user has permissions to view|. The provided
filters will allows users to filter the list by ownership, data submission status, and data
type. The search capability allows users to search by: (Study Title, Study ID, Ptinciple
Investigator (Pl), and by the Permission Type) that the user holds for a particular study
(Owner, Admin, Read, Write).

7 Home SuID

Workspace

Data Distionary Query Meta Study Account Management

Data Repository

| Wi Studien |

View Studies

View Studies ists the studes that the user has permissions (o view The provided filters will aows users to fiter the list by ownership, data submission status, and data type The search capabiity aliows
tesers fo search by Study Tite, Study 10, Principle Investigator (P1), and by ihe Permission Type that the user holds for a particutar study (Cwner. Admin, Read. Wite)

Results are shown n a tabular farmal 10 iInciude the Tolowing:

Croate Stidy
Submission Tools

Cwnersiip al v Al studies - | All Gala lypes -

STUDY 0

DATA TYRES PLRIS SION

MERl-Tool Transioamng Research and Clokal Knowiedge in Traumalic Brain injury (TRACK-TB( Eyct Study FITBIR-STUDYO000211  Geoll Mankey, MO PRO 35 Y Agmin
Download Tool IBACK-TB TEST Sty FITBIR-STUDYOOOO208 Siravo. Blanca -Q_y. Aadmin
om0 ROSCAIn 3 RACH-THI) Piioi Demo Siudy ~ FITBIR-STUDYO000Z39  Geoff Maniey. MO PhD 25 Yl Aemin
Data Repository \maging testt FITBIR-STUDYD0O0Z32  McCreedy, Evan uye Acmin
Administration
FITBIR-STUDYO000233  Barry -Rd | Agin
TRACK-THI Pilct Deme Sy FITBIR-STUDYDOOU243  Geoff Maniey MO PRD 35 Yl Admin
TestStudy2 FITBIR-STUDYOOO0207  Siravo, Blanca -t | Acmin
TRACH T File! Study FTBIR-STUDYOUO0244 Gealt Mankey. MO PhO § y' Ademin
Tesl Study CHEM 1111 GHAM-STUDYODI0245  P1 zyY® Adin
FITEIR Ops Training Study FITBIR-5TUDYDOOO246  Garcia, Allson -d | Admin
TRAGK-TBI Pilol 2014-07-28 FITBIR-STUDYDUO0247  Geolf Maniey. MO Pr 35 '@ Admin
TRAGHK: TH Pl 2014-08-01 FITBIR-STUDYD0002S8  Geoll Mankey, MO PO 38 Yl Adin
EbM-testng FITBIR-STUDYO000250 Bam § —\7)' AGmin
Mlaecn TBI FITEIR-STUDYDOOOZZG  PFI - g Admin
TRACK-THI Pt 2014-09-08 FITBR-STUDYODO02S1  Geoff Mankey, MO PRD 38 .Y. Admin
Showing 1 1o 15 of 105 eniries 2 3.4 5 Next Last
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6. Click on the + next to Data Set Submissions.

T Home Workspace ProFoRMS Guio Data Dictionary 3 Query

Mata Study Account Management

Data Repository

Wigw Sluties » B LIAT Saudy
M Study: BL UAT Study

| Vi Studias

Study Overview:
Create Study
Submission Tools Study ID: m
Visibiisty:
MIFAY Tool Recruitment Status:
Abstract:
Downlead Teel owner:
Cwner E-Mal
Data Repository
Administration Principal Investigato
Principal Investigate s
E-Mail;
Start Date:

Data Manager E-Mait; ¢

+ Administrative Files

~+ Dataset Submissions

+ Data Access Report
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7. Select the Dataset you wish to download by clicking on its name. A pop-up window
opens with information regarding the dataset.

unt Management

Data Repository

Vigw Sjudees » BL UIAT Shudy
m Study: BL UAT Study

Study Cverview:

Create Soudy

EDIT

Submission Tools

MIPAY Tool
Download Teel
Owner E-Mail: v
Data Repository
Administration Principal Investigator: far
Principal Investigatar
E-Mail:
Start Date: 2015019
End Date: 20150514

Data Manager:
Data Manager E-Malk: blandn@sapent com

+ Administrative Files

- Dataset Submissions

Show shared & private = Search:

FITEN DATADOD0ASE 20170314 Prrvati:
FITEIR-DATADO0U3S0 2016006 Prvale
FITER-DATA0000374 2015-10-M Cimnical Assessment Private
FITER-DATANOO0IGE 2150702 Chnikal Assessment Private
FITER-DATANOO0354 215015 Clinical Assessment Private
FITBIR-DATANOO0ASD B5-10-QTDema 201501-14 Clnical Assessment Private
FITBR-DATANOONA4 1 lesleniny 20141125 Clnical Assessment Private
FITER-OATADODNAS IMT112014 20 20 Clmicil Assessment Privale
FITEN DATADOD0A2E BSIBOTATIY 2014-07- Chnica Assessment Pravati
FITBIR-DATADOD0G2T bsiig 20140731 Chnical Assessment Private
FITBIR-DATAQOD029T B3L1E Teg 2014-08-19 Chnical Assessment Shared
FITBIR-DATADQ00290 B5l-10_Pazeing 2014-06-04 Cinical Assessment Private
FITER-DATANOO026S Bigod Pressure Measurement 2014-05-16 Clinical Assessmeant Shared

‘Showing 110 13 of 13 enlries (ered from 14 iolal entries)

4 Data Access Report

CLOSE
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8. C(lick Add To Download Queue.

Dataset Information
Dataset ID: FITBIR-DATAO000374 ﬁ
Name: 5S18022015
Submission Date: 2015-10-01
Submitted By: Garcia, Alison

Submitted Data: FNVY CONTAINS QUERYABLE DATA?

Revised.csv Yes

dataFile-1443724366532 xml  No

Submitted Form [
Structures:

DemogrFITBIR

Status: Privaie

Proposed Publication
Date:

Reviewed By:

Ops Verification:

9. The Dataset is Added to Download Queue. You will receive an e-mail indicating
“Requested data is now available in the Download Manager’.

Dataset Information
Dataset ID: FITBIR-DATAO000374 ©

Name: BSI18022015
Submission Date: 2015-10-01
Submitted By: Garcia, Alison

Submitted Data: JR7N CONTAINS QUERYABLE DATA?

Revised.csv Yes

dataFile-1443724366532 xml  No

Submitted Form R e s
Structures:

DemogrFITBIR

Status: Private

Preposed Publication
Date:

Reviewed By:

Ops Verification:
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