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CHAPTER 3 - PROFORMS

he Protocol and Form Research Management System (ProFoRMS) module provides the

tools for protocol management, data capture, and is a clinical trial/research module. ProFoRMS

is a web-based data collection/research application organized by modules, with a user-friendly

interface designed to help researchers to manage individual studies, subjects, eCRFs (electronic

Case Report Forms), data collection, define electronic case teport forms, schedule, and collect

clinical data, and then export, analyze, and report on the data. This module is based on NICHD’s
Clinical Trail Database (CTDB).

WARNING!
Things to Note:

ICON KEY = Before a protocol can be created, please make sure that the following has been
Ed Notes completed:

=7 A study has been created and approved in the Data Repository;

=7 e-Form(s) has been published in the Data Dictionary; and

Information =7 Proper permissions are granted to the e-Forms (if the eform is not standardized)
for users who are collecting data against the form.

=7 Important

3.1 OBJECTIVE

This chapter provides information for users on how to:

X Manage Protocol

% Manage Subjects

% Collect Data

2

%* Reports and Data Query

3.2 SYSTEM FUNCTIONS

The main function of ProFoRMS is to provide the tools that help to optimize the clinical study process
including the basic functions of managing protocols, subjects as well as data access and acount management.
Early deployment of ProFoRMS in the study start-up activities, such as site identification, initiation of
subject visits, and collection of all the necessary regulatory documents, can save researchers' time and
improve the overall process.

As a web-based database application, BRICS provides real-time tools that support:

% Data Contribution

Report and Query Data

% Collect Data

Once a study is running, ProFoRMS can assist users to keep track of subject visits, data collection and of
all the relevant forms and regulatory documents. This provides a strong snapshot of progress in terms of
study progress and site activation. The ability to track this information ensures that any potential delays can
be identified quickly and addressed.

K/
LX)

e
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3.3 PROFORMS ROLES AND PRIVILEGES

The table below describes the specific roles with associated privileges to ProFoRMS module.

Role/Access ‘ Privilege

Same as PI, except cannot add/initiate a
Associate Investigator study

View studies, visit types, forms, questions,
Clinical Research Associate create and manage queries

View studies, visit types, forms, add/edit
schedule visits, data collection and form
Clinical Coordinator reassignments

View studies, visit types, forms, data entry
and oversight, add/edit schedule visits and

Data Entry data collections

PDBP DMR Operations team members have
PDBP DMR Administrator full access to all ProFoRMS privileges
PDBP Limited User View-only rights

Create, design, and administer forms for
Principal Investigator prospective collection

View studies, create forms, create visit types,
Research Associate schedule visits, and collect data
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3.4 UsING PROFORMS
The ProFoRMS module (including sub-modules) are available within the BRICS Workspace.

ICON KEY Things to Note:
Ed Notes =7 The best user experience with navigating through the ProFoRMS module is with the
latest Chrome or Firefox browser
7 Important ) ] . . ) ) .
E— "= Java Runtime Environment (JRE) version 8 or higher is required. Check your version of
Information Java.

To access the Prol'oRMS module: Perform the following actions:

1. Login and navigate to the Workspace screen where all modules you have access to are displayed
2. Click on the ProFoRMS module to enter ProFoRMS

1% Home .‘- c ProFoRMS Subject Management Data Dictionary Data Repository Query Meta 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 downloadabie tools that support data definition, data contribution, and data access throughout the research life cycle.

Admin Dashboard

0 0 0

‘.'I

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

Things to Note:
ICON KEY "= A Protocol must be created first before users can navigate to My Subjects and start adding
subjects or managing and/or editing subjects. Refer to section 3.5.2 of this document
L Notes instruction on creating a protocol.
=7 Important
Information
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3.5 CREATE A PROTOCOL

To create a Protocol: perform the following actions:
1. Navigate to the ProFoRMS module
2. Click the Create Protocol button

t Management

Meta Study Account Management

ProFoRMS

Dashboard

is a Web-b:

d databaze designad to help manage data collection
With ProFoRMS, you can: Manage Protocols, Manage Subjects, Collect Data, and view Report and Query.
To start, please select from the buttons below to either create a new protocol or select from existing protocols

ProFoRMS Home

Select A Protocol

Select a Protocol

Select a protocol fo perform an action or create a new protocol.

No Protocol Selected (All Protocols)

Search: »

PROTOCOL NAME 4 sTuDYTYPE 4
Natural
O ssses Protocol 88 o
s O FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-6 fatty acids for post-iraumatic headache (Nutsition for PTH) Epidemiology

Site Administration O FBR00 FITBIR Gensric PROD Study Other

_ Natural

O  MASTER FITBIR 1 Master Filbir i
0 NIH FHIR DEMO NUMBER NIH FHIR Damo Pratacol Name Other

3. Select a study from the Data Repository Study table that the protocol is associated with

(doing this will automatically populate the Principal Investigator(s) and Study Type field
information)

Subject Management tionary  DataRepository ~ Query  MetaSiudy  Account Management
Dashboard No Protocol Selected (All Protocols) v
ProFoRMS
Please enter the information fo for the protocol.
ProFoRMS H
i i (-] Data Repository Study
_ Please seiect 3 data reposiory study
sTuoy sTuDY D sty
Manage Protocol
FITBIR-
= @  Auto Repo Study Feb 03 102625 < e apoazs FMameMLName  Rea
[Protocot information |
Auto Repo Study Feb 04 10.06:02 FTBIR. . FHameMLName  Read
STUDY0000426
[enmmmeee ] O Auto Repo Study Feb 04 11.04.49 R Nooooszy FNameMLName  Read
EORRR) | O AvoRero Sty Fen0c 112241 e oo00s2s FlameMLNome  Resd
_ Auto Repo Study Feb 08 12.08.34 FITBR- FHameMLName  Read
STUDY0000429
E—— TBIR-
O Auto Repo Study Feb 11 104238 ;'Tj‘o‘tmm, FNameMLName  Read
Reports.
Auto Repo Study Jan 29 11:23:53 FITBR- FHameMLName  Read
STUDY0000419
Site Administration
QO Auto Repo Study Jan 29 11:39:59 FBIR. FlameMLMName  Read
STUDY0000420
Showing 110 8 of 6 entries (flered from 154 fotal entries) (1 row selected of 154) First Previous [ 1| Next Last
[-] Protocol Details
Enler the protocol information and click on “Save" to save the protocol
* This symool indicates a required field.
Protocol Hame™
Protocol Number”™
Principal Investigator(s)” F Name M L Name
Study Type”  Natural History
Subject Label” ) Subject GUID ) Subject ID
Use E Regulatory Binder  ® o O Yes
Use E Regulatory Binder Defsult Structure  ® o () Yes
Enable E-Signature ' No @ ves.

4. Complete all of the required fields (fields marked with a red asterisk (*))
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a. Subject Label field:
i. Depending on which selection you make, you will see this subject identifier
displayed as the primary subject identifier in the Collect Data tables
5. Select the Protocol Site(s) that will be using this protocol to collect data in, then click Save.
The new protocol will appear in the Select a Protocol list.

[-] Protocol Sites

Select sites to be associated with this protocol

Search: v

B SITE NAME cIry § STATE $
(O  Brooke Army Medical Center (Primary) San Antonio Texas
C] UT Health Science Center at San Antonio San Antonio Texas

" 20f 2 (0 row 2
Showing 1 to 2 of 2 entries (0 row selected of 2) First Previous | 1| Next Last
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3.5.1 Selecting a Protocol

Viewing and selecting a protocol can be done in ProFoRMS via two ways:
< Using the Dashboard drop-down list; and
% Using the Select a Protocol table

Using the Dashboard drop-down list:

To select a protocol in ProFoRMS using the drop-down list, perform the following actions:

1. Navigate to the ProFoRMS module

2. Select a protocol by using the drop-down menu located in the top right-hand area of the

module. The list of available protocols appears.

a. Note: Admins have access to all protocols. If you are not an admin and do not see
any protocols displayed in the Dashboard drop-down, reach out to your instance

admin for assistance so they can grant you access

ft Home  Workspace Subject Management  Data Dictionary ~ Data Repository ~ Query  Meta Study  Account Management

ProFoRMS Dashboard

ProFoRMS is a Web-based database application designed to help manage data collection

Select a Protocol
Select a protocol to perform an action or create a new protocol.

Create Protocol

B PROTOCOL NUMBER PROTOCOL NAME
O ssses Protocol 89
O FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-6 fatty acids for post-traumatic headache (Nutrition for PTH)
O FTBIR001 FITBIR Generic PROD Study
Site Administration
O MASTERFITBIR 1 Master Fitbir

No Protocol Selected (All Protocols)

TBISTUDY.

ProFORMS Home With ProFoRMS, you can: Manage Protocols, Manage Subjects, Collect Data, and view Report and Query. ﬁ
To start, please select from the buttons below to either create a new protocol or select from existing protocols. SPORT CONCUSSION ASSESSMENT

PEDS BMMNC'S FOR TBI
TBN23

FITBIR-STUDY0000359
PROFORMS_PROTOCOL_JAN 29 11:23
PROFORMS_PROTOCOL_JAN 29 11:39
MASTER FITBIR 1

§ NIH FHIR DEMO NUMBER
PROFORMS_PROTOCOL_FEB 08 12:08
PROFORMS_PROTOCOL_FEB 11 10:42
FITBIR001
88888

3. Click on the desired protocol. The system will load the selected protocol data including the

list of subject visits.

Using the Select a Protocol table:

To select a protocol in ProFoRMS using the Select a Protocol table, perform the following actions:

1. Navigate to the ProFoRMS module

2. Click of the desired protocol in the Select a Protocol table. The system will load the selected

protocol data including the list of subject visits

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

Dashboard No Protocol Selected (All Protocols)
ProFoRMS is a Web-based database application designed to help manage data collection.
With ProFoRMS, you can: Manage Protocols, Manage Subjects, Collect Data, and view Report and Query.
To starl, please select from the buttons below to either creale a new protocol or select from existing protocols.
Selecta Protocol
Select a protocol to perform an action of create a new protocol
ViewAudit || Delete | Create Protocol Search: v
B PROTOCOL NUMBER PROTOCOL NAME $ STUDY TYPE §
Hatural
O sssss Protocol 89 iistory
O FITBIR-STUDY0000358 Targeted Alteration in omega-3 and omega-6 fatty acids for post-traumatic headache (Nutrition for PTH) Epidemiology
& FITBIROOY FITBIR Generic PROD Study Other
Site A
Natural
D MASTER FITBIR 1 Master Fitbir History
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3.6 MANAGE SUBJECTS

This section of ProFoRMS is designed to help you view the subjects in your protocol, add subjects
to your protocol and schedule subject visits. The sub-sections available in the Manage Subjects
menu are as follows: (may want to refer back to 3.5 My Subjects section for description)

% My Subjects
% Add Subject
¢ Schedule Visit

3.6.1 My Subjects

The My Subijects page lists all subjects currently enrolled into the protocol. The user can sort the
list of subjects by GUID, Subject ID, Status, Validation, and Protocol. The table also includes a
simple search function.

The table menu options allow the user to:
¢ View and edit subject’s information;
¢ View and upload subject related documents;
% View forms completed for a selected subject;
¢ View the audit information;
#* Schedule a visit;
% Delete selected subjects;

% Download table information; and

% Search for information in the table using a keyword

3.6.1.1 Access My Subject
To access My Subjects page, perform the following actions:
1. Loginto the system
2. Navigate to the ProFoRMS module
3. Select a protocol (see section 3.5.1)

a. Note: Many of the features on the left-hand side will not be active until a protocol is
selected. If you are unable to select a protocol, please contact the Operations Team
for assistance.

