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CHAPTER 4 - DATA DICTIONARY

he Data Dictionary module is used for defining and validating data. Data Dictionary
allows users to search for Common Data Elements (CDE), create and manage Unique
Data Elements (UDE), browse, define, use and re-use electronic forms (eCRFs) and
form structures across the studies.

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

4.1

OBJECTIVE

This chapter provides information for users on how to:
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Search Form Structures
Create Form Structures
Search Data Elements

Create Data Elements

Import Data Elements

Search eForms

Create eForms

Import Form Structure
Import Data Element Schema
Browse existing Data Elements
Browse Form Structures

Browse eForms

4.2

SYSTEM FUNCTIONS

The Data Dictionary module provides the tools for defining the data you submit as well as provide
alternate terms (aliasing) and translation rules for the same element. Importantly, the BRICS data
dictionary provides those who have access to the data with clear and precise information about what
it is they are accessing.
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4.3 MODULE NAVIGATION
The Data Dictionary module (including sub-modules) are available within the BRICS Workspace.
To Access the Data Dictionary Module: Perform the following actions:

1. Login to the system.

2. Navigate to the Workspace landing page

ProFoRMS  GUID  DataDictionary  DataRepository  Query  MetaStudy  Account Management
Workspace
e Modules: Building Blocks for the Research Life Cycle
P There are a variety of key software modules comprising this system. These modules support the vision of inferconnectivity and collaboration among the research communities, as well as, provide a
combination of web-based functionality and downioadable ools that support data definition. data contribution, and data access throughout Ihe research ife cycle.
My Dashboard
Admin Dashboard

ProFoRMS GUID Data Dictionary Data Repository

© O a

Query Meta Study Account
Management
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3. Click the Data Dictionary module icon

ProFoRMS aUID Data Dictionary Data Repository Query Meta Study lanagement
Workspace
Modules: Building Blocks for the Research Life Cycle
w“'“p“’ There are a variety of key software modules comprising this system. These modules suppart the vision of intercannectivity and collaboration among the research communities, as well as, provide a combination of
web-based functionality and downloadable tools that support dala definition, data contribution, and dala access throughout the research We cycle.
nv Dashboard
Admin Dashboard . 0 e
ProFoRMS GUID Data Dictionary Data Repository
0 ‘
Query Meta Study Account
Management
Things to Note:
ICON KEY r—~ The best user experience with navigating through the Data Dictionary module is with the

|atest Firefox browser

m Notes @

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

7 Important

Information



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

4.4 DATA DICTIONARY ToOL
The Data Dictionary Tool provides useful features for:
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Searching Form Structures
Creating Form Structures
Searching Data FElements

Downloading Data FElements Results to XML, CSV and ZIP output formats

Creating Data Flements
Importing Data Elements
Searching e-Forms

Downloading Data Elements Results to XML, CSV and ZIP output formats

Creating e-Form

Upload Published Form Structure
Save Form

Add Section

Add Data Element

Add Text

Edit Form Layout

The Data Dictionary Tool also has a simple search box for performing keyword search within the
forms fields using: Short Name, Tittle, Description, and Created By.
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4.4.1 Accessing the Data Dictionary Tool
To Access the Data Dictionary Tool: Perform the following actions:
1. Login to the system.
2. Navigate to the Workspace landing page

ProFoRMS GuID Data Dictionary Data Repository Query Meta Study Account Management
Workspace

e Modules: Building Blocks for the Research Life Cycle

S 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 downloadabile tools that support data definition, data contribution, and data access throughout the research life cycle.
My Dashboard
‘Admin Dashboard
ProFoRMS GUID Data Dictionary Data Repository
e ‘
Query Meta Study Account
Management

3. Click the Data Dictionary module.

ProFoRMS GUID Data Dictionary Data Repository Query Meta Study Acc:
Workspace
e Modules: Building Blocks for the Research Life Cycle
P There are a variety of key software modules comprising this system. These modules suppart the vision of interconnectivity and collaboration among the research communibies, 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 We cycle.
Wy Bashboard
Admin Dashboard

h

ProFoRMS GUID Data Dictionary Data Repository

Query Meta Study Account
Management
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4. Click the Menu o5 the left-side tool bar.

unt Managemel

* Keyword search will be performed within the falk

Narrow your search

LEAR FILTERS | RESTORE DEFAULT

Ownership
@ Al

Mine

FITBIR
L]
Program Specic

Form Types
Ciinsc al Assessment

Omics
Imaging

Standardization
¥| Standard NINDS GDE
7| Standard

Standard Modified
Appendix
Unique

Status

] Drait

1 Awaiting Public ation
7| Published

| Archived

| Shared Draft

Form Copyrignt Status
L |

Copyrighted
Non-Copyrighted

Diseases
| General (For all diseases)
| Parkinson's Disease
7] Traumadic Brain Injury
Amyotrophic Lateral Sclerosis
| Congenital Muscular
Dystrophy
| Duchenne Muscular
Dystrophy/Becker Muscular
Dystrophy
1 Epiepsy
| Friedreich's Ataxia

Whole Word or Phrase

lowing form fields: Short Name, Title, Description, and Created By

Show 25 ~ entries

tie

Satisfaction with Life Scale (SWLS
SNP Array Data Set

Test for checking

Test Demo

Iestting Testing Sys1

Thumbs Flles and Smiles
TRACK-TBI Functional Independence Measure
Trying Hard

Vital Signs and Blood Gases

¥
Showing 76 to 85 of B5 entries

Short Name
SWLS_CDISC_FITBIR
SNP_aray_Data
TestCheck
Test_Demo123
Testting_Testing_Sys1
Thumbs_Flles_and_Smiles
F
Trying_Hard
VitalSignsBloodGases
¥

Status
Published
Published
Publkshed
Published
Publshed
Publshed
Pubkished
Published
Published
Published

First

Previous

Showing 76 to 85 of 85 ennes

Modified Date
20170510
2017.04-04
2017-03-14
2016-10-06
2016-10-26
2017-07-05
2014.05.27
2016.10-08
20151201
2016.-09-06
1.2 3




5. The Data Dictionary Tool menu opens and expands as shown below:

Data Dictionary Tool

Form Structures
| search |
Create
Data Elements
Search

Create
Import
eForms
Search
Create




4.4.2 Form Structures

A form structure represents a grouping/collection of various Common Data Elements (CDE) and
Unique Data Elements (UDE) used to gather information for a study. A form structure is analogous
to a case report form (CRF) (electronic or paper) where data elements are linked together for
collection and display.

Form structures are the containers for data elements. They are “vehicles” by which data is submitted
to BRICS. They adhere to a strict publication process prior to researchers submitting data to that
particular form structure. They are initially created in draft state — they can be modified and data
elements may be removed or added to the form structure. Research data can be validated using a
draft form structure in the Validation Tab/Submission Tool, but it cannot be uploaded to the
database until it is validated.

Once the study team has validated research data using the Validation Tool, and is ready to upload
data to the database, you may request publication of the form structure. Once the form structure
has been approved by a BRICS administrator, it will be in a “Published” state, and can then be
used to upload research data via the Upload Tool/Submission Tool.

Form Structures are used to:

% Upload data to the Data Repository. The form structure provides a container for uploaded
data. The Submission Tool validates the uploaded data against the corresponding form
structure.

Create eforms (eCRFs) and collect data. The form structure provides a structure (or a
template) for a form and a container for active data collection.
The form structure assutes that uploaded/collected data are queryable by the Query Tool.

7
L <4

7
%
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4.4.3 Types of Form Structures

There are four different Status of Form Structures found in BRICS. The table below details the various form types and the
corresponding attributes.

Description Visibility Editable? Data DE ]
Validation Submission

Use? Use?

Draft In a process of development Required to log in into portal. | Yes Yes No
Available for the owner and
Administrator only

Awaiting A publication has been requested for | Required to log in into portal | By administrator | Yes No

publication this FS only

Published The FS which is available for public All users including the public By administrator | Yes Yes
use site only

Shared Draft Form structures were created by the | All uses including the public By administrator | Yes No
NINDS CDE Project. Provide site only

recommendations for investigators of
which CDEs to use.



http://www.commondataelements.ninds.nih.gov/CRF.aspx

BRICS

Things to Note:

T,
I N KEY
co 7~

Shared Draft Form Structures are created and supported by the NINDS CDE Project.

A shared draft form structure provides a list of CDEs recommended to use for a particular CRF by the
Ld Notes NINDS CDE Project.
=7 Important =

Investigators are required to use Shared Draft Form Structures as reference when creating their own
form structures.
Information [~

All Shared Draft Form Structures require the addition of the Main group and Form Administration
group before they can be published to the system.

4.4.4 Search Form Structures

To Search Form Structures: Perform the following actions:
1. Login to the system.

2. Navigate to the Workspace landing page

ProFoRMS GUID Data Dictionary

Data Repository Query Meta Study

Workspace

Account Management

- Modules: Building Blocks for the Research Life Cycle
Workspace

My Dashboard

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
ti
Admin Dashboard

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

@

GUID

Module Overview 1

ProFoRMS

Data Dictionary

®© O &

Query

Data Repository

Meta Study Account

Management

Things to Note:
ICON KEY

=~

Ed Notes

Instead of starting from nothing you may find shared draft or published form
structures available in the Data Dictionary that may serve as a starting point for you by

selecting “Browse Form Structures” from the left-hand Menu icon in the data dictionary.
=7 Important

Information



http://www.commondataelements.ninds.nih.gov/CRF.aspx
http://www.commondataelements.ninds.nih.gov/CRF.aspx

BRICS

3. Click the Data Dictionary module. The Search Form Structures page appears.

Workspace
Work Modules: Building Blocks for the Research Life Cycle
o There are a variety of key software modules comprising this system. These modules suppart the vision of intercannectivity and collaboration among the research communities, as well as, provide a combination of
web-based functionality and downloadable tools that support dala definition, data contribution, and dala access throughout the research We cycle.

Wy Dashboard

Admin Dashboard . 0
ProFoRMS GUID Data Dictionary Data Repository
e

Query Meta Study Account

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

ProFoRMS GuID Data Repository  Query unt Management

Whole Word or Phrase

* Keyword search will be performed within the following form fields: Short Name, Title, Description, and Created By

Narrow your search Show 25 = entries. Showang 76 to 85 of 85 enines
n short ame staus [r—r—
ST Satisfaction with Life Scale (SWLS| SWLS_CDISC_FITBIR Pubkshed 20170510
@ Al SNP Aray Data Set SNP_Aay_Data Published 2017-04-04
Mine Test for checking TestCheck Publshed 2017-03-14
Test Demo Test_Demoi23 Published 2016-10-06
FITBIR Testting Testing Sys1 Testting_Testing_Sys1 Published 2016-10-26
sl Thumbs Flles and Smiles Thumbs_Flles_and_Smiles Published 2017-07-05
Pragram Specific TRACK-TBI Functional Independence Measure M Published 2014.05-27
Form ypes Trying Hard Trying_Hard Published 2016-10-08
Clinical Assessment Vital Signs and Blood Gases VitalSignsBloodGases Published 20154201
Omics ¥ ¥ Published 2016-09.06
Imaging Showing 76 ta 85 of B5 entries First Previous 1 2 3

Standardization
¥| Standard NINDS GDE
7| Standard
Standard Modified
Appendix
Unique

Status

] Drait

1 Awaiting Public ation
7| Published

| Archived

| Shared Draft

Form Copyrignt Status
L |

Copyrighted
Non-Copyrighted

Diseases
| General (For all diseases)
| Parkinson's Disease

<

| Traumatic Brain Injury
Amyotrophic Lateral Sclerosis

| Gongenital Muscular
Dystrophy

| Duchenne Muscular
Dysirophy/Becker Muscular
Dysirophy

1 Epiepsy

| Friedreich's Ataxia

5. Click Search under the Form Structures tab using the left side menu to navigate through
the sub-menus. The Search Form Structures page appears.



Data Dictionary Tool

Form Structures

Search
Create
Import
eForms
Search

Create




BRICS

6. Using the search text-box, enter the search keyword to search. Keyword search will be
performed within the form fields using the Short Name, Tittle, Description and Created

= Search Form Structures

ehavioral History

Whole Word or Phrase
* Keyword search wil be performed within the following form fields: Short Name, Tite, Description, and Created By
Narrow your search Show 10 + entries Showing 1 to 10 of 87 entries
LT m Short Nam Status
Ownership Adverse Evenls Adverse_Events Published
® a1 Alcohol, Smoking, and Substance Use Involvement Screening Test (ASSIST) AsSIST Published 2015-12-01
Mine AmRk Oahi Published 2016-09-18
Aug3t Aug3t Published 2017-08-31
FITBR Behavioral History BehavioralHxTBI Published 2017-03-14
®a BiLLy BILLY Published 2017-06-05
Do Seechc Blomarker Assay Data Form BlomarkerAssayDataForm Published 2017-04-04
Frmi T BRICS NINR PROMIS SF v.1.0- Pain intensity 3a NINRBRICSSymPain Published 20170223
1 Clinical Assessment BRICS NINR 35-tem Short Form Health Survey (SF-36) version 2 MINRBRICSSF36v2 Published 2017-03-16
Omics BRICS NINR Demographics NINRBRICSDemographics Published 2017-02-23
Imaging Shawing 1 10 10 of 87 entries 2 3 4 509 Next Last

Standardization
¥ Standard NINDS CDE
¥ Standard
Standard Modified
Appendix
Unique

Status.
Draft
Awating Publication
7| Published
Archived
Shared Draft

Form Copyright Status
@ Al
Copyrighted
Hon-Copynghted

Diseases

Y| General (For all diseases)
Parkinson's Disease

¥ Traumatic Brain Injury
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7. Click the Search button. You may also select the “check-box” to to search by Whole Word
or Phrase.

ME Search Form Structures
enu

havioral History| Whole Word or Phrase

* Keyword search wil be performed within the following form fields: Short Name, Tile, Descriplion aled By
Narrow your search Show 10 ~ entries Shawing 1to 10 of 87 entries
Title Short Name Status Modified Date

Adverse Events Adverse_Events Published 2017.01-27

= Alcohol, Smoking, and Substance Use Test (ASSIST) AsSIST Published 2015.12.01

Mine AmRk Oahi Puslished 2016-08-16

Augdt Augit Published 2017-08-31

FITBIR Behanioral History BehavioralHxTBI Published 2017-03-14

@ m BILLY BILLY Published 2017.06.05

iz TS Biomarker Assay Data Form BiomarkerAssayDataForm Published 2017-04-04

T BRICS NINR PROMIS SF v 1.0- Pain Infensity 3a HINRBRICSSymPain Published 2017-02-23

Ciinical Assessment BRICS NINR 36-tem Short Form Health Survey (SF-36 version 2 NINRBRICSSF36v2 Published 2017-03-16

Omics BRICS NINR Demographics MINRBRICSDemographics Published 20170223
Imaging Showing 1 to 10 of B7 entnes € 2 3 4 5.9 Medt Last

Standardization
[¥] Standard NINDS GDE
7| Standard
Standard Modfied
Appendic
Unique

Status
Draft
Awaiting Public ation
7| Published
Archived
Shared Draft

Form Copyright Status
@ Al
Copyrighted
Nan-Copyrighted

Diseases

| General (For all diseases)
Parkinson's Disease

| Traumatic Brain Injury

E
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8. The search returns the form structures relevant to the search keyword.

Query Meta Study

ME Search Form Structures

Behavioral History E Whole Word or Phrase

* Keyword search will be performed within the following form fields: Short Mame, Title, Description, and Created By.

Narrow your search Show 10 ~ entries

EAR FILTER

Ownership
@ mn Showing 110 1 of 1 entries
Mine

Showing 1to 1 of 1 entries

Short Hame Status

ied Date
B

avioralHxTBI Pubii

4

FITBIR
L
Program Speciic

Form Types
Ciinical Assessment
Omics
Imaging

Standardization
| Standard NINDS CDE
| standard
Standard Modified
Appendix
Unique:

Status

Draft

Awiaiting Publication
| Published

Archived

Shared Draft

Form Copyright Status
Cl]

Gopyrighted
Hon-Copyrighted

Diseases

] General (For all diseases)
Parkinsan's Disease

5] Traumaiic Brain Injury

g
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4.4.1 Additional Search Features

Buttons:

7
A X4

7
L X4

Clear Filters — use this button to clear your search criteria

Restore Default — use this button to restore to the default search field

Check-box:

7
A X4

*

>

X/

A5

e

S

Ownership (All, Mine) — to search for data by ownership. This includes data you may

own
FITBIR (All, Program Specific) — TBD
Form Types (Clinical Assesment, Omics, Imaging)

Standardization (Standard NINDS CDE, Standard, Standard Modified, Appendix,
Unique)

Status (Draft, Awaiting Publication, Published, Archived, Shared Draft)

Form Copyright Status (All, Copyrighted, Non-Copyrighted)

Diseases (General (For all diseases), Parkinson’s Diseases, Traumatic Brain Injury,
Amyotrophic Lateral Sclerosis, Congenital Muscular Dystrophy, Duchenne Muscular
Dystrophyia/Becker Muscular Dystrophy, Epilepsy, Friedreich’s Ataxia)

Narrow your search Form Types
[ Clinical Assessment
CLEAR FILTERS RESTORE DEFAULT )
[ omics
. ] Imaging
Ownership
@ Al —
P Standardization
~ Mine Standard NINDS CDE
Standard
F__EE"R [C] Standard Modified
: Al N [] Appendix
) Program Specific [ unique
Status Diseases
[] Draft General (For all diseases)
[} Awaiting Publication [[] Parkinson's Disease
Published Traumatic Brain Injury
[ Archived [C] Amyotrophic Lateral Sclerosis
[[] Shared Draft [T congenital Muscular
Dystrophy
- [[] Duchenne Muscular
F.I:_l.rm Copyright Status Dystrophy/Becker Muscular
@ Al Dystrophy
© Copyrighted [] Epilepsy
() Non-Copyrighted [ Friedreich's Ataxia
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4.4.2 Create Form Structures

To be able to create form structures in BRICS, you MUST have the correct permissions to Data
Dictionary. This level of permissions also allows the user to view, define, create, and modify the
Unique Data Elements, and form structures. Howevert, to create, modify and/or edit Common Data
Elements (CDE), it must go through a review process with the NINDS.

There are two distinct steps for creating a Form Structure in BRICS:
% Without the Form Structure Template and;
% With the Form Structure Template

To Create Form Structures Without Using the Form Structure Template: Perform the
following actions:

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

ProFoRMS  GUID Data Dictionary  Data Repository Query Meta Study Account Management

Workspace
e Modules: Building Blocks for the Research Life Cycle
P There are a variety of key software modules comprising this system. These modules support the vision of inferconnectivity 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 ife cycle.
My Dashboard

Admin Dashboard

e E

ProFoRMS GUID Data Dictionary Data Repository

Query Meta Study Account
Management
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3. Click the Data Dictionary module. The Search Form Structures page appears.

Workspace
Work Modules: Building Blocks for the Research Life Cycle
o There are a variety of key software modules comprising this system. These modules suppart the vision of intercannectivity and collaboration among the research communities, as well as, provide a combination of
web-based functionality and downloadable tools that support dala definition, data contribution, and dala access throughout the research We cycle.

Wy Dashboard

Admin Dashboard . 0
ProFoRMS GUID Data Dictionary Data Repository
e

Query Meta Study Account

Management
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4. Click the Menun the left-side tool bar. The Data

expands

Dictionary Tool menu opens and

* Keyword search will be performed within the following form fields: Short Name, Tile, Description, and Created By

Narrow your search

EAR FILTERS | RESTORE DEFAULT

Ownership
@ M
Mine

FITBIR
. ml
Program Speciic

Form Types
Cinical Assessment
Omics

Imaging

Standardization
¥| Standard NINDS CDE
¥ Standard
Standard Modified
Appendix
Unigue:

Status
Draft
Auwating Publication
¥| Published
Archived
Shared Draft

Form Copyright Status
@ Al

Copyrighted
Nan-Copyrighted

Diseases

¥| General (For all diseases)
Parkinson's Disease

¥ Traumatic Brain Injury
Amyatrophic Lateral Sclerosis
Congenital Muscular
Dystrophy
Duchenne Muscular
Dystrophy/Becker Muscular
Dystrophy
Epilepsy
Friedreich's Ataxia

Show 26 ~ entries
Title
Satisfaction with Life Scale (SWLS
SNP Array Data Set
Test for checking
Test Demo
Testting Testing Sys1
Thumbs Flies and Smiles
TRACK-TBI Funcional independence Weasure
Trying Hard
Vital Signs and Blood Bases
¥

Showing 76 to 85 of 85 entries

ort Name
SWLS_CDISC_FITBIR
SNP_Armay_Data
TestCheck
Test_Demo123
Testting_Testing_Sys1
Thumbs_Flles_and_Smiles
M

Trying_Hard
VialSignsBloodGases
¥

Status
Fublished
Fublished
Published
Fublished
Published
Fublished
Published
Pubkished
Fublished
Published

First

Previous

Showing 76 ta 85 of B5 entries

Modified Date
2017-05-10
2017-04-04
2017-03-14
2016-10-06
2016-10-26
2017-07-05
2014-05-27
2016-10-06
2015-12-01
2016-08-08
1.2 3

5. Select Create under Form Structures from the left-hand drop-down menu. The Create
Form Structure General Details page appears.




Data Dictionary Tool

Form Structures
Search

Create

Data Elements
Search
Create

Import

6. Basic Information: Complete all required fields marked with an *asterisk:
% Tittle

% Short Name (character limit applies)

< Description

% Form Type

% Does this represent a copyrighted form?

< Documentation is optional, but BRICS Operations encourage uploading a copy of
your case report form.
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7. Fill out the general details below to create a form structure. On the following pages, you may
attach data elements and apply permissions. Fields marked with a * are required.

2 Documentation 3 DataElements 4 Permissions 5 Review

Create Form Structure
Aform structure represents a groupingicollecion of various comman data elements (CDE) and data elements used to gather information for 3 study. 4 form structure is analogous to a case reportform (CRF) (slectronic or paper) where data
elements are linked together for collection and display.

Fill aut the details below to create @ form structure. On the following pages, you may altach data elements and apply permissions

General Details
Fields marked with a * are required.

Title ™ :
Short Hame * :
Description *:
Disease "3 [ gpina) Cord Injury -
Spinal Muscular Alophy =
Stroke -
Traumac Brain Injury i
Organization:
Form Type *: . Select One - -
Standardization ": . Select One -
Is this a program Required
et Yes ™
Does this represent a
copyrighted form?: — 0% He
Version: 1
Sttus: Drat
Created By: Doe, Jon
Created Date:

Cancel
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8. Click the Continue button when complete.