4. The ProFoRMS Dashboard opens. Click the Manage Subjects tab on the left-side tool
bar.

5. My Subijects page appears with a list that can be sorted by clicking on the arrows within
each column header.

6. Select a subject to perform any desired action available in the table menu options.

f Home  Workspace TR0 000 SubjectManagement  Data Dictionary  DataRepository ~ Query  Meta Study  Account Management
Dashboard  FITBIR001 v
ProFoRMS
View subject ist, search for a subject. or select subjects 1o perform an action
ProFoRMS Hom
DEORMS © [+] Advanced Search
Manage Subjects My Subjects
elect a subject to perform an action
[CE| B || nsime ey v Doviosd Search +
Add Subject
SUBJECT ID $ sTaTUS $ VALIDATED 4 PROTOCOL
Schedule Visit
O TBIINVVF000BVZPY zPY-89 Active FITBIR001
Collect Data O  TBLINVYZ656VT9 101 Active FITBIR001
e Pt Showing 110 2 of 2 entries (0 row selected of 2 Faat. Bravious [l st /imst
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3.6.2 Add Subject

To add a subject (research participant) to a protocol, the subject must be provided with a unique
Identification number (ID). This is done by creating a Global Unique Identifier (GUID) in the
Subject Management tool. The GUID serves as an ID that allows researchers to associate data with
the subject without exposing or transferring the subject’s Personally Identifiable Information (PII).
For more information about the GUID, please refer to Chapter 6 Subject Management.

To Add Subject, perform the following actions:

Navigate to the ProFoRMS module.
Select a Protocol (see section 3.5.1).
The ProFoRMS Dasboard opens. Click the Manage Subjects on the left-side tool bar.
The My Subjects page appears.
Click the Add Subject tab on the left-side tool bar.
Select the subject that you want to add to the protocol from the subject table. Doing so will
auto-populate the GUID or Pseudo-GUID field in the Subject Information section

a. 1f no subjects appear in the subject table, go to step #11
7. Enter the Protocol Subject ID. This ID is unique across the system and is determined by
the user and clinical site.

SRR

1 Home Workspace m Subject Management Data Dictionary Data Repository Query Meta Study Account Management

ProFoRMS Dashboard ~ FITBIR001

ProFoRMS Home Please enter subject information, add protocol information and other fields to add a subject

. Search: v
Manage Subjects
D $ TYPE ¢ Extiryy ORGANIZATION g ER ¢ DATE LINKED TO

v v ¥ REGISTERED BY ¥ REGISTERED BY ¥ REGISTERED

ko] GuiD FITBIR  NIH Trudov, Alex 2021-02-11
O  TBLINVVXG97RWECTIR PseudoGUID  FITBIR  NIH Trudov, Alex 2021-02-08
O  TBIINVAESSSDDMHD doGUID  FITBIR NI Trudov, Alex 2021-02-08
Collect Uyta O TBLINVMVIOUUXMT  PseSMoGUID  FITBIR  nih admin, sel 2021-02-08 TBIPA278RMBES
Manage Protocol O  TBUH21BKREXT GUID FITBR  nih admin, sel 2021-02-08
O TBLINVXTOSSFUYA4  PseudoGUID FITBIR  nih admin, sel 2021-02-08
Reports
O TBLINVVU708CYDKS  PseudoGUID  FITBIR  nih admin, sel 20210208 TBIPA278RMBES
Site Administration O TBLINVPK310ZTMWF  PseudoGUID  FITBIR  NIH Trudov, Alex 2021-02-08
O TBLINVUAS2IWJWTW  PseudoGUID FITBIR  nih admin, sel 20210204  TBIPA27SRMBES
O TezUTILDIEZ GuID FITBR  nih admin, sel 2021-02-04
O TBLINVPU7ISDFICF  PseudoGUID FITBIR  nih admin, sel 20210204  TBIPA278RMBES
O TBIRX108ADLES GuID FITBIR  nih admin, sel 2021-02-04
O  TBIPA278RMBES GUID FITBIR  nih admin, sel 2021.02-04 }g:zmm;‘;gg%ﬁ TBLINVJAS21WIWTW, TBI_INVMV110UUXMT,
O TBLINVJ3GOAUHGT  PseudoGUID  FITBIR  nih agmin sel 2021-02-04
O TBIVA174RRDVJ GUID FITBIR  nih admin, sel 2021-02-04

Showing 1 to 15 of 103.904 entries (1 row selected of 103904) First Previous[1]2 3 4 5 6927 Next Last

[-] Subject Information

*
This symbol indicates a required fieid

GUID or Pseudo-GUID™ TBIDP832CFYWQ

h

Protocol Subject ID” Recruited [

Additional Information Associated with Subject
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8. Expand the Protocol and Attachments section to add any relevant documents as required,
making sure the attachment does not contain any PIL.
9. After entering all the required protocol information, click the Save button.

[-] Protocol h
Please enter prolocol information
Associate Subject to Protocol Consent to Future Protocols [
Enroliment Date  Format YYYY-MM-DL )
Subject Site o Completion Date  Format: YYYY-)

Status in Current Protocol ® Active O Inactive

[] Attachments (jm—
Please make sure the attachment doesnt contain any PII
Name™ Attachment”™ E) /]
Description 1 Category | None w0
Add Cancel
Search: =
Fl NAME DESCRIPTION § CATEGORY s

No data available in fable

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

_’I Save I Reset | Cancel

10. After selecting the Save button, the platform returns you to the My Subjects page where
the newly added subject can be viewed.

11. If the subject does not have a GUID or Pseudo-GUID created in the system, click on the
Add Subject button to launch the Subject Management tool and refer to the Chapter 6
Subject Management user guide for directions on how to create a GUID.

a. Note: the Subject Management user guide can be found in the following location in
the platform; Subject Management tab, Create Subject tab, navigate to the
Helpful Documentation section and select the GUID User Guide (pdf).
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3.6.3 Schedule Visit

The Schedule Visit feature provides you with the ability to schedule visits as well as perform other
functions such as Edit visits (see section 3.6.3.1) and Delete visits (see section 3.6.3.2).

To Schedule a Visit, perform the following actions:
1. Navigate to the ProFoRMS module.

Select a Protocol (see section 3.5.1).

The ProFoRMS Dasboard opens. Click the Manage Subjects on the left-side tool bar.

The My Subjects page appears.

Click the Schedule Visit tab on the left-side tool bar.

Select the GUID or Pseudo-GUID of the subject you would like to schedule a visit for from

the GUID or Pseudo-GUID drop-down menu.

Click the Calendar icon to choose the desired Date and Time for the visit.

Select the Visit Type from the drop-down menu.

9. After selecting the Visit Type, the Age in Years and Age Remainder in Months fields
appear. If you enter data into these fields, this data will auto-populate on all data collection
eForms for this Visit Type.

10. Click the Add button to finish “scheduling” the visit.

R

*®© N

ft Home  Workspace o) SubjectManagement  DataDictionary  DataRepository Query  MetaStudy  AccountManagement
Dashboard ~ FITBIR001 v
ProFoRMS
View scheduled visits, add new visits or select a visit to perform an action
ProFoRMS Home «This symbol indicates a required field
ip*  TBI_INVYZ656VT9 v b o
oo GUID or Pseudo-GUID 6
Dateand Time"  2021.02-11 17:15 | —
My Subjects .
Add Subject Visit Type*  Baseline V| — 8
[Scneauie visit I W data elements were toggled on for auto-population for this visit type. Please provide values that will be populated into
he erorms with this visit for this particular subject. You will be able to change the values during data collection if

necessary.

Collect Data e Fesrs
Manage Protocol Age Remainder in Months i

10.
Reports ~ Cancel

Site Administration Scheduled Visits
Download Search: v
W susJECTGUID VISIT TYPE $ DATE AND TIME $ SELF REPORTING TOKEN v
O  TBIINVYZ656VTY 12 Months 2021-02-03 13:22 ptdakOyxn00ktj3s
O  TBLINVYZ656VT9 Baseline 2020-07-13 00:00
O  TBLINVYZE56VTY 90 day 2020-05-27 02:00
O  TBLINVYZ656VT9 Baseline 2016-10-08 00.00

Showing 1 to 4 of 4 entries (0 row selected of 4) First Previous | 1| Next Last

11. The newly scheduled visit will be displayed in the Schedule Visit table and will include a list
of all visits that have been scheduled for subjects on the protocol.
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*NOTE: you may also schedule a visit for a specific subject by selecting a subject on the My
Subjects page (which will enable numerous table buttons for use) and selecting the Schedule Visit
button located at the top of the table.

This will direct you to the Schedule Visit page with the GUID or Pseudo-GUID field
prepopulated with the subject’s ID you selected.

This step is recommended as the user can search/filter for a specific GUID through the search bar
instead of searching for the GUID using the drop-down menu

Subject Management Data Dictionary Data Repository Query Meta Study Account Management

ProFoRMS Dashboard |~ FITBIR001 v

View subject list, search for a subject. or select subjects to perform an action
PIOFCRIAS Hole [+] Advanced Search

Manage Subjects My Subjects

Select a subject to perform an action

Subject:
- : Edit | View || Attachments || All Completed eForms mm Delete || Downboad
Add Subject

Search =

B cup SUBJECT 10 § STATUS § VALIDATED § PROTOCOL $

Schedule Visit -
& TBILINVVFO00BVZPY FITBIRDOY
Collect Data O  TBILNVYZ556VTS 101 Actve FITBIROM
e . Showing 110 2 of 2 entries (1 row selected of 2) rust Provios [1] Hext Lost
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3.6.3.1 Editing Scheduled Visits
To Edit scheduled visits, perform the following actions:

Navigate to the ProFoRMS module.

Select a Protocol (see section 3.5.1).

The ProFoRMS Dasboard opens. Click the Manage Subjects on the left-side tool bar.
The My Subjects page appears.

Click the Schedule Visit tab on the left-side tool bar.

The Schedule Visit table appears where you can View Scheduled Visits, Add New
Visits, or Select a Visit to perform an action.

7. Select the Subject GUID and the corresponding Visit Type from the table, that you would
like to edit, then select the Edit button at the top of the table

S AE b=

1t Home Workspace m Subject Management Data Dictionary Data Repository Query Meta Study Account Management
Dashboard  FITBIR001 v
ProFoRMS
T ‘ The scheduled visit has been updated successfully.

View scheduled visits, add new visits or select a visit to perform an action.

) «This symbol indicates a required fieid
Manage Subjects

GUID or Pseudo-GUID * | ~— o
My Subjects
Add Subject 5 Date and Time*  Format YYYY-MM-DD HH MM E
[ e 3
Collect Data

Add Cancel

i e Scheduled Visits

Reports ﬁ Delete | Download || Send Email Search: » TBIXGG40TXHNR
Site Administration 7. B suBJECTGUID VISIT TYPE & DATE AND TIME § SELF REPORTING TOKEN [ ]
d @  TBIXGB4OTXHNR Baseline 2021-02-20 00:00

Showing 1o 1 of 1 entries (filtered from 7 total entries) (1 row selected of 7) First Previous | 1| Next Last

8. Make desired edits to the Date and Time and Visit Type fields then select the Update
button to complete the edit action.

9. The newly updated Scheduled Visit will be displayed in the Schedule Visit table.
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3.6.3.2 Deleting Scheduled Visits
To Delete scheduled visits, perform the following actions:

Navigate to the ProFoRMS module.

Select a Protocol (see section 3.5.1).

The ProFoRMS Dasboard opens. Click the Manage Subjects on the left-side tool bar.
The My Subjects page appears.

Click the Schedule Visit tab on the left-side tool bar.

The Schedule Visit table appears where you can View Scheduled Visits, Add New
Visits, or Select a Visit to perform an action.

7. Select the Subject GUID and the corresponding Visit Type from the table, that you would
like to delete, then select the Delete button at the top of the table

S AE b=

% Home  Workspace UEM  SubjectManagement  DataDictionary  DataRepository  Query  Meta Study  Account Management
Dashboard ~ FITBIROO1 v
ProFoRMS
ProFoRMS Home [ The scheduled visit has been updated successfully.
View scheduled visits, add new visits or select a visit to perform an action
4 This symbol indicates a required field
Manage Subjects
GUID or Pseudo-GUID * hod
My Subjects
Add Subject 5 Date and Time*  Format YYYY-MM-DD HH MM Fe
e D e
Collect Data e e
Manage Protocol
5 Scheduled Visits
Reports _’» Download || Send Email Search: » TBIXGG40TXHNR
Site Administration 7 s [ susJECTGUID VISIT TYPE § DATE AND TIME $ SELF REPORTING TOKEN $
——l I & TBIXGG40TXHNR I Baseline 2021-02-20 00:00
Showing 1 to 10f 1 entries (filtered from 7 total entries) (1 row selected of 7) First Previous | 1] Next Last

8. A pop-up notification appears asking if you would like to delete the scheduled visit(s) from

the system:

Are you sure you want to delete
the scheduled visit(s) from the
system?

| Yes | No

9. Select the Yes button to confirm that you want to delete the scheduled visit(s) from the
system. Select the No button to cancel the update process.
10. The deleted visit will be removed from the Schedule Visit table.
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3.7 CoLLECT DATA

This featute allows researchers to collect data for subjects and/or specific electronic forms to add
data or modify previously collected data entries, to view and resolve data discrepancies if double data
entry is specified, perform quality assurance of collected data and monitor subject safety. The

module has a functionality that assures that changes are tracked in the system and can be viewed in
Audit Logs.

Clinical data may be captured electronically at its source, or in paper form and later transcribed into
the system. There are two options for collecting data in ProFoRMS.

1. Real-time data entry method; and
2. Pen and paper method, which is then transcribed into ProFoRMS at a later date

3.7.1 Data Collection

To start Data Collection, perform the following actions:

Navigate to the ProFoRMS module.
Select a Protocol (see section 3.5.1).
The ProFoRMS Dasboard opens. Click the Collect Data tab on the left-side tool bar.
The Data Collection page appears.
To start data collection, select the check-box beside the Subject GUID/Subject ID then
select the Start Data Collection button.

a. Note: we recommend that you exclusively use ProFoRMS navigation buttons and

ARl

links within the Collect Data tab. Leaving the form by any other method
(back/forward buttons, backspace key, etc.) may result in data loss and unexpected
errors. We also recommend that you do not open multiple database tabs in your
browser when collecting data.

1+ Home Workspace P Subject Management Data Dictionary Data Repository Query Meta Study Account Management

ProFoRMS Dashboard  FITBIR001 v

Please select by subject, by subject form or by non-subject eForm from the drop-down, and then perform an action.
ProFoRMS Home
View By Subject (GUID)  w
Manage Subjects [+] Advanced Search
ICoIIect Data | tlons

View list of data, search for a data, or select data to view or perform an action

My Collections
SUBJECT GUID $ SUBJECTID 4 VISITTYPE SCHEDULED VISIT DATE [
Import Data
O  TBIINVVFOO0BVZPY ZPY-89 Baseline 2021-02-02 1215
Deleted Collections
O  TBIXGG40TXHNR Test__001 Baseline 2021-02-20 00:00
Manage Protocol
&  TBILAG24XMBJH AL_001 Baseline 2021-02-18 21:01
Repcite O TBIINVYZE56VT9 101 Baseline 2016-10-08 00:00
Site Administration O  TBIINVYZES6VTO 101 Baseline 2020-07-13 00:00
O TBIINVYZE56VTY 101 90 day 2020-05-27 02:00
O  TBIINVVFO00BVZPY ZPY-89 12 Montns 2021-02-02 1216
O  TBIINVYZE56VTO 101 12 Months 2021-02-03 1322

i 3 v sel )
Showing 1 to 8 of 8 entries (1 row selected of 8) First Previous | 1| Next Last
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6. Select the eForm Name from the drop-down list that you want to collect data for, then
select Start Data Collection.

a. Note: Subject GUID and Visit Type are auto-populated

ft Home  Workspace SubjectManagement  Data Dictionary  DataRepository ~ Query  Meta Study  Account Management

ProFoRMS Dashboard  FITBIR0D1 v

|w- recommend you exclusively use ProFoRMS navigation buttons and links within the Collect Data module. Leaving the form by any other method (Back/Forward buttons, backspace key, etc.) may result in data loss and unexpected
errors.

[-] Data Collection
Please enter information to start data collection

« This symbol indicates a required field

Subject GUID  TBILAG24XMBJH

Visit Type”

ﬁ I eForm Name™ - Please Select

-

_DI Start Data Collection I Cancel

7. Enter data into the form and make sure all mandatory fields (marked with an asterisk*) are
completed.

8. Select Save to save your progress on the form.
a. Note: the system also auto-saves your progress
Select Validate to validate and confirm you are completing the fields propetly.

10. Select Save & Exit to save your progress on the form and leave the eForm data collection
page. You will then be directed back to the My Collections page.

a.  Your form will show a status of “In Progress” in the My Collections table.

11. Select Cancel when you want to leave the form and not save any work.

12. Select Mark as Completed and Enable Locking for Submission and Save & Exit when
you want to mark your form as Completed status but are not ready to Save & Lock the data
for submission to the database.

a.  Your form will show a status of “Complete” in the My Collections table.
b. Note: Some sites use this feature for auditing purposes. For example, a user may
mark the form as Completed so their internal Quality Assurance (QA) person or

Study Monitor can review the data for accuracy and completion prior to the user
saving and locking the form.

ft Home  Workspace Subject Management  DataDicionary ~ DataRepository ~ Query  Meta Study  Account Management

ProFoRMS Dashboard  FITBIR001 v
|F|-as- not that is with today's current date. It has been with the subject’ visit date. Please update the visit date s needed. ‘
[#] Data Collection

FITBIR D
Legend B
Main |
O Not stared
@ in Progress
» O Completed Main Group
» L Global Unique ID (GUID) which uniquely identifies the subject

TBILAB24XMBJH

ubject ID number.
eForms For This Visit Type

(OFITBIR D

"Subject’s age (recorded in years) %0

fisit date:

2021-02-18 21:01

Name of the site:

The number of days since baseline:

Is the subject in the case or control arm of the study? Case

Control
Unknown

ditional information (if any)

M
|
12 anrm 8. 9. 10. 11.
* [Tlme frame related context (if any) to which the questions were answered. After injury ‘ A A

II Mark As Completed and Enable Locking for Suhm\ssnenl <<Previous eForm Next eForm>>

I Save | | Validate | Save8Exit | Save&Lock || Cancel
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13. Once a form has been marked as completed, three things will happen:
a. The Save & Lock button will be enabled;
b. The system validation will run;
c. An audit trail will start if a user changes their response to an answer
14. If the form failed, you will be notified with a list of errors stating why, along with a link to
the question that failed the validation. Once all the errors have been resolved, you will be
able to Save & Lock the form (see section 3.7.1.1).

3.7.1.1 Locking the eForm

After you have filled out the form and verified that the data is complete and accurate, you can Save
& Lock the eForm. Forms should not be locked until reviewed and ready for final submission.
(should I add information regarding data being sent to Data Repo = Query Tool for other users to
view?) — Yes, include this as a note

To Save & Lock your form, perform the following actions:

1. Select the GUID and form you want to lock from the My Collections table and make sure
the form is complete and accurate.

2. Select the Mark as Completed and Enable Locking for Submission. The Save & Lock
button will then be enabled.

ft Home  Workspace Subject Management  Data Dictionary ~ Data Repository ~ Query  Meta Study  Account Management

Dashboard FITBIR001 v
ProFoRMS e
[+] Data Collection
FITBIR Demographics
Legend O
Main
O not started
@ in Progress Main Group
@) Completed Global Unigue 1D (GUID) which uniquely identifies the subject TBILA624XMBJIH
b |O Lockes [Subject 1D number.
> eForms For This Visit Type Subject’s age (recorded in years) 90
(O FITBIR Demographics Visit date: 2021-02-18 21:01
Name of the site:
[The number of days since baseline:
s the subject in the case or control arm of the study? @®Case
Control
OUnknown
[Additional information (if any) S
Form Administration
[lime frame related context (if any) to which the questions were answered: OAfter injury
DAt time of assessment
Before injury
OTime of injury
OLast 24 hours
Last 2 weeks
Olast 6 months
OLast month
Last week
DLast year
Prior to death
Since the last interview
O Other, specify
[Other, specify
'ho is the source of this information in relation to the subject? Participant/subject
Ospouse
Mark As Completed and Enable Locking for Submission | <<Previous eForm Next eForm>> Save Validate Save & Exit I Save & Lock I Cancel

3. A Collect Data Lock Confirmation notification will appear asking you to confirm that all
data entry for the form is accurate and complete to the best of your knowledge.
4. Select the checkbox to confirm.
a. If the e-signature is enabled in the protocol, you will also be asked for your electronic
signature by inputting your password.
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Protocol Name: FITBIR Generic PROD Study
eForm Name: FITBIR Demographics
Subject GUID: TBILA624XMBIH

Collection Visit Date: 2021-02-18 21:01
Scheduled Visit Date: 2021-02-18 21:01
Visit Type: Baseline

Data Entered By: amlutz

(J 1 hereby confirm that all data entry for this form is accurate and complete to the best of my knowledge.

View Completed Form Lock & << Previous eForm Lock & Next eForm >> Lock & Exit Cancel

5. Select Lock & Next eForm to continue collecting data for the study visit or select Lock &
Exit to be taken back to the My Collections page.
a.  Your form will show a status of “Locked” and will have a locked date and time in
the My Collections table.

THINGS TO NOTE:
ICON KEY [’ To reset the questions on the eform, double-click on the Radio buttons
Notes =7 To save the eform, use the Save button at the bottom of the eform

=7 To cancel the data collection process, simply click on the Cancel button

[’ The system auto-saves the eform every 8 minutes

Information =7 All Required fields are marked by red asterisks

= Certain questions are greyed-out by Skip logic

'~ Auto-calculated fields that appear in several forms. Answers will appear if you click on them, but it is NOT
necessary to save the eform.

"= Green sections are collapsible. User can expand/hide to read further instructions or view scoring sections.

= To leave the form and complete it at a later date and time, use the Save & Exit button

=7 Important
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3.7.1.2 Viewing Data Collection eForms
To view Data Collection eForms, perform the following actions:

Navigate to the ProFoRMS module.

Select a Protocol (see section 3.5.1).

The ProFoRMS Dasboard opens. Select the Collect Data tab on the left-side tool bar.
The Data Collection page appears.