4 Home

Data Dictionary

2. Documentation 3. Data Elements 4. Permissions 5. Review

£
g
£
e
l

Create Form Structure

A form structure represents a groupingicollection of various common data elements (CDE) and data elements used to gather information for a study. A form structure is analogous to a case report form (CRF) (elecironic or paper) where data
elements are linked logether for collection and display,

Fill outhe details below to create a form siructure. On the following pages, you may attach data elements and apply permissions.

General Details
Fields markeawith 3 * are required.

Title *:
Short Name *;
Description * :
Disease *: [ spinal Cora Injury -
Spinal Muscular Afrophy 3
Stroke
Traumatic Brain Injury -]
Organization:

FormType": . SelectOne -
Standardization*: _Seiact One -

Is this a program Required )
orm?: — Y8 No

Does this represent a (=) v ) No
copyrighted form?-:

Version:

Status: Or
Created By: Doe. Jon

Created Date:

9. Documentation: Click the Add Documentation button to select the desired file or URL.

astudy  Account Manag

Data Dictionary

T 3 DataElments P — 5. ke

Upload Documentations: Test

ﬂ ADD DOCUMENTATION W

URL

Edit

Delete

Search:

Ha

P Description

Mo dala available in table
Showing 0 to 0 of 0 entries

CONTINUE  [feFlet]

File
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10. Click the Continue button.

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

= Data Dictionary

1. Basic Information m 3. Data Elements 4. Permissions 5. Review

Upload Documentations: Test Study

ADD DOCUMENTATION W

Edit | Delete Search:
Name Type Description
No data avallable in tabie

Showing 0 to 0 of 0 entries

@iante\

10. Data Elements: Attach data elements to your form structure below by using the Add Data
Element button to open the data element interface. In the data element interface, you can
search for existing data elements or create a new data element for this form structure. To

group data elements or create a group that repeats data elements, select the Add Group
button below.

Workspace  ProFoRMS  GUID Data Dictionan DataRepository ~ Query  MetaStudy  Account Management

= Data Dictionary

Meny

1 Base tormaton 2 councriaior ST remsins 3. R

Attach Data Elements: Test

Aftach data elements o your form structure below. Use the Add Data Element button to open the data element interface. In the data element interface you can search for existing data elements or create a new data element for this form
structure. To group dala elements or create a group thal repeats data elements. select Ihe Add Group butlon below.

Data Elements and Groups can be rearranged by dragging and dropping the group or element into the desired position

There are no data elements in the main group. You can add some by clicking the button below

ADD DATA ELEMENTS

Additional Element Groups

There are no additional data element groups. Data element groups aliow you to logically group data elements and define the frequency at which they repeat. Use the section below to add a data element group

Add Additicnal Element Groups

ADD GROUP

CONTINUE  [eciiid=]

Things to Note:
ICON KEY r= The Main Group and Form Administration are standardized group of data elements that must be
0 Notes included in all BRICS Form Structures, including standardized, addendum, and “homespun” form structures to
provide consistency and context for all data submitted to the BRICS database.
7 Important [~ You DO NOT need to add a new group to add the Main Group.

Information
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11. In the data element interface, you can search for existing data elements which you would
like to add your form structure. Note: Now, a new data element cannot be created rather, Data
Elements can only be added.

Select the data elements by checking the check-box next to the desired data element. Once
you are done searching and checking off data elements; Click the Add Selected Elements
button. The selected data elements will be added to your group in the order in which they
were selected. [I7 is a best practice to add your data elements to your form structure in the order that they
appear on the form].

To adjust the order of data elements within an element group once they have been added to
a form structure, simply click on the data element, drag, and drop the data elements to the
desired position.

There are three statuses for the optionality of a data element:

% Required: Validation tool will produce an etror and not allow the dataset to pass if
a cell is left blank for the data element.

o GUID should always be required

% Recommended: Validation tool will produce a warning, but still allow the data set
to pass if a cell is left blank for that data element

o The default is recommended

% Optional: Validation tool will NOT produce etror or warning and will allow that
data set to pass if a cell is left blank for that data element.

.._E Add Data Elements

1, Basic Informa 2 ocameninicn U « Furmimicos & Review

Search Locations ~
Search existing elements to attach to this form st

Narrow your search

Ownership
) AN
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12. To group data elements or create a group that repeats data elements, Select the Add Group
button below.

Workspace ProFoRMS GuID Data Repository Query  Meta Study Account Management

= Data Dictionary

1 Basic iomaton 2ommnan SASUSRY . pemssons 5. Revew

Attach Data Elements:
Attach data elements to your form structure below Use the Add Data Element button 10 open the data element Interface. In the data element interface you can search for existing data elements or create a new data element for this form
structure. To group data elements or creale a group that repeats data elements, select the Add Group button below

Data Elements and Groups can be rearranged by dragging and dropping the group or element into the desired position

W TITLE SHORT DESCRIPTN RIABLE NAME REQUIRED? GROUP

1 260/280 ratio of biosample purity Measure for purity of biosample using ~ Sample260_280Ratio Recommended v  Main - remove
ratio of absorbances at 260/280 nM

2 100%yous cd datael2 Recommended v Main - emove

3 /230 ratio of bi 3 Measure for purity of biosample using ~ Sample260_230Ratio Recommended v  Main - remove

ratio of absorbances at 260/230 nM

ADD DATA ELEMENTS

Additional Element Groups
There are no additional data element groups. Data element groups aliow you o logically group data elements and define the frequency at which they repeat. Use the section below 1o add a data element group

lement Groups

CONTINUE [JeETiTee]

13. Enter the Group Name which corresponds with the form structure; Select the number of
times you wish the question to be repeated [I7 is a best practice to select “Up to” if unsure).

Enter the Threshold (the number which will correspond with your choice for “number of
times repeated” above).

14. Click on the “Save Group” button.

Add Data Element Group
Data element groups allow you to group a set of data elements together, essentially creating sections within a form structure

Fiekds marked with a " are required

Group Name @ | ap Test Reliance

Number of Times yp To -
Repeated *:

Threshold" : 20
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15. After the Main Group, create the Form Administration Group. This group contains Eight
(8) data elements to identify the background of how the forms were administered. This
group will be a part of all forms in the BRICS system. These data elements define what time
point the CRF was taken, and who filled out the form.

* Home Workspace ProFoRMS GUID Data Repository Query Meta Study Account Management
= Data Dictionary
Temu
et s m # pemssins s

Attach Data Elements:
Altach data elements 1o your form structure below Use the Add Data Element button 1o open the data element interface. In the data element interface you can search for existing data elements or create a new data element for this form
structure. To group data elements or create a group that repeats data elements, select the Add Group button below.

Data Elements and Groups can be rearranged by dragging and dropping the group or element into the desired position

SHORT DESCRIPTION VARIABLE NAME REQUIRED? REMOVE ALL?

1 260/280 ratio of biosample purity Measure for purity of biosample using  Sampie260_280Ratio Recommended Main - emove
ratio of absorbances at 260/280 nM

2 100%yous cd datael2 Recommended Main v S

/. ratio of biosample purif Measure for purity of biosample using  Sample260_230Ratio Recommended Main - remove

ratio of absorbances at 260/230 M

ADD DATA ELEMENTS

Additional Element Groups
There are no additional data element groups. Data efement groups aliow you to fogically group data elements and define the frequency at which they repeat Use the section beiow to add a data element group,

Add Additional Element Groups

ADD GROUP
CONTINUE

Ccancel

Things to Note:
= The Main Group must contain the following elements with the corresponding
optionality:

ICON KEY

Cd Notes

Data Submission Use?

faUID REQUIRED

SubjectiIDNum

Informat

OPTIONAL

AgeYrs RECOMMENDED
VisitDate RECOMMENDED
SiteName RECOMMENDED

DaysSinceBaseline OPTIONAL

ContextType RECOMMENDED
ContextTypeOTH RECOMMENDED
DataSource RECOMMENDED
DataSourceOTH RECOMMENDED

CaseContrlind

OPTIONAL

GeneralNotesText

OPTIONAL
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16. Change the requirements for the data elements to whatever is appropriate for your study
using the drop-down menu. [It is a best practice to change the data elements from
“Optional” to “Recommended”

Adjusting the Order of Element Groups

a. Click on the title bar of the group and drag and drop the group to the desired position.
Note: The Main Group cannot be moved

Editing Data Element Group Settings

a. Click on the “Edit Group” button

b. Make the desired changes

Removing Data Element Group

a. Click on the “Remove Group” text

b. Once you are finished creating your groups and adding your data elements, click on
“Continue.”

Removing Data Element From Form Structure

a. Under the "Removal All?” column, click on “Remove” text

Moving Data Elements Between Groups

a. Using the drop-down menu in the Group column, for each data element, select which
new element group you would like to move the data element. (It is a best practice to
do this in the order that the data elements appear on the form).

Workspace ProFoRMS [T Datapictionary Repository Query Meta Study Account Management

= Data Dictionary

i 22 m bl iR

Attach Data Elements:
Aftach data elements 1o your form structure beiow Use the Add Data Element button 10 open the data element interface. In the data element Interface you can search for existing data elements or create a new data element for this form
structure. To group data elements or create a group that repeats data elements, select the Add Group button below

Data Elements and Groups can be rearranged by dragging and dropping the group or element into the desired position _

SHORT DESCRIPTION VARIABLE NAME REQUIRED? GROUP REMOVE ALL?

/260 ratio of biosamy i Measure for purity of biosample using  Sample260_280Ratio Recommended remove
ratio of absorbances at 260/280 nM

2  100%yousd cd datael2 Recommended S

3 260/230 ratio of biosample purity. Measure for purty of biosample using  Sample260_230Ratio Recommended remove

ratio of absorbances at 260/230 nM

ADD DATA ELEMENTS

Additional Element Groups
There are no addtional data element groups. Data element groups aliow you o logically group data elements and define the frequency at which they repeat Use the section below to add a data element group.

Add Additional Element Groups

ADD GROUP
o
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17. Click the Continue button.

Workspace  ProFoRMS  GUID Data Repository Meta Study  Account Management

= Data Dictionary

1 Base 2 0 Ty - 5 Reve

Attach Data Elements:
Attach data elements to your form structure below. Use the Add Data Element button to open the data element interface. In the data element interface you can search for existing data elements or create a new data element for this form
structure. To group data elements or create a group that repeats data elements, select the Add Group button below.

Data Elements and Groups can be rearranged by dragging and dropping the group or element into the desired position

TITLE SHORT DESCRIPTION VARIABLE NAME REQUIRED? | GROUP REMOVEALL?
1 2601280 ratio of purity Measure for purity of biosample using ~ Sample260_280Ratio Recommended ~  Main v remove
ratio of i es at 260/280 nM
2 100%yous cd datael2 Recommended v  Main - remove
3 260/230 ratio of biosample purity Measure for purity of biosample using  Sample260_230Ratio Recommended v  Main v remove

ratio of absorbances at 260/230 M

ADD DATA ELEMENTS

Additional Element Groups
There are no additional data element groups. Data element groups allow you to logically group data elements and define the frequency at which they repeat. Use the section below to add a data element group.

Add Additional Element Groups

ADD GROUP

‘ CONTINUE t.