Select By eForm (GUID) from the View drop-down

Select the eForm Name link OR select the check-box next to the eForm Name you want
to view then select View

S AE b=

ft Home  Workspace WICGCCU'CMN  SubjectManagement  DataDictionary  DataRepository  Query  Meta Study  Account Management
ProFoRMS Dashboard ~ FITBIR001 v
Please select by subject, by subject form or by non-subject eForm from the drop-down, and then perform an action.
ProFoRMS Home »
lew
By eForm (GUID) h 5.
Manage Subjects [+] Advanced Search
M sl Toms
View list of data, search for a data, or select data g yigy .ot perform an action.
Data Collection Start Data Ce ' ta Entry Summary - h Search: =
My Collections
| FORM LAST UPDATED
Import Data
(m] CISTAR1013 6. Active 2021-02-02 00:00
Deleted Collections.
I m] FITBIR Demographics I Active 2016-07-27 00:00
Manage Protocol
m] Glasgow Outcome Scale Extended (GOS-E) Active 2016-06-06 00:00
Reports (m] Montreal Cognitive Assessment (MoCA) Active 2013-03-21 00:00
Site Administration (] Patient Health Questionnaire (PHQ) Active 2016-06-26 00:00
m] Satisfaction with Life Scale (SWLS) FITBIR_Study0000359 Active 2017-06-22 00:00
Showing 110 6 of 6 entries (O row selected of 6) First Previous | 1| Next Last

7. A new tab will open in your browser displaying the eForm details in View Mode
8. You can view the data By Subject (GUID), or By eForm (GUID). Depending on the
view you selected, the table will display either the list of subjects, or the list of eForms.
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3.7.1.3 Viewing Data Entry Summary

Data Entry Summary allows the user to view all data collected for a subject at one time in the My
Collections table.

To view the Data Entry Summary, perform the following actions:

Navigate to the ProFoRMS module.
Select a Protocol (see section 3.5.1).

The ProFoRMS Dashboard opens. Select the Collect Data tab on the left-side tool bar.
The Data Collection page appears.

Select the check-box next to the Subject GUID that you are interested in viewing then
select Data Entry Summary

AR

% Home  Workspace SubjectManagement  DataDictionary ~ DataRepository  Query  Meta Study  Account Management

PrOFORMS Dashboard FITBIR001 v
Please select by subject, by subject form or by non-subject eForm from the drop-down, and then perform an action.

ProFoRMS Home

View By Subject (GUID)
Manage Subjects [+] Advanced Search

Collect Data Upcoming Collections

View list of data, search for a data, or select data to view or perform an action
Start Data Cotection | Dota Enty Summary | <

My Coliections
Import Data

: & :

@ susJECTGUID § SUBJECTID VISIT TYPE § SCHEDULED VISIT DATE
&  TBILAB24XMBIH AL_001 Baseline 2021-02-18 21:01

Deleted Collections

Showing 110 1 of 1 entries (filtered from 8 total entries) (1 row selected of 8)

search: v Al

6. You will then be brought to the My Collections table where all of the started and
completed data collections will appear.

4 Home  Workspace

ProFoRM! SubjectManagement  DataDictionary  DataRepository  Query  Meta Study  Account Management
ProFoRMS Dashboard ~ FITBIR001 v
Search by Subject form or by non-subject form to begin collecting data
ProFoRMS Home
[+] Advanced Search
Manage Subjects Data Collection
Select a form to view or perform an action
m — 4 s : . e
D o M SUBJECTGUID SUBJECTID § SCHEDULED ¢ COULECTION ¢ VISITTYPE$ EFORMNAME 4 STATUS 4 DATAENTEREDBY $ LOCKDATE 4
[Feoe ]
—r O TBiLAG4XMBIH AL_001 el Z2i2e Baseine  FITBIR Demographics InProgress  Lutz, Andrea
Delatad Cotlections Showing 110 1 of 1 entries (filtered from 5 total entries) (0 row selected of 5)
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3.7.2 My Collections

The My Collections page displays a table with all of the clinical assessments or eForms that were
collected for a subject in the selected Protocol.

To view the My Collections page, perform the following actions:

Navigate to the ProFoRMS module.

Select a Protocol (see section 3.5.1).

The ProFoRMS Dashboard opens. Select the Collect Data tab on the left-side tool bar.
The Data Collection page appears.

Select the My Collections tab

ARl ol

ff Home  Workspace Subject Management  DataDictionary ~ DataRepository  Query  MetaStudy  Account Management

Dashboard  FITBIR0O1 v
ProFoRMS
Search by Subject form of by non-subject form to begin collecting data
ProFoRMS Home
[+] Advanced Search
Manage Subjects Data Collection
Select a form to view or perform an action
m o | . il s : § - ’ = ' l. Search. ~
e B susJECTGUID SUBJECT ID ] ;c;_:g:#sn : 3%.';%‘;.‘,.150" § VISITTYPE§ EFORM NAME § STATUS ¢ DATAENTEREDBY § LOCKDATE §
O TBILINVYZE56VT 101 33‘0% 10-08 Baseline FITBIR Demographics InProgress  McAuliffe, Matthew
Import Data
Deleted Collections O  TBILAG24XMBIH AL_001 20210218 0210218 Baseline  FITBIR Demographics InProgress  Lulz, Andrea
Manage Protocol Showing 110 5 of 5 entries (0 row selected of 5)

First Previous | 1| Next Last

Reports

A user can perform the following actions in the My Collections table:

% View Entry (section 3.7.2.1);
% Edit (section 3.7.2.2);

% View Audit (section 3.7.2.3);
¢ Reassign (section 3.7.2.4);

Y

*¢* Delete Entry (section 3.7.2.5); and
% Export (section 3.7.2.6)

3.7.2.1 View Entry
To View Entry or eForm information, perform the following actions:

1. Perform steps 1-6 in section 3.7.2.

2. Select the check-box next to the Subject GUID or Subject ID and the eForm that you are
interested in viewing, then select View Entry.

3. The eForm View Mode will open, displaying the data that has been entered on the eForm.

i Home  Workspace. SubjectManagement  DataDictionary ~ DataRepository ~ Query  MetaStudy  Account Management

Dashboara  FITBIROD1 v
ProFoRMS
Search by Subject form or by non-subject form to begin collecting data
P
DD [+] Advanced Search
Manage Subjects. Data Collection
select a form 1 or pertorm an action
Collect Daa Edait | ViewAudit || Reviewer Comments | Auditor Comments | Resssign || Delete Entry || Export Search «
Data Collection a 4 SCHEDULED . COLLECTION , s A N A
H SUBJECTGUID 4 SUBJECTID % VSTDATE. ¥ WiSTDATE | ¢ VISITTYPES EFORM NAME 4 STATUS ¢ DATAENTEREDBY * LOCKDATE 4
. 20210218 20210218
— &  TEILAG24XMEH AL_o01 1 Sl Baseine  FITEIR Demographics InProgress  Lutz, Andrea
Deleted Collections O TeLINVYZBSEVTS 101 Eg‘[;’w Baseline FITBIR Demographics InProgress  McAUNTe, Matthew
Manage Protocol Showing 1 10 5 0f 5 enties (1 1ow selected of 5)

First Previous | 1. Next Last
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3.7.2.2 Edit eForm
To Edit eForm, perform the following actions:

1. Perform steps 1-6 in section 3.7.2.
2. Select the check-box next to the Subject GUID or Subject ID and the eForm that you are
interested in editing, then select Edit.
a. Note: non-admin users are only able to edit forms with an In Progress or

Completed status. If your form is showing a Locked status and you need to make
edits, reach out to the Operations Team for assistance.

ft Home  Workspace [ZCCGITEMN  SubjectManagement  DataDictionary  DataRepository  Query  MetaStudy  AccountManagement

ProFoRMS Dashboard  FITBIR001

Search by Subject form of by non-subject form to begin collecting data
[+] Advanced Search

Manage Subjects Data Collection
Select a form to view or, Orm an action

ProFoRMS Home

Search.
Data Collection [l SsuBJECTGUID 4 SUBJECTID B ;C;TES:;;D s \C,F;ﬁ:“ﬁu" % VISITTYPE§ EFORM NAME 4 STATUS 4 DATAENTERED BY LOCKDATE %
- & TBILAG2AXMBIH AL_001 et 0et 22t 0as Baselne  FITBIR Demographics InProgress  Lutz Andrea
import Data 5
Deleted Collections O  TBLINVYZESEVT 101 gg‘ggw‘“ﬁ Baseline FITBIR Demographics InProgress  McAulille, Matthew
Manage Protocol Showing 110 5 of 5 entries (1 fow selected of 5) Eirst Previous [1] Next Last

3.7.2.3 View Audit
To View Audit, perform the following actions:

1. Perform steps 1-6 in section 3.7.2.

2. Select the check-box next to the Subject GUID or Subject ID and the eForm that you are
interested in viewing, then select View Audit.

3. A new browser page will open with the Data Collection Audit Log details.

fHome  Workspace I [ SubjectManagement DataDicionary  DataRepository  Query  MetaStudy  AccountManagement

ProFoRMS Dashboard  FITBIR001

Search by Subject form or by non-subject form to begin collecting data
ProFoRMS Home
[#] Advanced Search

Manage Subjects Data Collection
Select a form 1o view or perform an act;
m ViewEntry || Edii | ViewAudit | Reviewer Commenis | Audiior Commenis | Reassign | Delete Eniry | Export

Search. =
Dula Collection! B SUBJECTGUID § SUBJECTID ¢+ acs’:fg:'.én ] egﬂ-sﬁ?ﬁ" $ VISITTYPE§ EFORM NAME 4 STATUS § DATA ENTERED BY LOCKDATE §
B &  TBILAG24XMBIH AL_001 SRl Codel Baseline FITBIR Demographics InProgress  Lutz, Andrea
port Data
Dok d Cosactione O TBLINVYZESSVTS 101 e Baseine  FITBIR Demographics InProgress  McAulfle, Matihew
Manage Protocol Showing 1 to 5 of 5 entries (1 row selected of 5) First Previous | 1| Next Last
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3.7.2.4 Reassign eForm
To Reassign an eForm, perform the following actions:

1. Perform steps 1-6 in section 3.7.2.
2. Select the check-box next to the Subject GUID or Subject ID and the eForm that you are
interested in reassigning, then select Reassign.
a. Note: the ability to assign the form to another user for editing are limited to:
i. Global Admin Users;

ii. Non-Admin Users with Primary Investigator (PI) Role;

ili. Non-Admin Users with Clinical Coordinators Role;

iv. Non-Admin Users with Study QA Role; and

v. Non-Admin Users with a role that has the privileges to Reassign Data
Entry

i Home  Workspace [WJTCCUU'CMN  SubjectManagement  DataDictionary  DataRepository  Query  Meta Study  Account Management

ProFoRMS Dashboard  FITBIR001 v
Search by Subject form or by non-subject form to begin collecting data
ProFoRMS Home
[+] Advanced Search
Manage Subjects Data Collection
Select a form to view or perform an action
Collect Data ViewEniry || Edit | ViewAudit | Reviewer Comments | Auditor Comments Delete Entry || Export Search: =
Deta Collsction B SUBJECTGUID 4 SUBJECTID s acs';‘fg:#gn " &z‘%ﬂé’" & VISITTYPE4 EFORM NAME 4 STATUS 4 DATAENTEREDBY * LOCKDATE #
&  TBILAS24XMBJH AL_001 2021-02-18 20210218 Baseline FITBIR Demographics InProgress  Lulz, Andrea
Import Data 2101 2101
Deleted Collections O  TBLINVYZ656VTS 101 581060-10-08 Baseline FITBIR Demographics InProgress  McAulite, Matthew
Manage Protocol Showing 110 5 of 5 entries (1 row selected of 5) First Previous [ 1] Next Last

3. The Reassign data entry page appears.

Using the drop-down menu, select the desired user to reassign the eForm to, then select
Save.