ICON KEY

18. Grant Permissions: Select the intended individual from the drop-down menu to grant
permission. Click on the Grant Permission button. . Once added, chose the desired level of
permission to that form structure: The permissions include: Read, Write, or
Admin/OwnerThe default permission is Read. Additionally, individuals can be removed
from the permission group from here. See Removing Permissions below.

f Home  Workspace  ProFoRMS  GUID Data Dictionary DataRepository ~ Query  MetaStudy  Account Management

= Data Dictionary

1. Basic Information 2. Documentation 3. Data Elements m 5. Review

Grant Permissions: Test
Individual access 1o the form structure is granted bejou
the permission group here.

Select

Individual

intended individual from the drop down 1o grant access. The permissions include read, write, or admin. The default permission is read. Also, individuals can be removed from
Read - Allows user o view draft form structure.
Write - Allows user 10 view draft form structure, ed

Click to Grant
Getails and attach data elements Permission
Admin f Owner - Allows user 10 view araft form structure, edit 1o dructure getalls, attach data elements and grazeipe
A, Porté @ GRANT PERM|

only be one Owner

Test Lab 1 Owner - —
Test Labd Read - [emove
TestLab 5 Read - remove
Account group test Read - remove
Test Lab 6 Read - Emove

[ comme IR

EJ Notes

= Write - Allows user to view draft form structure, edit form structure details and attach data

I~ Important =

elements.
Admin / Owner - Allows user to view draft form structure, edit form structure details, attach data

Information elements and grant permissions. There can only be one Owner
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=7 There can only be ONE Owner per form structure (by default it is the creator of the form structure, but can
be changed)
Removing Permissions
Search for form structure
. Select “Edit” form the Menu on the right
Click on the “3. Permissions” chevron
Click the “remove” button

=

S NEERN

. The user will no longer have Admin/Werite/Read privileges to your form structure

19. Click the Continue button.

Workspace  ProFoRMS cuID ata Dictionan DataRepository ~ Query  Meta Study  Account Management

= Data Dictionary

S T e S T

Grant Permissions: Test
Individual access to the form structure 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
he permission group here

Read - Allows user to view draft form structure
‘Write - Allows user 10 view drall form structure, edit form structure defails and aftach data elements.
Admin | Owner - Allows user to view draft form structure, edit form structure details, attach data elements and grant permissions. There can only be one Owner.

Agmn, Portal - GRANT PERMISSION

USER | PERBIS SK PERM REMOVE?
Test Lab 1 Owner - [Emove
Test Labd Read - remove
TestLab 5 Read - remove
Account group test Read - remove

Test Lab & Read - remove
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20. Review: Review all the data elements and make sure they are in the correct order and have
the correct requirements (optionality, group, threshold, etc.)

If there are no issues; click the Finish button. The Form Structure will be saved in DRAFT
status.

Workspace ProFoRMS GuID Data Repository Query Meta Study  Account Management

= Data Dictionary

1. Basic Information 2. Documentation 3. Data Elements 4. Permissions m

Review

Form Structure: Test
Listed below are the details of the form structure

- General Details

Title:
Short Name: TesiDala

Description: tes

Disease: “irok
Required Program Form:
Standardization: Siandard
Form Type: Clinical Assessmen
Version:

Date Created: :

Created By: Onye
Owner:
Number of Data Elements: -

- Documentation
Search:
Name Type Description Date Uploaded
TEST.docx Dictionary Documentation test 2017-04-28

‘Showing 1 to 1 of 1 entries

- Groups & Attached Data Elements

Logicaly grouped data Slements with 08fned Mequency 8t which My repest

SHORT DE SCRIPTION VARIABLE HAME REQUIRED?

1 2600260 ratio of biosample purity Measure for purity of biosampie using ratio of absorbances at ‘Sample260_280Ratio Recommended UDE
260/280 nM

2 100%youd ca datael2 Recommended  UDE

3 260/230 ratio of biosample purity Measure for purity of biosample using ratio of absorbances at Sample260_230Ratio Recommended  CDE
2601230 nM

Lisled below are your additional eiement groups

™ Test (Appears Exactly 20 Times)

There are no data elements in this group

- Change History

IFIED DATE CHANGE MODIFIED BY USER NAME




BRICS

21. Final Review: Review the details of the Form Structure. Click the Finish button to display
the Form Structure.

% Home Workspace ProFoRMS GuUID

Data Repository Query Meta Study  Account Management

Search Form Structures > Test
= Data Dictionary
enu

Form Structure: Test

Status: Dran

Bl oquest Pustcatin

This form structure organized set r a form
' 1
- General Details S e
Title: Test T pome
Short Name: 4 Dats Element Report
Description: R [ renenn
Disease: 5 Export Form Structure

Required Program Form: 1l vty AR

Standardization:

andard

Form Type: Clinical Assessme

Version: 1.0
Date Created:

Created By: Onyencho, Richard
Owner: Onyeneno, Richard
Number of Data Elements: =

eForms: 1

- Documentation

Search:
Name Type Description Date Upioaded
TESTdocx Dictionary Documentation test 2017-04-28

Showing 1 to 1 of 1 entries

- Groups & Attached Data Elements

Logicaly grouped dala elements with defined frequency st which they repeat

RT DESCRIPT VARIABLE NAME REQUIRED?
1 260/280 ralio of biosample purity Measure for purity of biosampie using ratio of Sample260_280Ratio Recommended  UDE
absorbances at 260/280 NV
2 100%youd cad dataei2 Recommended  UDE
3 ratio of b I L] Measure for purity of biosample using ratio of Sample260_230Ratio Recommended CDE

absorbances at 260/230 nM

Additional Element Groups
Listed below are your additional element groups.

~ Tast(Appears Exactly 20 Times)

There are no data elements in this group

+ Change History




Published Form Structures

1. If you find a published form structure that is applicable to your study, you may use it as-is OR create a
draft copy to adjust it to your needs. When in doubt, please contact your Operations team prior to
creating a form structure.

2. Be SURE the Published Form Structure contains the appropriate Main Group
3. Ifnot, contact your Operations Team
4. Ifitis a STANDARDIZED form, then please follow the rules below for creating an addendum form

structure (Section 4.4.1).

4.4.1 Addendum Form Structures

Addendum form structures must be created if there are study-specific data elements you would like
to add to a standardized instrument in the BRICS data dictionary to hold these extra data elements.
Note: If the data elements you are adding affects the summary scores of the standardized form
structure you will have to make a new form structure

To Create and Addendum: Perform the following actions:
1. Login to the system.
2. Navigate to the Workspace landing page

3. Follow these naming conventions:
a. Title: Form Name and acronym followed by Appendix and FITBIR study number
b. Example: Patient Health Questionnaire 9 (PHQ9) Appendix for FITBIR
_Study0000217
c. Short Name: Form Name/Acronym you are building the appendix
for_Appdx_Number portion of FITBIR Study ID
d. Example: PHQ9_Appdx_0000217
4. Inaddition to adding the study-specific data elements, you MUST include the data elements
in the MAIN GROUP and the FORM ADMINISTRATION GROUP listed above.
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4.4.2 Data Elements

A Data Element (DE) is an information that describes a piece of data to be collected in a study. The
DE does not include the data themselves. Attributes of DEs often include:

o

X3

A5

R/
o

Name - The name of the Data Element. A short version of the name or a code may be used
in addition to the name.

Definition - An explanation of the nature, scope, or meaning of the DE.

Guidelines- Additional details about the DE beyond the definition. This may include
instructions to the patient on how to respond to a question, instructions on how to conduct
a laboratory test, etc.

Reference - Information describing the history or origin of a DE, as well as its scientific
validity. This can include references to journal articles, Vocabularies or Data Standards,
review process, validation, owner or creator, or other information.

Permissible Values - The set of possible values or responses. A Value Set often includes
concepts from established Vocabularies or Data Standards. For laboratory tests, a value set
may include a range of permissible values and indicate the required units. For a survey
question, the value set may be a list of possible responses.
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4.4.1 Search Data Elements
To Search Data Elements: Perform the following actions:
1. Login to the system.
2. Navigate to the Workspace landing page

ProFoRMS GuID Data Dictionary Data Repository Query Meta Study Account Management
Workspace

e Modules: Building Blocks for the Research Life Cycle

S 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 downloadabile tools that support data definition, data contribution, and data access throughout the research life cycle.
My Dashboard
‘Admin Dashboard
ProFoRMS GUID Data Dictionary Data Repository
e ‘
Query Meta Study Account
Management

3. Click the Data Dictionary module. The Search Form Structures page appears.

ProFoRMS cuID Data Dictionary Data Repesitory Query Meta Study Account Management
Workspace
L Modules: Building Blocks for the Research Life Cycle
P There are a variety of key software modules comprising this system. These modules suppart 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 dala definition, data contribution, and dala access throughout the research We cycle.
My Dashboard
Admin Dashboard

h

ProFoRMS GUID Data Dictionary Data Repository

E

Query Meta Study Account
Management
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4. Click the MenUon the left-side tool bar. The Data Dictionary Tool menu opens and
expands

ProFoRMS GUID n alz Query Meta Study ACC nagement

Search Form Structures
[ whote Word or Phrase

* Keyword search will be performed within the following form fields: Short Name, Title, Deseriplion, and Craatad By

Narrow your search Show 10 = eniries Showing 51to 60 of 77 entries
T Modified Date
@ Al MillvTest MillyTest Published 2017-03-20
Mine Mats1000repeted Nats1000repeted Published 2016-08-05
natss00 nats500 Published 2016-08-05
L MatsRepeatioq NatsRepeati00 Published 2016-08-05
@A TBI Symptoms and Sign NeuroAssmt_SymptomsSigns Published 2014-08-07
(RO 12 DeuroGol Positive Aflect and Well Seing Shor Form NeuroQoLF oS ANIVBaSF Publisnea 2017-02:01
NewObsenation NewODbsenation Published 2016-06-24
ML PCSISR PCSISR13 Fublished 2017-03-14
Clinical Assessment
= PDBF LBD Stroop Speeded Aftention Task LBO_stroop Published 20170315
omies PDBP Next Dataset PDBP_NGS_DataSet Published 20150714
s Showing 51 to 50 of 77 enfries First Previous 4 5 7 8 Net Last
Standardization
7] Standard NINDS CDE
7] Standard
Standard Modified
Appendix
Unique
Status
Oraft
Awalting Publication
[¥] Published
Archived
Shared Drat
Diseases

/| General (For all diseases)
Parkinson's Disease
[w] Traumatic Brain Injury

5. Select Search under Data Elements from the left-hand drop-down menu.

Data Dictionary Tool

Form Structures
Search
Create

Data Elements

Search

Create

Import
eForms

Search

Create

6. Using the search text-box, enter the search keyword to search. Keyword search will be
performed within the form fields using the Search Locations (Keywords, Definition,
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Permissible Values, External IDs, Variable Name, Created Date). You may also
narrow your search by selecting the check-box beside the criteria you wish to search
(Ownership, Status, Modified Date, Element Type, Form Types, Standardization, ,

Diseases, Population).

You may also click on the search results to open the Data Element.