5. The My Collections page appears with the reassigned form update.

f Home  Workspace SubjectManagement  DataDictionary  DataRepository  Query  Meta Study  Account Management

ProFoRMS

Dashboard FITBIR0O1 v
Reassign the forms below to the following user
ProFoRMS Home

Data Entry v Reassignto = Admin, Test
Manage Subjects

Collect Data McAuliffe, Matthew
SUBJECTID 4 COLLECTION VISITDATE

$ VISITTYPE § EFORM NAME
TR 101 2016-10-08 00:00 Baseline FITBIR Demographic| Admin. Portal
Showing 110101 T entres it Provous 1] Next Last
Import Data

Deleted Collections
Manage Protocol

Reports # Cancel
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3.7.2.5 Delete Entry
To Delete an eForm entry, perform the following actions:

1. Perform steps 1-6 in section 3.7.2.
2. Select the check-box next to the Subject GUID or Subject ID and the eForm that you are
interested in deleting, then select Delete Entry.
a. Note: non-admin users are only able to delete forms with an In Progress or

Completed status. If your form is showing a Locked status and you need to delete
the form, reach out to the Operations Team for assistance.

Subject Management Data Dictionary Data Repository Query Meta Study Account Management

Dashboard FITBIR0O1 v
ProFoRMS
Search by Subject form or by nen-subject form to begin collecting data
ProFoRMS Home
[*] Advanced Search
Manage Subjects Data Collection
Select a form to view or perform an action
Collect Data ViewEntry || Edit | ViewAudit | Reviewer Comments || Auditor Comments | Reassign Export Search -
Data Collection a a SCHEDULED , COLLECTION , a a a ~
[l SUBJECTGUID 4 SUBJECTID % VSTDATE. ¥ wisiTDATE . # VISITTYPE$ EFORM NAME 4 STATUS & DATA ENTERED BY LOCKDATE 4
e amo
e &  TBILAG24XMBIH AL_001 2101 2101 Baseline FITBIR Demographics InProgress  Lutz, Andrea
Deleted Collections O  TBLINVYZES6VTY 101 g Baseline FITBIR Demographics InProgress  McAulifle, Matthew
Manage Protocol Showing 1 to 5 of 5 enlries (1 row selecled of 5) First Previous | 1) Next Last

3. Select the OK button when prompted ‘Are you sure you want to remove the selected
Administered Form(s)?”

Are you sure you want to remove
the selected Administered Form(s)?

el oK | cancel

4. The My Collections page appears with the confirmation of the deleted eForm.
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3.7.2.6 Export Data
To Export data, perform the following actions:

1. Perform steps 1-6 in section 3.7.2.
2. Select the check-box next to the Subject GUID or Subject ID and the eForm that you are
interested in deleting, then select Export.
a. Note: only forms with a Locked status can be exported
3. When prompted, select OK to open the CSV file.

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

ProFoRMS Dashboard  FITBIRO1 v

‘Search by Subject form or by non-subject form to begin collecting data
[+] Advanced Search

Manage Subjects Data Collection
Select a form to view or perform an action
M View Entry Edit View Audit Reviewer Comments Auditor Comments Reassign Delete Entry m Search =

ProFoRMS Home

L AEE D H SUBJECTGUID 4 SUBJECTID 4 SCHEDULED 4 COLLECTION 4 VISITTYPE4 EFORM NAME 4 STATUS 4 DATAENTEREDBY * LOCKDATE
My Collections.
e &  TBILAB24XMBIH AL_001 2‘17261‘02"5 g?zg{oma Baseline FITBIR Demographics InProgress  Lutz, Andrea
pot a
Deleted Collections O  TBLINVYZ656VTY 101 §g10661m05 Baseline FITBIR Demographics InProgress  McAulifle, Matthew
Manage Protocol Showing 110 5 of 5 entries (1 row selected of 5)

3.7.3 Deleted Collections

The Deleted Collections page displays a table with any eForm data collections that were deleted
from the My Collections table.

To view the Deleted Collections page, perform the following actions:

Navigate to the ProFoRMS module.

Select a Protocol (see section 3.5.1).

The ProFoRMS Dashboard opens. Select the Collect Data tab on the left-side tool bar.
The Data Collection page appears.

Select the Deleted Collections tab

Select the Download button to download an Excel or CSV file of the Deleted Data
Collection table

A

% Home Workspace Subject Management Data Dictionary Data Repository Query Meta Study Account Management
ProFoRMS Dashboard  FITBIR001 v

ProFoRMS Home Deleted Data Collection

Collections deleted from My Collections Page.
Manage Subjects

Collect Data

SUBJECT, SCHEDULEDVISIT , DATAENTERED , COLLECTION DELETED a COLLECTION DELETED , VISIT A & A
D DATE ¥ BY ¥ DATE ¥ BY Y TvPE T EFORM NAME % SHORTNAME § STATUS § INSTANCEVERSIOMN
Data Collection

FITBIR In
My Collections AL_001 2021-04-16 14:19 Lutz Andrea 2021-04-16 14:42 Lutz Andrea Baseline Demographics DemogrFITBIR_1 Progress

Import Data Showing 1 to 1 of 1 enlries

Deleted Collections _

Manage Protocol

First Previous | 1] Next Last
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3.8 MANAGE PROTOCOL

This feature is designed to help the researchers to add and edit study information, schedule create study
visits, manage visit types individual subjects across multiple studies within the system, upload subject

related document. The sub-sections available in the Manage Subjects menu are as follows:

#%* Protocol Information

2

** Assign Roles

% Create Visit Type
% Manage Visit Types
% Configure eForm and PVs

% Patient Self Reporting
% E-Binder

% Protocol Close-out

3.8.1 Viewing Protocol Information

To view Protocol Information, perform the following actions:

1. Navigate to the ProFoRMS module
2. Select a Protocol (see section 3.5.1)

3. The ProFoRMS Dashboard opens. Select the Manage Protocol tab on the left-side tool
bar.

1t Home Wodkspace m Subject Management Data Dictionary Data Repository Query Meta Study Account Management

Dashboard = SPORT CONCUSSION ASSESSMENT v

ProFoRMS

ProFoRMS Home
[-] Subject Visits

Select A Protocl

Manage Subjects Salect a tate to view scheduled appointments Scheduled Appointments
<« <  FebrayE > » e Subject ID Visit Type Protocol Number
Collect Data Son Mon Toe Wed Thu Fri St
Manage Protecol ﬁ ! 2 : ¢ 5 s
7 8 9 won o122 on
Reports

Site Administration 2 2 n n B % U

4. Click the Protocol Information on the left-side tool bar. The Study Information page
appears.

ProFoRMS Dashboad  SPORT CONCUSSION ASSES SMENT v

Piaase enter the miormaton 12 for the protsedt

it {] Data Repository Study

Manage Sub - Fa03e 349CT 3 23T 1e0ORROTY 30Ty
prenes
Coflect Data Mg
sTUOY
- STUDY TITLE STUDY 1D om H VIMSS-K)‘

— | g A Lasan: Vaciabie Prasctype for the Demerss Dagaces 3od Bomader Selecton i TB! STuovocsyss  DonRoyet Agme
Assgn o e Rescnance imagng Based Ciatater 3 Accurzely Dagrcse Persatent Post-Traumats Hesdacre and 13 Dfemrtate £ bom Croome £ o Bl Al
Create Vet Type

~ O ANovel Tool for Field Assessment of MiS Traumatc S7am ingury Taraa R Espeoza Adme
Coipute s¥esm aad PV O AProsgectve Noa-imvaswe Stucy of Careten Biood Fiow Vieiocty Morphology for Guanticanon of ineracranal Presscre (09 Rozem mamace hzm
€-8ncer
s G ot O  ARandomzes Circal Tral Examining the Efcacy of the Grous ASministered Modfed Story Memary Tachagus (=SMT) i Persons weh T8I L
S, O ASiay 10 Evause the BeanPont V200 Davice i indivcun's Binded by Traumate injury Pavcia Gease g
Site Administ QO ADAPT Sut-atudy. Genetic 3nd enviconmental ficences o6 moowery of Sevare pedatnc brain injury T Agme
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5. Click on the Study Title to open the Protocol.

Subject Management  Data Dictionary  DataRepository  Query  Meta S Account Management
Dashboard ~ SPORT CONCUSSION ASSESSMENT v
ProFoRMS
Flease ene indormation % fol
ProFoRMS Home
3 -] Data Repository Study
o oct ~ a
Manage M 9350 506t 3 Jata rePORLOTY LTy
Seach
Collect Data i

STUDY TITLE STUDY ID L

Manage Protocol
— O Alatent Varabdle Pranctype for the Demersa Dagross and Siomarker Selection i T8I g%?'ma.z Oca Royall Admin
'

AMagnesc R i Class, ceurataly O P 2 Py t 0 Dif e 2 4 ! FITSR-
Aewign Rotes o "q;."vc esonance imagng Based Classfar to Accurately Dagrose Persistent Pos! matc Headache and to Difierentate 2 from Chronic sfcv:co: Tosd Scrmect Admin
Create Vinit Typs FITER-
Mncge Vet Tyee (o) | ANovel Tool for Field Assessment of Mild Traumatc Bcan Injory I _ STUOYOoN02z2  TemaraR Espmoza  Adein
Connigure #Form ana PVe O AProspectve Non-invasive Study of Cessbeal Blood Flow Visiosity Marphology s Quanthication of Intracranial Fressure (ICF) B ooouor  Foben Hamin Admin
E-8inger
Protocol Close-cut Q  ARsngomizes Cinical Tral Exasining the E¥cacy of the Group Administered Modfied Story Memory Techaigue (mSMT) in Persces with T8I g%mw Nancy Charsvation Admin
Rovitts QO AStucy 1 Evaluste the BrainPert V200 Device i Individuals Binded by Traumate njury Z,"f’értc’x” . Patricia Gesnt Ademin
= FITER- :
Site Administration O ADAPT Sut-study. Genetic 300 envroomental influences on recovery of severe pediatric beam injury sﬁ'nvooocw Brad Kuroveski Admin
O ADAPT Sot-study. MRI Markers of Funconal Ouicome after Severs Pediaunc Traumatic Brain injury SRR ADARMSIN, .  Nssia
O AM TEIimpact of Aging on the Immune Sesconse o Traumat Scam Injry ;%mm Hisre JTrompson  Admin
O Accumutated white matiar fiber strain from repetitve head impacts in contact spornts f:sj.'. anes  Songbai & Agenin
STUOYO00027E
O Acsa LowLavel Laser Tharagy for the Traatmant of Modecate Traumasic Brain Injury T ovoooozes  Benjamin Vakoc Adman
O Adding Legacy Cinical Data to the Federal Intaragency Traumatc Seain Injory: Ccole Srai Injury Treatment Tral (COBRIT) T ovoozs FossZsbore. 00  Admn
s p FITBIR- Fredenck P Rivara.
O Addaion of Padiatri T8 Data 1o FITEIR: Chid Haath A injury (CHA) stody STUOY0000230 WO, MPH Rc
QO  Adminisation of Recombinan Eryhroposetin to improve Necvasculanzason and Oecrease Neuroinflammaton ater T8I (CNRM) Ramon Daz-Amista  Admin
O Advanced imaging Acquission and Daca Analysis for 2 Mitary TB! Newomagng Oatatase at NICoE John Ofinger Adma
Showing 1 1 15 of 200 entres (0 fow selectes o Fust Provicus [1]2.3 4 6 4 Nex Last

[-] Protocol Detaits

E the £AOtOCE! INfOrmaton and Click 0n “Save’ IO save the prosocol
* This symaal indicates a required feld
Protocol Name” | Evaluating a Nove! Method of EEG Evoed Response Potental Analysis in Sport Concussion Assessment

and Effect of Concussion

Protocol Number” | SPORT CONCUSSION AS:

Principal investigator(s)”

Study Type”
Subject Label” O Subject GUID O Sutject ©

28 * BRICS USER MANUAL © 2020 National Institutes of Health/CIT — Proprietary and Confidential



BRICS

3.8.2 Assign Roles

To Assign Roles within a study, perform the following actions:
1. Navigate to the ProFoRMS module
2. Select a Protocol (see section 3.5.1)

3. The ProFoRMS Dashboard opens. Select the Manage Protocol tab on the left-side tool
bar then select the Assign Roles tab.

4 Home  Workspace Subject Management

DataDictionary ~ DataRepository  Query  Meta Study  Account Management
Dashboard FITBIR0O1 v
ProFoRMS
Assign users to roles
ProFoRMS Home
Search: ~ Adm
LOITRILIED USERNAME 4 NAME 4 ROLE PROTOCOL SITE 4
Collect Data * - Select =
olflect Ba testadmin Admin, Test Clinical Research Assc ~ w She
Manage Protocol
P ————— x - Select Site -
Protocol Information administrater Admin, Portal Associate Investigator W
Assign Roles
4 seladmin admin, sel
Create Visit Type

Manage Visit Types

nonAdminAutoQA nonAdmin, nonAdminAutoQA - -
Configure eForm and PVs

Showing 1 to 4 of 4 entries

E-Binder

First Previous | 1| Next Last
Protocol Close-out

Save Reset Cancel
Reports

Site Administration

4. In the Assign Roles page, find a user from the list of users. Use the drop-down menu to select
and assign roles for a user in that study. The user roles depend on the study set up and can be as
follows: Principal Investigator (max privileges), Clinical Coordinator, Study QA, Data Entry, etc.

1 Home Workspace ProFoRMS Subject Management

Data Dictionary Data Repository Query Meta Study Account Management
Dashboard  FITBIR0O1 v
ProFoRMS
Assign users to roles
ProFoRMS Home
Search: v Adm

LA Ees USERNAME 4 NAME 4 ROLE PROTOCOL SITE 4
EolRCCEaE testadmin Admin, Test Clinical Research Assc ~ w < =sriiE=

Manage Protocol

) administrator Admin, Portal =EsciiEE=
Protocol Information Associate Investigator
_ Clinical Research Associate
selAdmin admin, sel
Create Visit Type
Data Entry
Manage Visit Types
nonAdminAutoQA nonAdmin, nenAdminAutoQA
Configure eForm and PVs Data Manager
. Showing 1 1o 4 of 4 entries First Vi t t
E-Binder FITBIR Program Director Role First Frevious |1 Next Last
Protocol Close-out
NPTH Associate Investigator ﬁ Eees (Fee

Rapoits NPTH Data Entry

5. Click the Save button.
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3.8.3 Create Visit Types
To Create Visit Types, perform the following actions:

1. Navigate to the ProFoRMS module

Select a Protocol (see section 3.5.1)

The ProFoRMS Dashboard opens. Select the Manage Protocol tab on the left-side tool
bar then select the Create Visit Type tab.

Create a new Visit Type by entering the Visit Type Name, Visit Type, and a Short

Description

Type. Then, use the up and down button to change the order under [-] eForm Display
Order
a. The list only contains the eForms that are selected within the visit type

Finally, the fields within the eForms associated with this visit type have the ability to be

Select the check-boxes beside the eForm Name to associate published eForms to that Visit

autopouplated during data collection. Select the fields under [-] eForm Field Autopopulation

Capabilities to enable autopopulation within this Visit Type.
a.
subject.

page.

ft Home  Workspace AL TG W SubjectManagement DataDictionary  DataRepository ~ Query  MetaStudy  AccountManagement
ProFoRMS Dashboard | FITBIR001 v
Create a new visit type, select a visi type 1o view or perform an action
ProFoRMS Home

[ Create Visit Type

Manage Subjects * This symbol indicates s required field

Visit Type Name

Collect Data R Tyvn et
4 VisitType | Please select Type v
Manage Protocol 0 Category
Protocol information *
Description

Aszign Roles
Manage Visit Typse Self Reporting eForms *  Avaiatie [ 15 % | days before the scheduled visit until [ 15 *  days after the scheduled visit

Configure eForm and PVs

Select published eForms below 10 associate 1o this vist type:
E-Binder Show Selected eForms.
Profocol Close-out
Search
Reports & EFORM SHORT NAME & DESCRIPTION & REQUIRED? 4 SELF REPORTING?

You may have to provide additional information when scheduling a visit for a particular

Click the Add Visit Type button. The new Visit Type(s) appear in the Manage Visit Types

Site Administration i - oo - Required Yes
eFormTits_Aug 10 10:29:40 eFormName_Aug_10_10_27_08 eForm for PSR o -

5 eFormTitle_Aug 10 10:50.22 eFormName_Aug_10_10_55_50 eForm for PSR ;’?""” Yes

. ptional No
ﬁ eFormTite_Avg 12 16:17:03 eFormName_Aug_12_18_13._3 eForm for PSR Ro::::f :fo‘
G A = Required Yes

FITSIR Demographics DemogrFITBIR_1 o sy s

Import Form Structure Template eFormName_Aug_10_13_11_00 &Form for PSR Required Yes

2 = e Ogtional No

Import Form Structure Template Form_Structure_PDEP &Form for PSR Raquied o

Cgtional No

" — o'y - - Required Yes

Import Form Structure Tempiate eFormName_Aug_10_12_45_28 &Form for PSR i b

Import Form Structure Temgiate Form_Structure_FITBIR eForm for PSR if“’:_::j‘ f}:

Import Form Structure Template eFormName_Aug_10_12_57.28 eForm for PSR Required Yes

o = Optional No

Import Form Structure Temgiste eFormName_Aug_10 eForm for PSR 2?’;’:" f;’

o1 . w1 Required Yes

Import Form Structure Temgiate eFormName_Aug_10_13_08_5¢ eForm for PSR o e

Showng 110 11 of

5a.
ﬁ(.] eForm Display Order

6.

of 11 entries (0 Rows Selected of 0)

ﬁ [+] eForm Field Autopopulation Capabilities

ﬁ Add Visit Type Reset Cancel
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3.8.4 Manage Visit Types
To Manage Visit Types, perform the following actions:

1. Navigate to the ProFoRMS module
Select a Protocol (see section 3.5.1)

3. The ProFoRMS Dashboard opens. Select the Manage Protocol tab on the left-side tool
bar then select the Manage Visit Types tab.

Select the check-box beside the Visit Type Name to perform an action: Edit, View Audit,
and Delete functions.

% Home  Workspace

Subject Management  Data Dictionary  Data Repository

Query  Meta Study  Account Management

ProFoRMS Dashboard  FITBIR001 v
ProFoRMS Home My Visit Types
Select a visit type to view or perform an action
Manage Subjects
Search: »

Collect Data B VISIT TYPE NAME TYPE $ CATEGORY § DESCRIPTION # EFORMS INCLUDED #
Manage Protocol 0O socay 90 day SWLS_CDISC_FITBIRStudy0000359

Protocol informsation O  Baseline Common Baseline for demographics data DemogiFITBIR_1, GOSE_Standard_1, and PHQ_1

Assign Roles Showing 1 to 2 of 2 entries (0 row selected of 2) First Previous |1] Next Last
Create Visit Type

Manage Visit Types —

‘Configure eForm and PVs

E-Binder

Protocol Close-out
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3.8.5 Configure eForm and PVs

There is a feature where you are able to choose which fields of the eForm and PVs to either Show,
Hide, or Read Only.

To Configure eForm and PVs, perform the following actions:

1. Navigate to the ProFoRMS module

2. Select a Protocol (see section 3.5.1)

3. The ProFoRMS Dashboard opens. Select the Manage Protocol tab on the left-side tool
bar then select the Configure eForm and PVs tab.

# Home Waorkspace Subject Management Data Dictionary Data Repository Query Mets Shady Account Manasgement
Dashboasrd TeasTuDY -
ProFoRMS
ProFoRMS Home Configure eForm and PVs

Saloct an eFom 1o perform an acton.
Manage Subjects
Contgurs sform || Verw Asan Search «

@  SWLS_COBC_FITERSRH 000 Ha

Srowing 182 1 of 1 #ersas (1 row slected of 1
Profocel Information

Collect Data

Anign Bolen
Creste Vit Type
Manage Visit Tynes
Caangure eFsim and P's
E-dincer

Protoesl Clese-cut

Reports

Site Administration

4. Choose which fields of the eForm and PVs you want to Show, Hide, or Read Only, then
select Save.

fome  Wokspace T T SibiectManagement  Data Diconsry  DolaRepository  Query  Meta Sty  AccountManagement
ProFoRMS Dashbosd | TBISTUDY .
s Configure sFom and PVs

SWLS_CDISC_FITBIR Shudy 0000359
Mansge Subjects

Collect Data Main Show Hige

Reports

Site Administration

- ® r
® show Hic Foaax
@ s "
& e e Ont
Satisfaction with Life Scale ) show [ Hide | ReadOnly
@ s 7
Feemmastia Ve
©: Tha condions of ey 14e are ssxcelient & Snow O Hice 2 Fiead Onty
Eermastie Vales
3 | am sassfed wih my e ® znow
Fermastie Values
far! nave somen P st g | wartin @sow  Owce s vty
Peerassie Vaius
s _
Fuemasbie Vel
O Swtafacsen with Lia Seale Total Seons @ Show O Hee D) Fiaad Only

Cane EI

32 « BRICS USER MANUAL © 2020 National Institutes of Health/CIT — Proprietary and Confidential



BRICS

3.8.6 Patient Self-Reporting

Patient Self-Reporting is an Admin-enabled function. You must have an administrative privilege in
order to use this feature. Ensure you have Administrative privileges enabled before attempting to
set up patient self-reporting in ProFoRMS.