Search Locations =

Narrow your search

Awvaiting Publication
[C] Publishea
[ Deprecated
Refired

odified Date

v
Common Data Element
Unigue Data Element

General (For all diseases)
[C] Parkinson's Disease
] Traumatic Brain Injury

Adult

[] Pediatiic
Adult and Pediatric
Preclinical

= Search Data Elements

Search Results

36-item Short Form Health Survey (SF-36) - healthy as anybody score

E 1 whote Wordor Phrase

Vanable Name

SFaGHIhyA

36-item Short Form Health Survey (SF-36) - interfered social activities SF

physical emolional problems score

36-item Short Form Health Survey (SF-36) - less accol
emotional problems ingicator

36-itam Short Form Health Survey (SF-36) - less

hyEmotScore

SF36LesAccompEmotProbind

physical

health indicator

36-item Short Form Health Survey (SF-36) - limited work acthities

physical health indicator

36-item Short Form Health Survey (SF-36) - now heath score

-item Short Form H v (SF-36) - timg

‘Showing 21 1o 30 of 13875 entries

SFIBL pPhy

SFIELmiWrkActPhyHIthind

SFI5NowHithScore
SFaGPaininterfiVrkScore
SF36SckEasierScore
8F36TimesCalmPcfulScore
SF36TimesDownScore

Modified Date

2014-12-05

2014-12-05

2014-12-05

2014-12-05

2014-12-05
20141205
2015-08-09
2015-12-08
2015-12-08
2015-12-08

5 RESULTS W

Published

Published

Published

Published

Published

Puslished
Published
Puslished
Published
Published
First Previous 1 2 3 4|5 Next Last
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7. Click the Search button to process your search results.

GUID

= Search Data Elements

Search Locations » 100 % you & Whole Word or Phrase

Narrow your search
RESETALL WNLOAD ALL 6001 RESULTS W

Show 10 ~ entries
Owmnership Variable Name Modified Date Status
@ Al o
R Processing..

Status
V] Draft

#waiting Publication
Published
Depracated
Retired

<

Modified Date

Element Type
Common Data Element

Unigue Data Element

Disease @
General (For all diseases)
Parkinson's Disease
Traumalic Brain Injury

Population
Adult

Pediatric
Adult and Pedialric
Freclinical

8. The search returns the Data Element relevant to the search criteria— 100% you &

= Search Data Elements

Wenu
Search Locations » 100 % you & E Whole Word or Phrase
Narrow your search .
Show 10 ~ entries DOWNLOAD ALL 1 RESULTS W
Ownership Title Variable Name Type Status.
@ Al
- datael2 UDE 2017-01-27 Published
ine
Showing 1ta 1 of 1 entries
Status
| Draft
Awaiting Publication
| Published
Deprecaled
Relired
Modified Date
Element Type
Common Data Element
Unigque Data Element
Disease (0
General (For all diseases)
Parkinson's Disease
Traumatic Brain injury
Population
Adult
Padiatric
Adult and Pediatric
Preclinical

9. Click on the search result to open the Data Element.
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= Search Data Elements

Menu

Search Locations » (100 % you & ‘Whole Word or Phrase

Narrow your search
RESET ALL

DOWNLOAD ALL 1 RESULTS

-

Ownership Variable Name Modified Date Status

@) Al
() Mine

2017-01-27 Published

datael2

100%vou &
Showing 110 10f 1 entries s evious 1 Ne Las

Status

[v] Drat

| Awaiting Publication
(] Published

|| Deprecated

[ Retired

Modified Date

Element Type
[] common Data Element

[7] Unique Data Element

pissase (®
[] General (For all diseases)

["] Parkinson's Disease
["] Traumatic Brain Injury

mors

Population

[T] Agun

] Pediatric

[] Acun ana Pediatric
[] Precinical




BRICS

10. The Data Element search opens — 100% you &.

Data Repository Query Meta Study Account Management

Search Dats Elements > 100 % you &

= Data Dictionary

Unique Data Element: 100 % you & N

Listed below are the details for the data element
' gan

- General Details
W pejete

Version: 10 Close
Element Type: Unique Data Element
Title: 10

Variable Name: daiael2

Short Description: o
Definition:
Hotes:
Creation Date: 2017-01-27
Created By: Popkhadze, George
Historical Notes:

References:

- Basic Aftributes

Data Type: Alphanumenc

Input Restrictions: Free-Form Ent

Maximum Character 44
Quantity:

External Schema Permissible Value Mapping
Population: Adult
Guidelines/nstructions:

Preferred Question Text

+ Documentation

+ Documentation
+ Categery Groups and Classifications.
+ Keywords and Labels

+ Specinic Details

+ Changs History

+ Linked Form Structures

Edit Data Elements

1. Search for Data Element

2. Select “Edit” form the Menu on the right

3. Edit the details for your data element. On the following pages, you may define the type of data
captured and associate keywords (Fields marked with a * are required.)

4. Associate keywords to the data element (promotes reuse and improves the ability to search for
data elements).

Delete Data Elements

1. Search for Data Element

2. Select “Delete” form the Menu on the right

3. C(lick on the “3. Permissions” chevron

4. C(lick the “remove” button

5. The user will no longer have Admin/Write/Read privileges to the form structure
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4.4.2 Create Data Elements

Data Elements created by the users in the data dictionary must have the "Unique Data Element"
type. Unique Data Elements (UDEs) (unlike Common data elements) belong to a dataset (e.g.
disease specific, form specific, media/modality specific, etc.) and cannot be used in any other
datasets. They are defined within a dataset to capture very specific data and do not have a life outside
of that dataset, or outside of a very specific form (eCRF). Single Data Elements can be created
through BRICS. For multiple Data Elements, to be created, the data element template must be used.

To Create Data Elements: Perform the following actions:
1. Login to the system.
2. Navigate to the Workspace landing page

ProFoRMS GuID Data Dictionary Data Repository Query Weta Study Account Management
Workspace
Modules: Building Blocks for the Research Life Cycle
Workspace 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 downloadabile 100ls that support data definition, data contribution, and dala access throughout the research life cycle.
My Dashboard
‘Admin Dashboard
o E
ProFoRMS GUID Data Dictionary Data Repository
e ‘
Query Meta Study Account
Management

3. Click the Data Dictionary module. The Search Form Structures page appears.

ProFoRMS GUID Data Dictionary Data Repository Query Meta Study Account Management
Workspace
e Modules: Building Blocks for the Research Life Cycle
P There are a variety of key software modules comprising this system. These modules support the vision of interconnectivity and collaboration among the research communibes, as well as, prowide a combnation of
b-based functicnality and that support data definition, data contribution, and data access throughout the research ife cycle
Wy Dashboard

Admin Dashboard

h

ProFoRMS GUID Data Dictionary Data Repository

E

Query Meta Study Account
Management
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ProFoRMS GUID n atz oy Query Meta Study Account Management

Search Form Structures

* Keyword search will be performed within the following form fields: Short Name, Title, Descriplion, and Crealed By.

Wnole Word or Phrase

Narrow your search Show 10 ~ eniries Showing 51 to 60 of 77 entries
Ownership e Short Name Modified Date
@ Al MillvTest TillyTest Published 2017-03-20
Mine Dats 1000repeted Nats 1000repeted Published 2015-08-05
naiss00 natss00 Published 2016-08-05
. MatsRepeatfo NatsRepeatio0 Fublished 2016-08-05
@ M TBI Symptoms and Sign NeuroAssmi_SymptomsSigns Published 2014-09-07
(oI 1 HleuroGol Positive Aflect and Well Seing Shori Form NeuroQoLPos AIWBaSF Published 2017-02.01
NewObsenation NewObsenation Published 2016-06-24
e PCSISR PCSISR13 Published 2017-03-14
Clinical Azsessmant -
= PDBP LBD Stroop Speeded Aftention Task LBD_Stroop Published 2017-03-15
omies PDBP Hext-Generation Sequencing Dataset PDBP_NGS_DataSet Published 2015-07-14
e Showing 51 to 80 of 77 enlries First Previous | 4 5 7 8 Net Last
Standardization

] Standard NINDS CDE
] Standard
Standard Modified
Appendix
unique

Status

Oraft

Awaiting Publication
[¥] Published

Archived

Shared Draft

Diseases
| General (For all diseases)
Parkinson's Disease
[¥] Traumatic Brain Injury

5. Seclect the Create under Data Elements from the left-hand drop-down menu. The Create
Form Structure General Details page appears.

Data Dictionary Tool

Form Structures
Search
Create
Data Elements
Search
[ Create | <m—

Import

6. Basic Information: Fill out the details below to create a data element. On the following
pages, you may define the type of data captured and associate keywords. Fields marked with
a * are required (Element Type, Tittle, Variable Name).
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ft Home  Workspace ProFol Data Repository Que Meta Study  Account

= Create Data Element

1. Basic Information 2 Documentation 3. Attributes 4. Keywords and Labels 5. Details 6. Review

=|
]
g

A data element is a logical unit of data, pertaining to information of one kind. A data element has a name, precise definition, and clear enumerated values (codes)  applicable. A data element is not necessarily the smallest undt of data; it can be a unique
combination of one or more smaller units. A data element occupies the space provided by field(s) on a paperielectronic case report form (CRF) or fieki(s) in a database record

Fill out the detais below to create a data element. On the following pages, you may define the type of data captured and associate keywords
Fields marked with a * are required
General Details

Element Type" : Unique Data Element

Documentation Test
Variable Name " : Test?

Short Description " : Testing Data

Definition:

Definition:

Historical Notes:

References:

-
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7. Click the Continue button.

ft Home  Workspace  ProFoRMS  GUID DataRepository ~ Query  Meta Stud Account Management

Create Data Element

Menu

lasic Information 2. Documentation 3. Attributes 4 Keywords and Labels 5. Details 6. Review
A data element is a logical unit of data, pertaining to information of one kind. A data element has a name, precise definition, and clear enumerated values (codes) i applicable A data element is not necessarily the smallest unt of data; it can be a unique
combination of one or more smaller units. A data element occupies the space provided by field(s) on a paperielectronic case report form (CRF) or fiekd(s) in a database record
Fill out the details below to create a data element. On the following pages, you may define the type of data captured and associate keywords
Fields marked with a * are required

General Details

Element Type" : Unique Data Element

Documentation Test
Variable Name * : Test?

Short Description " Testing Data

Definition:

Definition:

Motes:

Historical Notes:

References:

7. Add Documentation: Click the Add Documentation button.

ProFoRMS GUID pository Query Meta Study Account Manage!

= Add Documentations

1. Basic Information 3. Attributes 4. Keywords and Labels 5. Defalls 6 Review

ADD DOCUMENTATION ¥

Edit | Delete Search:

Name

No data available in table
Showing 0 to 0 of 0 entries.

CONTINUE |el=a]
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8. C(lick the Continue button.

DataRepository ~ Query  MetaStudy  Account Management

1. Basic Information

3. Aftributes 4. Keywords and Labels 5. Details 6. Review

ADD DOCUMENTATION W

Edit | Delete Search:

Dictionary Documentation fest

Showing 1to 1 of 1 entries First evious 1 Nexl 151

| covmue R
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9. Attributes: In this form, you will be describing the data that will be entered for this Data
Element. Fields marked with a * are required (Permissible Value, Population, Use the
diseases listed below to refine your search for domains and sub-domains, Data
Restrictions). Select a disease domain category.

ProFoRMS Query Meta Study

Account Management

Define the Data: Documentation Test

m Koo atess

—
Menu

1. Basic Information 2 Documentation 5 Details 6 Review

Fields marked with a * are required.