To use Patient Self-Reporting, perform the following actions:

1. Navigate to the ProFoRMS module
. Select a Protocol (see section 3.5.1)

3. The ProFoRMS Dashboard opens. Select the Manage Protocol tab on the left-side tool
bar then select Create Visit Type.

4. Create a new Visit Type by entering the Visit Type Name, Visit Type, and a Short
Description

5. Select the check-boxes beside the eForm Name to associate published eForms to that Visit
Type.

6. Under the Self Reporting column, select “Yes” next to the eForms that you want to have
self-reporting capabilities.

7. Refer back to section 3.8.3 for [+] eForm Display Order and [+] eForm Field
Autopopulation Capabilities information.

8. Select Add Visit Type once you are finished.

f Home  Workspace [MZCZGULH| SubjectManagement  DataDictionary  DataRepository  Query  Meta Study  AccountManagement

ProFoRMS Dashboard | FITBIR001 v

Craate 3 new visit type, select a visit type to view or perform 3n action.
ProFoRMS Home

[ Create Visit Type

Manage Subjects ™ This symbol indicates & required field

Visit Ty .
Collect Data R Tyee e

4 VisitType | Please select Type. -
Manage Protocol . Catigory
Protocol information *
Description

Assign Roles
Creats Viait Type 4
Manage Visit Types Self Reporting eForms *  Avaisbie (15 & | days before the scheduled visit until [ 15 % days after the scheduled visit

Configurs eForm and PVs
Select pubished eForms Selow 1o associate to this vist type

E-Binder Show Selected eForms
Protocol Close-out
Search
Reports A EFORM NAME a EFORM SHORT NAME a DESCRIPTION a4 REQUIRED? a4 SELF REPORTING? s
Site Administration eFormTitle_Aug 10 10:20:40 eFormName_Aug_10_10_27_00 eForm for PSR Required Yes
2 Ag_10_10.27. Ogtional No
010:5022 eFormName_Aug_10_10_55_50 &Form for PSR Required Y
. e i) Ogtional No
= A e = Required Yes
T 12 16:17:03 F 12_16_1
ﬁ eFomiTite_Aug eFormName_Aug_12_16_13_38 &Fom for PSR e e
T2IR D ar; arEITE Required Yes
FITEIR Demographics DemogrFITBIR_ b -
Import Form Structure Tempiate eFormName_Aug_10_13_11_00 &Fom for PSR Required fi
22 - s Optional No
Import Form Structure Tempiate Form_Structure_PDEP eFom for PSR Raquirerl s
o - Crtional No
~ =, Required Yes
» plat . 10_1
Import Form Structure Tempiate eFormName_Aug_10_12_45_20 Fom for PSR . b
Impart Form Siructure Temglate Form_Stucture_FITBIR eFom o PSR et vbey by
- - Cgtional No
Import Form Structure Tempiate eFormName_Aug_10_12_57_28 eForm for PSR Bagied Yoy
= e Ogtional No
s & T G Required Yes
Import Form Structure Tempiate eFormName_Aug_10_13_19_28 eForm for PSR Opional No
Import Form Structure Tempiate eFormName_Aug_10_13_03_58 &Form for PSR Required L
- A 10 13 08¢ Optional Yo

Showing 110 11 of 11 entries (0 Rows Selected of )

[+] eForm Display Order

[+] eForm Field Autopopulation Capabilities

ﬁ Add Visit Type || Reset || Cancel
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The new Visit Type(s) appear in the Manage Visit Types page.
Select Manage Subjects on the left-side tool bar then select Schedule Visit.
Add new visit or select a visit from the drop-down menu. * This symbol indicates a required

10.
11.

tield. Select the desired visit date by clicking on the calendar & icon then select a Visit
Type from the drop-down.
Select the Add button.

The scheduled visit will be updated successfully.

12.
13.

% Home

Workspace SubjectManagement  DataDictionary ~ DataRepository ~ Query  Meta Study  Account Management
Dashboard ~ FITBIR0O1 v
ProFoRMS ashboar
View scheduled visits, add new visits or select a visit to perform an action
ProFoRMS Home «This symbol indicates a required field
o UID or Pseudo-GUID *  TBI_INVYZ656VT9 i
Manage Subjects g Lol e
Date and Time"  2021.02-11 17.15 z 11.
My Subjects
Add Subject 10 Visit Type"  Baseline ¥
W data elements were toggled on for auto-population for this visit type. Please provide values that will be populated into
the eForms associated with this visit for this particular subject. You will be able to change the values during data collection if
necessary.
Collect Data Age in Years
Manage Protocol Age Remainder in Months
Reports _> Cancel
Site Administration Scheduled Visits
Download Search: +
M susJECcTGUID VISIT TYPE $ DATE AND TIME $ SELF REPORTING TOKEN
O  TBLINVYZES6VTS 12 Months 2021-02-03 13.22 ptdakOyxn00ktj3s
O  TBILINVYZ856VTS Baseline 2020-07-13 00:00
O  TBIINVYZE56VTS 90 day 2020-05-27 02:00
O  TBLINVYZ656VTS Baseline 2016-10-08 00:00
Showing 1 to 4 of 4 entries (0 row 1] Next La

14. To allow the subject to self-report, select the Self-Reporting Token link and send it to the
subject with the GUID.

1% Home

Workspace Subject Management  Data Dictionary  DataRepository ~ Query  Meta Study  Account Management
PrOFORMS Dashboard FITBIR001 v
ProFoRMS Home [ The scheduled visit has been updated successfully.
View scheduled visits, add new visits or select a visit to perform an action
«This symbol indicates a required field
Manage Subjects
Subject ID *
My Subjects
Add Subject Date and Time"™ - - - -
a To allow the subject to self-report, send this URL to the subject with GUID
visetpe! | TBLINVYZeSeVTS: ..
Collect Data Add Cancel
Manage Protocol -
Scheduled Visits Copy Cancel
Reports Download Search: v
Site Administration B susJECTID VISIT TYPE $ DATE AND TIME $ SELF REPORTING TOKEN
a 10 Test 2021-08-20 13:25 d0i1ul75ymsclpbr _
0 10 Baseline 2020-07-13 00:00
o 11 90 day 2020-05-27 02:00
0O 1w Baseline 2016-10-08 00:00
Showing 110 4 of 4 entries (0 row selected of 4) 1
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3.8.7 E-Binder

The E-Binder is used to Add/Edit documents or view existing documents.
To access the E-Binder, perform the following actions:

1. Navigate to the ProFoRMS module
. Select a Protocol (see section 3.5.1)
3. The ProFoRMS Dashboard opens. Select the Manage Protocol tab on the left-side tool
bar then select E-Binder.

1t Home Workspace P 5 Subject Management Data Dictionary Data Repository Query Meta Study Account Management

ProFoRMS Dashboard  TBISTUDY v

NewFile  New Folder Edit Delete Download
» [ Reguiatory E-Binder

ProFoRMS Home
Manage Subjects

Collect Data

Manage Protocol

Protocol Information
Assign Roies

Create Viait Type
Manage Viss Types
Configure eForm and PV

(o | —

Reports

Site Administration

Use the New File option to upload a new document
Use the New Folder to create a new folder

Use the Edit option to edit your uploaded document
Use the Delete option to delete a document

Use the Download option to download documents

e

E-Binder

New File New Folder Edit Delete Download
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3.8.8 Protocol Closeout

At the end of the study, there needs to be a record that the PI or all investigators acknowledge that
the data collected and entered in the repository are clean and accurate.

X/
%

X/
%

X/
%

Y
L %4

X/
%

Y
L %4

The e-form will state that the PI acknowledges that the data collected is accurate to the best
of their knowledge

The e-form will capture the signature of the PI

The e-form will capture the full legal name of the PI

The e-form will capture the date and time that the form was signed

The PI will be required to lock this e-form

This e-form will be sent to the data repository and will be part of the study’s data set

To access the Protocol Closeout, perform the following actions:

1.

Navigate to the ProFoRMS module

Select a Protocol (see section 3.5.1)

The ProFoRMS Dashboard opens. Select the Manage Protocol tab on the left-side tool
bar then select Protocol Close-out.

Select the box next to “I certify that all the data collected in this protocol is accurate to the
best of my knowledge” then select Close Protocol.

fhHome  Workspace WCUUUTW  SubjectManagement  Data Dictionary  DataRepository  Query  Meta Study  Account Management

ProFoRMS Dashbosrd  TEASTUDY v

ProFoRMS Home

| catity that all the data colected in this protocol is accurate 1o th best of my kncwiedge

Close Protocol

Manage Subjects

Collect Data

Manage Protocol

Protocol Informasion
o

Craste Visit Type
Manage Vinit Types
Configure eForm and FYs
E-Binder

Reports

Site Administration

A confirmation will appear notifying you that the Protocol has been successfully closed out.

Subject Management  Deta Dictionary  DofaRepository  Query  Meta Study  Account Management

ProFoRMS Dashboard 123 v

ProFoRMS Home Protocol Test User Guide has been closed out successhully

Manage Subjects
| cartify that all the data colected In this protocol is accurate 1o the best of my knowiedge

Manage Protocol

Feoiccsl Infomaticn
Avsign Roles

Create Viait Trpe
Manage Visit Types
Configure eF orm and Py
£ Bindes

Protocol Close-out
Reports

Site Administration
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3.9 REPORTS
The ProFoRMS reporting feature provides the following report outputs:

% Protocol Reports

#* Detailed Protocol Report

% Without Collections

% Forms Requiting Completion & Lock
¢ Locked Forms

#* Submission Summary

#* Form Status

#* View Auditor Comments

% View Reviewer Comments

3.9.1 Protocol Report

This report will show the Protocol Name, Principal Investigator, Start Date, End Date, Number of
Subjects Estimated, Number of Subjects Enrolled, Number of Forms per Protocol, Number of
Forms Administered, Number of Forms Locked, and Number of Forms to be Locked.

To view the Protocol Report, perform the following actions:

1. Navigate to the ProFoRMS module
. Select a Protocol (see section 3.5.1)
3. The ProFoRMS Dashboard opens. Select the Reports tab on the left-side tool bar. The
Protocol Report information page appears.
4. 'The Protocol Report appears. You may use the export feature to export the report to
either CSV or Excel formats.

workspace oo 1] SubjectManagement  DataDicionary  DataRepository ~ Query  MetaStudy  AccountManagement

ProFoRMS Dashboard | FITBIR001 v

This report will show the protocol by Name, Principal Investigator. protocol type, status, number of subjects enrolled, and number of administered forms of each protocol.
ProFoRMS Home

Manage Subjects

T A PRINCIPAL 4 STARTDATE 4 ENDDATE & #OF SUBJECTS 4 #OF SUBJECTS o pOF FORMS, #0F FORMS s #OFFORMs, 0T FORMS
INVESTIGATOR ¥ v ¥ ESTIMATED ¥ ENROLLED ¥ ¥ ADMINISTERED ¥ LOCKED v
PROTOCOL LOCKED
Collect Data
FITBIR Generic PROD Study 0 1 4 3 1 2

Manage Protocol Showing 110 1 of 1 entries First Previous [ 1] Next Last
Reports
Protocol Report <
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3.9.2 Detailed Protocol Report

This report will show the Protocol Name, Principal Investigator, Start Date, End Date, Number of

Subjects Enrolled, Number of Forms per Protocol, and eForms Associated with Protocol (Number
of Records).

To view the Detailed Protocol Report, perform the following actions:

1. Navigate to the ProFoRMS module
Select a Protocol (see section 3.5.1)

3. The ProFoRMS Dashboard opens. Select the Reports tab on the left-side tool bar then
select the Detailed Protocol Report tab.

4. The Detailed Protocol Report appears. You may use the export feature to export the
report to either CSV or Excel formats.

1 Home Workspace ;“- "". Subject Management Data Dictionary Data Repository Query Meta Study Account Management
Dashboard FITBIR0OO1 v
ProFoRMS
This report will show the protocol by Name, Principal Investigator, start date, end date, number of eéForms in protocol, and name of each eForm along with number of administered forms.
ProFoRMS Home
Manage Subjects
¢ ! PRINCIPAL # OF FORMS
INVESTIGATOR & STARTDATE § ENDDATE ¥ # OF SUBJECTS ENROLLE® PER % EFORMS ASSOCIATED WITH PROTOCOL (# OF RECORDS)

Collect Data ERUICCOC

Adverse Events (0)
FITBIR Demographics (1)
Glasgow Coma Scale (GCS) and Pupiis (0)

Glasgow Outcome Scale Extended (GOS-E) (1)
FITBIR Generic PROD Study 1 4 Imaging Read Form old (0)

Imaging read form v1.0 (0)
Patient Health Questionnaire (PHQ) (1)
Protocol Report

Manage Protocol

Patient Health Questionnaire (PHQ-8) (0)
Patient Health Questionnaire (PHQ-9) (0)
Detailed Protocol Report |+ Satisfaction with Life Scale (SWLS) FITBIR_Study00... (0) more
et Coloctions Showing 110 1 of 1 entries

First Previous | 1| Next Last
Forms Requiring

Completion & Lock
Locked Forms.
Submission Summary
Form Status.