Describe the data that will be entered for this Data Elerment

Data Restrictions

I there a defined list of
permissible values? “:

No

‘What type of data will
stored? *:

Numeric Values

Permissible Value “ :

PERMISSIBLE VALUE | DESCRIPTION | OUTPUT CODE

100 Remove

Description of Value:

Output Code:

Can more than one value
selected? :

@ Yes No

Unit of Measure: Begin typing a unit of measure

Guidelines
Population* :  Preciinical

Collection Guidelines &
Instructions:

Preferred Question Text:

Category Groups and Classification
Use the diseases listed below to refine your search for domains and sub-domains

Disease/Classification: ~ Domain: * Sub-Domain: *

[FlParticipant/Subject History and Family History -
¥ Pamicipant’Subject Charactensics

Amyotrophic Lateral Sclerosis - Participant/Subject Characteristics

¥ Demographics

Congenital Muscular Dystrophy
Duchenne Muscular Dystrophy/Becker Muscular Dystrophy
Epilepsy
Friedreich's Ataxia
General (For all diseases)
T———

Supplemental
Huntinglon's Disease
Multiple Sclerasis
Myasthenia Gravis
Neuromuscular Diseases
Parkinson's Disease
Spinal Gord Injury
Spinal Muscular Alrophy
Stroke

Traumatic Brain Injury

Cancel

[ IDisease/injury Related Everts
Treatment/Intervention Data

[Classessments and Examinations
Outcomes and End Points

¥l Soeal Status
Participant/Subject History and Family History
¥ General Health History
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10. Keywords and Labels: In this form, you will be associating keywords to the data element.
This improved reuse and improves the ability to search for data elements.

In the “Filter Keywords” textbox, enter your keyword and click the Add Keyword button.

1 Home Workspace  ProFoRMS GUID jata Dictionan DataRepository  Query Meta Study  Account Management

E. Data Dictionary

1. Basic Information 2 Documentation 3. Attributes 4. Keywords and Labels 5. Details 6. Review

Associate Keywords: Documentation Test
Associating keywords to the data element promotes reuse and improves the ability to search for data elements.

Add Keywords

Filter szwms ADD KEYWORD

Sort By: (@ Name ) Frequency

Available Keywords Current Keywords

Test (0)

CONTINUE [eEilec]

11. Click the Continue button.

Workspace  ProFoRMS GuID Data Dictionan DataRepository  Query MetaStudy  Account Management

Data Dictionary

1. Basic Information 2 Documentation 3 Attributes 4. Keywords and Labels 5. Details 6 Review

Associate Keywords: Documentation Test
Associating keywords to the data element promotes reuse and improves the ability to search for data elements.

F

Add Keywords

Fitter Ka'ywcrds ADD KEYWORD

SortBy: @ MName () Frequency

Available Keywords Current Keywords
Test (0)

(==L T Cancel
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12. Details: In this form, you will be describing the details of the Data Elements. Fields marked
with a * are required (Submitting Organization Name, Steward Organization Name).
Click the Continue button.

 Home  Workspace ProFoRMS GUID Data Dictionan Data Repository  Query Meta Swdy  Account Management

"E Create Data Element

1. Basic Information 2. Documentation 3. Aftributes 4. Keywords and Labels m 6. Review

Fiekds marked with a * are required

Standard Details

Submitting Organization pHCIT
Hame" :

Submitting Contact Name:

Submitting Contact
Information:

Steward Organization Ci7
ame*

Steward Contact Name:

Steward Contact
Information:

Effective Date:

& @

Until Date:

See Also:

[T T (Cancel
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13. Review: Review your Unique Data Element details. Click the Save and Finish button.

anagement

= Data Dictionary

Menu

1. Basic Information 2. Documentation 3. Attributes 4. Keywords and Labels 6. Details m

Review
Unique Data Element: Documentation Test
- General Details

Version 1
Element Type: Linique Data Elermen
Title: Documentation T
Variable Name:
Short Description: Tesing Dat
Definition:
HNotes:
Creation Date: 2012
Created By: Do, Jo
Historical Notes:

References:

- Basic Attributes

Data Type: Humeric Valu

Input Restrictions: 1/

Pre-Defined Values

SSIBLE VALUE | DESCRIPTION | QUTPU

100
Population: Precinical
Guidelines/Instructions:

Preferred Question Text:

- Documentation
Search:

Name Type Description Date Uploaded
TBD.doex Dictionary Documentation TEST 2018-02-05

Showing 110 1 of 1 entries

- Category Groups and Classifications

Category Groups and

N DISEASE DOMAIN SUB-DOMAIN
Classifications:
Headache Participant/Subject Characteristics Social Status
Headache Participant/Subject History and Family History General Health History
Headache Participant/Subject Characteristics Demographics

Classification

Headache : Supplemental

- Keywords and Labels
Keywords: Tost entatior
Label(s):
- Specific Details

Effective Date:

Until Date:

Last Change Date:
See Also:

Submitting Organization |
Name:

Submitting Contact Nama:

Submitting Contact
Information:

Steward Organization
Name:

Steward Contact Name:

Steward Contast
Information:
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14. Data Element Confirmation: The data element will be created and a confirmation page
appears. The data element will be in a DRAFT state until you request for it to be published.
Publication of data elements are subject to administrative review and approval. You may

choose to publish a data element through two different methods:

1. Requesting publication from the data element screen itself, or
2. Published automatically when requesting the publication of a form
structure with the draft data element attached

ft Home  Workspace  ProFoRMS  GUID  DataDictionary  DataRepository ~ Query  MetaStudy  Account Management

= Data Element Confirmation
Menu
Your data element has been created. The data element will be in a DRAFT state until you request for # to be published Publication of data elements are subject to admanistrative review and approval

You may publsh a data element through two different methods

1. Requesting publication from the data element screen itself, or
2. Published automatically when requesting the publication of a form structure with the draft data element attached
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Import Data Elements

To import elements into the dictionary, use the Data Element Import Template. From Excel, you
may create one data element per row. When creating your Data Elements, you may upload them to
the BRICS dictionary by using the import function. All Data Elements must conform to the
guidelines in this document or they will not be accepted into the BRICS dictionary.

Before importing data elements into the BRICS dictionary, the import file MUST BE
CONVERTED from an XLS to a CSV file typel!

The template is an MS Excel file (XLS), but you need to convert it to an CSV file. The following
steps must be done before you can proceed with the Data Elements Import tool:

1. Remove all additional columns you added while working on adding the data elements to the
template. These include:
a. the column where you calculate the number of characters for the variable Name
attribute and

b. the column for the Permissible Value Counter macro.
2. Save the file in CSV format.
3. Run the Data Elements Import tool.

To Import Data Elements: Perform the following actions:
1. Login to the system.
2. Navigate to the Workspace landing page

ProFoRMS  GUID Data Dictionary  Data Repository Query Meta Study Account Management

Woarkspace
o Modules: Building Blocks for the Research Life Cycle
i s There are a variety of key software modules comprising this system_ These modules support the vision of interconnectivity and coltaboration 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.
My Dashboard
Admin Dashboard
Module Overview ] —
|
ProFoRMS GUID Data Dictionary Data Repository

®© O a

Query Meta Study Account
Management



http://en.wikipedia.org/wiki/Microsoft_Excel_file_format#File_formats
http://en.wikipedia.org/wiki/Comma-separated_values
http://en.wikipedia.org/wiki/Comma-separated_values
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3. Click the Data Dictionary module. The Search Form Structures page appears.

Account
Workspace
Modules: Building Blocks for the Research Life Cycle
Workspace There are a variety of key software modules comprising this system. These modules suppart the vision of intercannectivity 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 ife cycle
My Dashboard
Admin Dashboard
Module Overview
ProFoRMS GUID Data Dictionary Data Repository
e : .
Query Meta Study Account
Management
A
L]
L]
4. Click the MeNUon the left-side tool bar. The Data Dictionary Tool menu opens and
expands

Search Form Structures

* Keyword search will be performed within the following form fields: Short Name, Title, Descriplion, and Crealed By.

=] wnole word or Phrase

Narrow your search Show 10 ~ entries Showing 51 to 60 of 77 entries.
WHEWHD
@) Al MillyTest MillyTest 2017-03-20
Mine Nats1000repeted Nats 1000repeted Published 2018-08-05
nalss00 nats500 Published 2016-08-05
TR MatsRepeatfo NatsRepeat00 Published 2015-08-05
@ M TEI Symptoms and Sign NeuroAssmi_SymptomsSigns Published 2014-09-07
(s HeuroGal Positive Afledt and Well Being Shori Form NeuroQoLPosANlctWBaSF Published 2017-02:01
NewObservation NewDbservation Published 2016-06-24
Form Types PCSISR PCSISR13 Published 2017-03-14
[] Clinical Assessment )

o PDEP LED Stroop Speeded Aftention Task LBD_Stroop Published 2017-03-15
|4 PDEP Mext Dataset PDBP_NGS_DataSet Published 2015-07-14
[ imaging

Showing 5110 80 of 77 entries. First Previous |4 5 78 Ned Last
Standardization
[¥] Standard NINDS CDE
[¥] Standard
[7] standard Modified
[] Appendix
[7] unique
Status
] oratt
[ Aweaiting Publication
[¥] Published
[] Archived
[] Shared Draft
Diseases

(] General (For all diseases)
|| Parkinson's Disease
(W] Traumatic Brain Injury
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5. Select the Import Data Elements from the left-hand menu drop-down. The Import Data
Element details page appears.

Data Dictionary Tool

Form Structures
Search
Create

Data Elements
Search

Create

|| Impnrtlh ]

6. Click the Browse button to select a file to import data elements to this data structure. Only
Administrator can import both Common and Unique Data Elements into the data
dictionary.

Note: The selected file must be in CSV format. For reference purposes, you may download

the Import Template.

% Home Workspace ProFeRMS suiD ta an Data Repository Query Meta Study Aceount Management

= Data Dictionary

Import Data Elements
An administrator can import both common and unique data elements into the data dictionary. Please select a file to import data elements to this data structure. Note: The selected file must be in CSV format

For reference purposes, you may download the Import Template

F\Ie: No file selected
UPLOAD
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7. Click the Upload button. Ensure there are no duplicate Data Elements. Note: If a duplicate
exists, the Data Element will appear in RED.

Workspace  ProFoRMS  GUID Data Dictionan DataRepository ~ Query  MetaStudy  Account Management

= Data Dictionary

Import Data Elements
An administrator can import both comman and unique data elements into the data dictionary. Please select a file to import data elements to this data structure. Note: The selected file must be in GSV format

For reference purposes, you may download the Import Template
File: Mo file selected
urLoAD B ]

4.4.1 eForms

An electronic form (eForm) is a grouping/collection of various questions and related Common and
Unique Data Elements (CDEs and UDEs) used to gather information for a study. An electronic form
is analogous to a case report form (CRF) (electronic or paper) where data elements are linked together
for collection and display.

4.4.1 eForm Standardization (Standard vs. Non- Standard)
Below are the eForm Standardizations found in BRICS:
% Standard eforms are available for all eForm users
% Non-standard eForms will be available only to users with permissions for a study/protocol.

o
S

*

These users would have to be assigned permissions to the eForm under the eForm permissions

tab.

4.4.2 eForm Privilege

Below are the eForm Privileges found in BRICS:
% Only BRICS Account Administrators can assign eForm privileges to a user within the users
“Account Details” page.

2
%

Only administrators can remove eForm privileges from a user within the users “Account
Details” page

7
%

Individual users can request eForm privileges in the same manner currently used to request
Administrative privilege to Data Dictionary

O/
%

Users with the Data Dictionary eForm Privilege should have the ability to create, view, update
or delete eForms according to the permissions assigned to them for a given eForm.

4

** Users with the Data Dictionary Administrator Privilege should have the ability to create, view,
update or delete eForms.