View Auditor Comments

View Reviewer Comments
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3.9.3 Without Collections
This report lists the GUIDs (including Pseudo-GUIDs) without collections.

To view GUIDs Without Collections Report, perform the following actions:

1. Navigate to the ProFoRMS module
Select a Protocol (see section 3.5.1)

3. The ProFoRMS Dashboard opens. Select the Reports tab on the left-side tool bar then
select the Without Collections tab.

4. The Without Collections Report appears. You may use the export feature to export the
report to Excel.

# Home  Workspace [ YEW  subject Management  Data Dictionary

ProFoRMS

DataRepository ~ Query  Meta Study  Account Management

Dashboard FITBIR001 v

This report lists Subjects without collections.
ProFoRMS Home
Download Search »
Manage Subjects
SUBJECT GUID

Collect Data TBIEX603ACY

Showing 110 1 of 1 entries First Previous | 1| Next Last
Manage Protocol

Protocol Report

Detailed Protocol Report

[

Forms Requiring

Completion & Lock
Locked Forms.
Submission Summary
Form Status

View Auditor Comments

View Reviewer Comments.
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3.9.4 Forms Requiring Completion & Lock

This report contains the list of collections that are in progress and are over 30 days since creation.
In addition, this table also provides collections that have been completed, but not locked.

To view Forms Requiring Completion & Lock, perform the following actions:

1. Navigate to the ProFoRMS module

2. Select a Protocol (see section 3.5.1)

3. The ProFoRMS Dashboard opens. Select the Reports tab on the left-side tool bar then
select the Forms Requiring Completion & Lock tab.

4. The Forms Requiring Completion & Lock Report appears. You may use the export
feature to export the report to either CSV or Excel formats.

1+ Home Workspace | Proforms | Subject Management Data Dictionary

Data Repository Query Meta Study Account Management
Dashboard FITBIR0O1 v
ProFoRMS
This report contains the list of collections that are in progress and are over 30 days since creation
ProFoRMS Home
seacn <
Manage Subjects
ORI SUBJECT ID FORM NAME 4 VISITTYPE 4 DATE CREATED 4 LASTUPDATED 4 REQUIRED? 4
Collect Data 10 FITBIR Demographics Baseline 2017-05-08 12:58 2020-07-01 14:27 Optional
10 Glasgow Outcome Scale Extended (GOS-E) Baseline 2017-02-09 14:32 2020-06-30 10:34 Optional
Manage Protocol Showing 1 1o 2 of 2 entries

First Previous | 1| Next Last

Protocol Report
Detailed Protocol Report
Without Collections

Forms Requiring

Completion & Lock ‘

Locked Forms
Submission Summary
Form Status

View Auditor Comments.

View Reviewer Comments
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3.9.5 Locked Forms

This report shows the forms that are locked in data collection, and it is filled out by subject.

To view Locked Forms, perform the following actions:

1. Navigate to the ProFoRMS module
Select a Protocol (see section 3.5.1)

3. The ProFoRMS Dashboard opens. Select the Reports tab on the left-side tool bar then
select the Locked Forms tab.

4. The Locked Forms Report appears. You may use the export feature to export the report to
either CSV or Excel formats.

1% Home Workspace '.,n; E Rl ., Subject Management Data Dictionary Data Repository Query Meta Study Account Management
PI’O FOR MS Dashboard  FITBIR001 w
This report Shows the forms that are locked in data collection, and it is filled out by Subject.
ProFoRMS Home
= SUBJECTID FILLED FORM % COLLECTION VISIT DATE § #OF QUESTIONS ANSWERED § VISITTYPE -
Collect Data 101 Patient Health Questionnaire (PHQ) 2016-10-08 00:00 5 Baseline

Showing 1to 1 of 1 entries

First Previous | 1| Next Last
Manage Protocol

Protocol Report
Detailed Protocol Report
‘Without Collections

Forms Requiring

Completion & Lock
Erra—
Submission Summary

Form Status

View Auditor Comments

View Reviewer Comments

41 » BRICS USER MANUAL © 2020 National Institutes of Health/CIT — Proprietary and Confidential



BRICS

3.9.6 Submission Summary

This report lists the status of collections submitted to the data repository for this protocol.
To view Submission Summary, perform the following actions:

1. Navigate to the ProFoRMS module
Select a Protocol (see section 3.5.1)

3. The ProFoRMS Dashboard opens. Select the Reports tab on the left-side tool bar then
select the Submission Summary tab.

4. 'The Submission Summary Report appears. You may use the export feature to export the
report to either CSV or Excel formats.
ProFoRMS Dashboars  TBISTUDY v
ProfoRMS Home ooy e ot B9 e 1 e ot v -
Manage Subjects
Cobiect Data Sube
TEOEMODBTZANA MUl Sewxt Test 2 Banesre Vit 2014.06-11 14O Ferdrg
TH_NVOMISETLY MUl Select Test 2 Basetre Vit 20140612080 Ferang
Reports B BAVKUOTABO4 Mt Setect Test 2 Basewe viat 2014.06-12 10 49 Ferang
TB_MVPOOIEING Xr grorge 20130710 08 30 Ferang
i oo oan OV L geoye 2013-07-19 08 X Ferang
S Wit Colostons TH_MVPDOIEDNC . oeorge 2013-07.10 08 %0 Prearg
SORs Spiing Lok 'M'\)Yﬂlm’rﬂhm!ao(xm
Lockes forme
[y w—
Form Statey by O
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This

3.9.7 Form Status

report shows the completion status of forms by Subject Label for each visit type.

To view Form Status, perform the following actions:

1.

Navigate to the ProFoRMS module

Select a Protocol (see section 3.5.1)

The ProFoRMS Dashboard opens. Select the Reports tab on the left-side tool bar then
select the Form Status tab.

To use this report, you must select a GUID or Subject ID from the drop-down menu or

start typing to autocomplete the result in search field then select Submit to generate the
report.

SubjectManagement  DataDicionary  DataRepository ~ Query  Meta Study

Account Management

ProFoRMS Dashboard  FITBIR001

for each visit type. To Use this report please Select a value from drop down of start typing 1o autocomplete result
ProFoRMS Home SubjectiD | <. M o

Locked @ I Progress (0) Completed () Not Started

-= Not Administered( or form not in visit type)
Manage Subjects * Letter R inside circle means required form for that visit type:

Collect Data ] Search. =

FORMNAMENVISITTYPE 90 DAY 4 BASELINE ¢
Manage Protocol FITBIR Demographics
Glasgow Outcome Scake Extended (GOS-E)

Patient Health Questionnaire (PHQ)
Protocol Report

h FITBIR

Deialied Protocol Repost Satisfaction with Life Scale (SWLS) FITBIR_Study0000359

Showing 1 to 4 0f 4 eniries First Pr Next Last
Without Collections: ’ First Previous | 1| Next Las!

Forms Requiring
Completion & Lock
Locked Forms.
Submission Summary

[EE N f—

View Auditor Comments

View Reviewer Comments

5.

fiHome  wonkspace IRi i i) SubjectManagement  DataDictonary  DataRepository

Dashboard FITBIR0O1 v
ProFoRMS
This report shows the completion status of forms by Subject Label for each visit type. To use this report please select a value fr drop dk or start typing to result
ProFoRMS Home Subject 1D 191 Submit (O Locked @) In Progress (1) Compieted () Not Started
- = Not Administered( or form not in visit type)
Manage Subjects * Letter R inside circle means required form for that visit type
Callet o =1 seacn +
FORMNAMEVISITTYPE 90 DAY $ BASELINE $
Manage Protocol

. (O]
Glasgow Outcome Scale Extended (GOS.£) . o]

You may use the export feature to export the report to either CSV or Excel formats.

Query  MetaStudy  Account Management

FITBIR Demographics

Protocol Report Patient Health Questionnaire (PHQ) : @]
B Sl Satistaction with Life Scale (SWLS) FITBIR_Stuay0000359

WD Showing 1 to 4 of 4 entries

First Previous | 1 Next Last
Forms Requiring

Completion & Lock
Locked Forms

Submission Summary

View Auditor Comments.

View Reviewer Comments
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3.9.8 View Auditor Comments

This report shows a summary of auditor comments that are made in the data collections.
To View Auditor Comments, perform the following actions:

1. Navigate to the ProFoRMS module
Select a Protocol (see section 3.5.1)

3. The ProFoRMS Dashboard opens. Select the Reports tab on the left-side tool bar then
select the View Auditor Comments tab.

4. 'This report shows the GUID or Subject, eForm, and Number of Auditor Comments that
have been made as well as the Date/Time, Question Text, and Audit Status of a collection.
5. You may use the export feature to export the report to either CSV, Excel, or PDF formats.

Subject Management Data Dictionary Data Repository Query Meta Study

Account Management

ProFoRMS

Dashboard  FITBIR001

ProFoRMS Home View Auditor Comments Summary

Search:
Collect Data SUBJECT EFORM 4 #OF AUDITOR COMMENTS 3
101 FITBIR Demographics 1

Manage Subjects

Manage Protocol

Showing 110 1 of 1 entries

First Previous | 1| Next Last
Reports

Protocol Report

Detailed Protocol Report

LD View Auditor Comments Details
Forms Requiring

Comopletion & Lock
Locked Forms.
SUBJECT EFORM % DATETIME % QUESTION TEXT % AUDIT STATUS ]
Submission Summary
101 FITEIR Demographics 2021-07-22 11:37:46 Glebal Unique ID (GUID) which uniquely identifies the subject In Progress
Form Status
—}45145\'-‘1"9 110 1 of 1 entries First Previous | 1| Next Last

View Reviewer Comments
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3.9.9 View Reviewer Comments

This report shows a summary of reviewer comments that are made in the data collections.
To View Reviewer Comments, perform the following actions:

1. Navigate to the ProFoRMS module
. Select a Protocol (see section 3.5.1)
3. The ProFoRMS Dashboard opens. Select the Reports tab on the left-side tool bar then
select the View Reviewer Comments tab.
4. 'This report shows the GUID or Subject, eForm, and Number of Reviewer Comments that
have been made as well as the Date/Time, Question Text, and Review Status of a collection.
5. You may use the export feature to export the report to either CSV, Excel, or PDF formats.

Subject Management  Data Dictionary Data Repository Query Meta Study Account Management

ProFoRMS Dashboard | FITBIR001 v

ProFoRMS Home View Reviewer Comments Summary

SUBJECT EFORM 4 #OF REVIEWER COMMENTS $
101 FITBIR Demographics 1
Showing 1 to 1 of 1 entries

First Previous | 1| Next Last

Protocol Report

Manage Subjects

Collect Data

Manage Protocol

Detailed Protocol Report

Wthout Collections View Reviewer Comments Details

Forms Requiring
Completion & Lock
Locked Forms
SUBJECT EFORM % DATETIME ¥ QUESTION TEXT § REVIEW STATUS s
Submission Summary
101 FITBIR Demographics 2021.07-22 11:40-20 Subject ID number In Progress
Form Status.
Showing 110 1 of 1 entries . I
i Cons First Previous | 1| Next Last

View Reviewer Comments | <
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