¢ Users with Dictionary Privilege will be given the additional ability to view published eForms
within the Form Structures Details page.
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4.4.3 Search eForms
To Search eForms: Perform the following actions:
1. Login to the system.
2. Navigate to the Workspace landing page

ProFoRMS GuID Data Dictionary Data Repository Query Meta Study Account Management
Workspace

e Modules: Building Blocks for the Research Life Cycle

S 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 downloadabile tools that support data definition, data contribution, and data access throughout the research life cycle.
My Dashboard
‘Admin Dashboard
ProFoRMS GUID Data Dictionary Data Repository
e ‘
Query Meta Study Account
Management

3. Click the Data Dictionary module. The Search Form Structures page appears.

ProFoRMS cuID Data Dictionary Data Repesitory Query Meta Study Account Management
Workspace
L Modules: Building Blocks for the Research Life Cycle
P There are a variety of key software modules comprising this system. These modules suppart 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 dala definition, data contribution, and dala access throughout the research We cycle.
My Dashboard
Admin Dashboard

h

ProFoRMS GUID Data Dictionary Data Repository

E

Query Meta Study Account
Management
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4. Click the MenUop the left-side tool bar. The Data Dictionary Tool menu opens and
expands

1 Home Workspace ProfoRMS Data Dictionary Data Repository Query Meta Study Account Management

Search Form Structures
E [] wnote word or Phrase

* Keyword search will be performed within the following form fields: Short Name, Title, Deseription, and Created By.

Narrow your search Show 10 + entries Snhowing 5110 60 of 77 entnes
Ownership Short Name Modified Date
@ Al MillTest MillyTest Published 2017-03-20
Mine Nats1000repeted Nats1000repetea Publishea 2016-08-05
nats500 natss00 Published 2016-08-05
FrTER MatsRepeatg00 NalsRepeal500 Published 2015-08-05
@ A Meurological Assessment TBI and Signs MeuroAssmt_SymplomsSigns Published 2014-08-07
(s HNeuroQol Posilive Aflact and Well Being Shod Form NeuroQoL Pos ANCIWBaSF Published 2017-02-01
NewObservation MNewObservation Published 2016-06-24
= PCSISR PCSISR13 Published 2017-03-14
Clinical Assessment
POBP ded Attention Task LBD_Stroop Published 2017-03-15
amies PDBP Next-Generation Sequencing Dataset PDBP_NGS_DataSet Published 2015-07-14
Imaging S —— First | Previous 4 5 7 8| MNed Last

Standardization
|| Standard NINDS CDE
| Standard
Standard Modgined
[7] Appendix
Unique

Status
Draft
#Awaiting Publication
] Published
Archived
Shared Draft

Discases
| General (For all diseases)
[[] Parkinson's Disease
| Traumatic Brain Injury

5. Select the Search eForms from the left-hand menu drop-down. The Search eForms page
appears.

Data Dictionary Tool

Form Structures
Search
Create

Data Elements
Search
Create
Import

eForms

(CSearch> < |

Create

6. Using the search text-box, enter the search keyword to search. Note: Instead of starting
from scratch you may find eForms available in the list of eForm entries.
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% Home Workspace ProFoRMS

2

Search eForms

eForm Title

Data Repository Query

Short Name

eta Study

eForm Status

count Management

Modified Date

Form Structure Titie

BRICS NINR Demographics

BRICS NINR Diagnosis

BRICS NINR PROMIS Anxiety 63

BRICS NINR PROMIS Depression Short Form 6a

BRICS NINR PROMIS Fatigue Short Form 6a

BRICS NINR PROMIS Global Health Short Form

BRICS NINR PROMIS Parent Proxy Fatigue 10a

BRICS NINR PROMIS Parent Proxy Global Health 7a

BRICS NINR PROMIS Pediatric Fatigue 10a

BRICS NINR PROMIS Pediatric Global Health 7a

BRICS NINR PROMIS SF v1.0 - Applied Cog General Concems 6a
BRICS NINR PROMIS SF v.1.0- Pain Intensity 3a

BRICS NINR PROMIS SF v1.0-Sleep Disturbance 63

BRICS NINR PROMIS SF v1.0-Sleep Disturbance 6a

BRICS NINR Self-Efficacy for Managing Chronic Disease 6-tem Scale

Showing 46 to 60 of 498 entries

NINRBRICSDemographics
NINRBRICSDiagnos:s
NINRBRICSSymAniety
NINRBRICSSymAffDepression
NINRBRICSSymFatigue
NINRBRICSSMGlobalHealth
NINRBRICSSymPrmiF atigue
NINRBRICSSymPmtGibiHith
NINRBRICSSymPedFatigue
NINRBRICSSymPedGibiHith7a
NINRBRICSSymCognitive
NINRBRICSSymPain
NINRBRICSSymSleepDist!
NINRBRICSSymSleepDist
NINRBRICSSEMCDSGIS

Published
Draft
Draft
Published
Published
Draft
Draft
Draft
Published
Draft
Published
Draft
Published
Published
Published

2017-02-23
2017-02-28
2017-03-08
2017-03-06
2017-03-06
2017-03-06
2017-03-07
2017-03-07
2017-03-07
2017-03-07
2017-03-06
2017-02-23
2017-03-14
2017-02-23
2017-03-06

BRICS NINR Demographics

BRICS NINR Diagnosis

BRICS NINR PROMIS Anxiety 6a

BRICS NINR PROMIS Depression Short Form 6a

BRICS NINR PROMIS Fatigue Short Form 6a

BRICS NINR PROMIS Global Health Short Form

BRICS NINR PROMIS Parent Proxy Fatigue 10a

BRICS NINR PROMIS Parent Proxy Global Health 7a

BRICS NINR PROMIS Pediatric Fatigue 10a

BRICS NINR PROMIS Pediatnic Global Health 7a

BRICS NINR PROMIS SF v1.0 - Applied Cog General Concems 6a
BRICS NINR PROMIS SF v.1.0- Pain Intensity 3a

BRICS NINR PROMIS SF v1.0-Sleep Disturbance 6a

BRICS NINR PROMIS SF v1.0-Sleep Disturbance 6a

BRICS NINR Self-Efficacy for Managing Chronic Disease 6-tem Scale

First Previous 2 3 5 6 Next Last

7. Click on the desired eForm entry to open the eForm..

1 Home Workspace ProFoRMS GUID

len

Search eForms

eForm Title
GERICS NINR Demographics
BRICS NINR Diagnosis
BRICS NINR PROMIS Anety 63
BRICS NINR PROMIS Depression Short Form 6a
BRICS NINR PROMIS Fatigue Short Form 6a
BRICS NINR PROMIS Global Health Short Form
BRICS NINR PROMIS Parent Proxy Fatigue 10a
BRICS NINR PROMIS Parent Proxy Global Health 73
BRICS NINR PROMIS Pediatric Fatigue 10a
BRICS NINR PROMIS Pediatric Global Health 73
BRICS NINR PROMIS SF v1.0 - Applied Cog General Concems 8a
BRICS NINR PROMIS SF v.1.0- Pain Intensty 3a
BRICS NINR PROMIS SF v1 0-Sleep Disturbance 6a
BRICS NINR PROMIS SF v1.0-Sleep Disturbance 6a
BRICS NINR Seif-Efficacy for Managing Chronic Disease 6-tem Scale

Showing 46 to 60 of 498 entries.

DataRepository  Query

Short Name
NINRBRICSDemographics
NINRBRICSDiagnosis
NINRBRICSSymAnxiety
NINRBRICSSymAfDepression
NINRBRICSSymFatigue
NINRBRICSSMGiobalHealth
NINRBRICSSymPmtF atigue
NINRBRICSSymPmtGiblHith
NINRBRICSSymPedFatigue
NINRBRICSSymPedGioiHih7a
NINRBRICSSymCognitive
NINRBRICSSymPain
NINRBRICSSymSieepDist!
NINRBRICSSymSleepDist
NINRBRICSSEMCD6IS

Meta Stud:

eForm Status

Draft
Pubkshed
Published
Draft
Draft
Draft
Published
Draft
Published
Draft
Published
Published
Published

Account Management

Modified Date

2017-02-23
2017-02-28
2017-03-06
2017-03-06
2017-03-06
2017-03-06
2017-03-07
2017-03-07
2017-03-07
2017-03-07
2017-03-06
2017-02-23
2017-03-14
2017-02-23
2017-03-06

Form Structure Title
BRICS NINR Demographics
BRICS NINR Diagnosis
BRICS NINR PROMIS Anxiety 63
BRICS NINR PROMIS Depression Short Form 6a
BRICS NINR PROMIS Fatigue Short Form 6a
BRICS NINR PROMIS Global Health Short Form
BRICS NINR PROMIS Parent Proxy Fatigue 10a
BRICS NINR PROMIS Parent Proxy Global Health 7a
BRICS NINR PROMIS Pediatric Fatigue 10a
BRICS NINR PROMIS Pediatric Global Health 7a
BRICS NINR PROMIS SF v1.0 - Applied Cog General Concerns 6a
BRICS NINR PROMIS SF v.1.0- Pain Intensity 3a
BRICS NINR PROMIS SF v1 0-Sleep Disturbance 6a
BRICS NINR PROMIS SF v1.0-Sleep Disturbance 6a
BRICS NINR Self-Efficacy for Managing Chronic Disease 6-tem Scale

Fist Previous 2 3 5 6 Next Last
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4.4.4 Create eForms
To Create eForms: Perform the following actions:
1. Login to the system.
2. Navigate to the Workspace landing page

ProFoRMS GuID Data Dictionary Data Repository Query Meta Study Account Management
Workspace

e Modules: Building Blocks for the Research Life Cycle

S 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 downloadabile tools that support data definition, data contribution, and data access throughout the research life cycle.
My Dashboard
‘Admin Dashboard
ProFoRMS GUID Data Dictionary Data Repository
e ‘
Query Meta Study Account
Management

3. Click the Data Dictionary module. The Search Form Structures page appears.

ProFoRMS cuID Data Dictionary Data Repesitory Query Meta Study Account Management
Workspace
L Modules: Building Blocks for the Research Life Cycle
P There are a variety of key software modules comprising this system. These modules suppart 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 dala definition, data contribution, and dala access throughout the research We cycle.
My Dashboard
Admin Dashboard

h

ProFoRMS GUID Data Dictionary Data Repository

E

Query Meta Study Account
Management
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4. Click the MenUop the left-side tool bar. The Data Dictionary Tool menu opens and
expands.

Search Form Structures

* Keyword search will be performed within the following form fields: Short Name, Title, Deseription, and Created By.

| whole Word or Phrase

Narrow your search Show 10 + entries Snhowing 5110 60 of 77 entnes
P Titte — J——
Al MillTest MillyTest Published 2017-03-20
wine Nats1000r Nats1000repetea Publishea 2016-08-05
nats500 natss00 Published 2016-08-05
FrTER MatsRepeatg00 NalsRepeal500 Published 2015-08-05
@ A Meurological Assessment TBI and Signs MeuroAssmt_SymplomsSigns Published 2014-08-07
(s HNeuroQol Posilive Aflact and Well Being Shod Form NeuroQoL Pos ANCIWBaSF Published 2017-02-01
NewObservation MNewObservation Published 2016-06-24
= PCSISR PCSISR13 Published 2017-03-14
Clinical Assessment
POBP ded Attention Task LBD_Stroop Published 2017-03-15
amies PDBP Next-Generation Sequencing Dataset PDBP_NGS_DataSet Published 2015-07-14
Imaging S —— First | Previous 4 5 7 8| MNed Last
Standardization
[¥/] Standard NINDS CDE
V] Standara
standara Moainea
Appendix
Unique
Status
oratt

#Awaiting Publication
] Published

Archived

Shared Draft

Discases
| General (For all diseases)
Parkinson's Disease
| Traumatic Brain Injury

5. Select Create under eForms from the left-hand drop-down menu. The Forms Structure
page appears.

Data Dictionary Tool

Form Structures
Search
Create

Data Elements
Search
Create
Import

eForms

| search |

CCreate <fmmmn
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6. Click on the No Form Structure Linked (Click here to link).

M 7] = T ‘
EFomOenis  AsoStdon  agapsBiment  asiTer  Eilsos  caeel

e Form Sheusars Linindt Oont

sForm|

VFarm Basics Advanced SeHlings sForm Formatting | Section Formatting Permissions

Form Structure - oForm Status : Drah

eForm Hame
eForm Shor Hame *

eForm Description

m —

7. Select a Form Structure for this form by selecting the check-box beside the Short Name.

Form Structure

Please select a form structure for this form

Search:

Versioning_Data_Test 1.0 Versioning_Data_Test
s Exam_EE 1.1 Testing creating a form. Added text
UAT_Microaray 0T mﬂ;;zeeliocumems that includes overall QC reports(samples, markers, genotypes, sequences,etc), analysis results, subject
- UAT_ADHD 1.0 The ASRS Is a self-report scale for adults to help in evaluating adults with attention deficit hyperactivity disorder.
- BiosampleCatalogVz2 10 Catalog Qf ordergble PDBP biosamples available from the NINDS biorepository. ysgrs with access to t.nis catalog can add samples
1o their Biomaterials Queue and create orders which can be approved for submission to the biorepository.
C) Test_Biosample_Form 1.0 Test Biosample Form
F Admin_Test_Demo 1.0 Admin_Test_Demo
test235 1.0 test235
BiosampleCatalogV3 10 Test Catalog for new changes.
eepromCatalog 1.0 Test Catalog for new changes
F DemogrFITBIR 10 Demographics standard form created by FITBIR Ops
P PDBPStroop 10 Stroop Speeded Attention Tasks: 1) Word Task, 2) Color Task, 3) Color-Word Task
PROMIS - Sleep Disturbance. This form should be used for any version of the PROMIS forms that are derived from this bank of
NINRBRICSSymSieepDist 10 questions including (but not limited to) the Sleep Disturbance v1.0 ltem Bank Computer Adaptive Test (CAT) and Short Form (SF)
8b.
PROMIS - Emotional Distress - Depression. This form should be used for any version of the PROMIS forms that are derived from
NINRBRICSSymAfDepression 1.0 this bank of questions, including (but not limited to) the Emotional Distress - Depression v1.0 item Bank Computer Adaptive Test
(CAT) and Short Form (SF) 8a
AnimalAssessmenisOuicomes 1.1 Animal Assessments and Ouicomes as part of Dr Smith study
Showing 1 to 15 of 288 entries (1 Row Selected) t Previous 2 3 4 5..20 Next Last L

LECT CANCEL
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8. Click the Select button.

Form Structure

Please select a form structure for this form

Search:

- Short Name Version Description

Versioning_Data_Test 1.0 Versioning_Data_Test

Exam_EE 1.1 Testing creating a form. Added text

UAT_Microarray 10 :ﬁ;;:a\l-e;:fcumenls that includes overall QC reports(samples, markers, genotypes, sequences.etc), analysis results, subject

UAT_ADHD 1.0 The ASRS Is a self-report scale for adults to help in evaluating adults with attention deficit hyperactivity disorder.

BiosampleCatalogV2 10 Catalog of orderable PDBP biosamples available fn:n'n the NINDS biorepository. ysgrs with access to this catalog can add samples
1o their Biomaierials Queue and creaie orders which can be approved for submission to the biorepository.

) Test_Biosample_Form 10 Test Biosample Form

Admin_Test_Demo 10 Admin_Test_Demo

test235 1.0 test235

BiosampleCatalogva 10 Test Catalog for new changes

eepromCalalog 10 Test Catalog for new changes

DemogrFITBIR 1.0 Demographics standard form created by FITBIR Ops

PDBPStroop 10 Stroop Speeded Attention Tasks: 1) Word Task, 2) Color Task, 3) Color-Word Task
PROMIS - Sleep Disturbance. This form should be used for any version of the PROMIS forms that are derived from this bank of

NINRBRICSSymSleepDist 10 questions including (but not limited fo) the Sieep Disturbance v1.0 ltem Bank Computer Adaptive Test (CAT) and Short Form (SF)

8b.

PROMIS - Emotional Distress - Depression. This form should be used for any version of the PROMIS forms that are derived from
NINRBRICSSymAfiDepression 10 this bank of questions, including (but not limited to) the Emotional Distress - Depression v1.0 ltem Bank Computer Adaptive Test
(CAT) and Short Form (SF) 8a

AnimalAssessmentsOutcomes 11 Animal Assessments and Outcomes as part of Dr Smith study

Showing 1 to 15 of 288 entries (1 Row Selected) First Previous 1 2 3 4 5 .. 20 Next Last

9. Seclect the Advanced Settings tab.

Test Biosample Form & Eil =] T 7
EstFomDetals  AdSsden  MdeDaaBement  AgiTed EdiLayout Carncel
Tesl_Bicsampie_Fose: Ceat
efom |
Fom Basics| | eFcem Formalting | Section Formatting Permissions
Form Structure Test_Biosample_Form oForm Stats : Dealt
aForm Name * Test Binsampis Form
Form Short Hame * Test_Binsample_Fom
sFomm Description Test Biosample Form
SAVE AND CONTINUE
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Test Biosample Form

10. Select the check-box to allow Multiple Instances.

eform |

{Form Basics | Advanced Seftings  eForm Formatting Section Formatting | Permissions

Allow Multiple Instances O

H LS.

EdtFomDetals  Add Section

T
sdopats Biemen a0 Te

7
Edit Layout cancel

swemocomwe | coce |

11. Select the eFormatting tab

Test Biosample Form

Test_Biosampie_Form: Drak

eform |

+Form Basics | Advanced Setings

ection Formatting Permissions

eForm Header

eForm Name Font

Element Padding 2

eFarm Footer

eForm Name Font Size

H

- I
E -
EdFormDetails  AddSarion  AddDolaBlememt  AddTed

Edil Layout Cancel

Borders Around Entire eForm

eForm Name Color

Black

save o conmue | cance. |
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12. Select the Permissions tab.

Test Biosample Form sym il - T
EotrormDsisss  Adosedion  AsaDaiBement  scoTes  Eotlan

g
i

Teit_Bicaarieta_Faem: Dran

Soltings | oF orm Formaiting S

Inowvicual acosss o the meta sty is

ted Delow Select e Indbiduals can be remaved from g permEssion Group hers.

Rad . ANOWS LSBT 10 Mg IS meta Shiy
VIS - Allows US £ 10 VW ES MALa S1Uay, 81 STy 04%alls, MANAgE COCUMeNtaion, Manags dats, and SPace HEywards and 1anss.
Admin | Owmer - Allaws user 1ol ew Ihis meta stud, g% meta shudy delails. manage documention, manage cata, specly keywords and labels, and orant permissions. There can only be one Owner

v, 0 w]  GRANT PERMISSION

Owner 'T| remove

SAVE AND CONTBIUE CANCEL

13. Select the Individual access to grant permission from the drop-down menu.The
permissions include: Read, Write, or Admin. The default permission is read. Also,
individuals can be removed from the permission group here.

1 - I |
Test Biosampla Form g 4 - ] . T @
EdiFomDsls  AddSedion  AsdCala lement  Acd Tar EatLayout cancal

s include read, wrae, or admin. The default BermEssion (£ read. Also, IGVUalE 3N be FEMEVRC oM e DRrMIESHan Jraup hers

rds and tabels, and grant permissions. Triers can only be ome Ownar

v || srant pERMIsSION

sm[ AND CONTINUE -:nwu.




BRICS

Things to Note:
ICON KEY =7 Read - Allows user to view this meta study.
rite - Allows user to view this meta study, edit study details, manage documentation, manage data,
7 Write - Al iew thi dy, edit study detail d [ d
Ed Notes and specify keywords and labels.
= Important =7 Admin /Owner - Allows user to view this meta study, edit meta study details, manage documentation,
_— manage data, specify keywords and labels, and grant permissions. There can only be one Owner.
Information

14. Click the Grant Permissions button.

Test Biosample Form

Ten_Baamoi_Foem: ot

il Ei =
tFomDstals  Acoséan  adDats Eisment

. 5
view thes meta study edil meta study details, manage do

[

Operiena, Richard

T
Ao Text

EmtLayout

cancel

SAVE AND CONTINUE CAMCEL
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15. Click the Save and Continue button to create your form and retrieve the Form Structure
details.

Test Biosample Form g Ed - % T 7]
EdRFormDetals  AddSecion  AddDaka Element Agd Test: Edil Layout ‘Cancel
Tes_Bicaaryie_Ferm: Do

eform |

Fom Basics Adwnced Setlmgs eFom Formalting Section Formalting Permissions

from e arop o The permissicas indude read, wile, o admn, The Getaul parrission i 1eac. AlSG, indivduals can be removed Fom Ihe peemission group here.

sty setails, manage data, ane andlabels
uchy, et meta study dails manage data andlabels, and grant permis sions. There can only be one Bwnec

V.0 [=] orant permmssion

Onyeneho, Richard Owner E remmve

‘SAVE AND COMTINUE -:m:u




4.5 EXPLANATION OF COMMON TERMS

4.5.1 Data Elements

A data element - as defined in BRICS - is a logical piece of information or a unit of data recounting
to information of one kind. It is a basic unit of information built on standard structures having a
unique meaning and distinct units or values.

A data element can occupy the space provided by field(s) on a papet/electronic case report form
(CRF or eCRF) as well as field(s) in a database record.

The Data Dictionary contains all data elements - common and unique - used in the system.
Each data element can be defined using the following basic parameters:

*
°e

Name or variable name

Tittle

Definition

The type of data captured

Clear enumerated values (codes or permissible values) if applicable.

X3

S

e

%

*
°e

X3

S

Please note that the whole set of parameters used to define data elements depends on many factors
including the purpose of research, data to capture, and many others. The basic set of parameters
mentioned above is only a basic set.

The International Organization for Standardization/International Electrotechnical Commission
(ISO/IEC 11179 technical standard) defines a data element as "a wnit of data for which the definition,
identification, representation, and permissible values are specified throngh a set of attributes."" Such attributes
include (but not limited to):

# The element's internal name,

% The element's data type,

The element's title/caption presented to users,

The element's detailed description,

A basic validation information such as range checks, and information needed to fully define
the data element.

A data element is not necessarily the smallest unit of data. Yet, it can be a unique combination of
two or more smaller units.

For example, the data element “Date of Birth”, if recorded as dd.mm.yyyy, contains three smaller units
of information:

L)

O o% 7
L XS X X4

% 'The day of birth,
The month of birth,
And the year of birth.

*

o
S

o
*

*

However, for the data capturing purpose it was defined as a combination of these three information
units.


http://metadata-standards.org/11179/

THIS PAGE HAS BEEN LEFT INTENTIONALLY BLANK
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