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ProFoRMS




CHAPTER-PROFORMS

he Protocol and Form Research Management System (ProFoRM$®)oduleprovidesthe

toolsfor protocol management, data captmd,is alinical trial/researamodule. ProFoRMS

is a weklbased data collection/research application organized by modules, wiftiemdiger

interface designed to help researchers to manage individual studies, subjeei®chORES (

Case Reportdfms), data collection, definectionic case report forms, schedule, and collect

clinical dat a, and then export, anal yze, Fo
Clinical Trail Database (CTDB).

ThingstoNot  e:

ICON KEY 1 Before a protocol can be created, please make sure that the following has been
& Notes completed:

1

Important

1 A study has been created and approved in the Data Repository;
1 e-Form(s) has been published in the Data Dictionary; and

Information 1 Proper permissions are granted to theFerns (if the eform is not standardized)

for users who are collecting data against the form.

3.1 OBJECTIVE
This chapter provides information for users ontbow

Managérotocol
Manageubjects
Collect [ata

Reports and Datau@ry

X X X X

3.2 SYSTEM FUNCTIONS

The main funatin of ProFORMS is to provide the tools that help to optimize the clinical study proces:
including the basic functions of managing protocols, subjects as well as data access and acount manag
Early deployment of ProFoRMS in the study-stadctivitis, such as site identification, initiation of
subject visits, and collection of all the necessary regulatory documents, can save researchers' tim
improve the overall process.

As a wekbased database application, BRICS providdéismeabols that qaport:

x Data Contribution

x Report and Query Data

x  Collect Data
Once a study is running, ProFoRMS can assist users to keep track of subject visits, data collection a
all the relevant forms and regulatory documents. This provides a strong snapshes®frptegns of
study progress and site activation. The ability to track this information ensures that any potential delay:
be identified quickly and addressed.
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3.3 PROFORMS ROLES AND PRIVILEGES
Thetable below describes the specific roles with asdqmiaileges to ProFoRMS module.

Role/Access ‘ Privilege
Same as PI, except cannot add/initiate a
Associate Investigator study

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

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

View studies, visit types, forms, data entr
and oversight, add/edit schedule visits an
Data Entry data collections

PDBP DMR Operations &n members hay
PDBP DMR Administrator full access to all ProFoRMS privileges

PDBP Limited User Viewonly rights

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

View studies, create forms, create visit ty
Research Associate scheduleisits, and collect data
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3.4 UsING PROFORMS
TheProFoRMSmodule (including sthodules) are available within the BRICS Workspace.

ICON KEY

Things to Note:
& Notes 1 The best user experience with navigating through the PGRMS module is with the
1 Important latest Chrome orFirefox browser
—_— 1 Java Runtime Environment (JRE) version 8 or higher is requi@déckyour version of
Information Java.

To access theroFoRMSmodule: Perform the following actions:

1. Login and navigate to tiiéorkspacescreen where all modulesi yrave access to are displayed
2. Click on theProFoRMSmodule to enter ProFoRMS

1% Home ..;,._‘;,_ ce 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 funclmnalr.y and downloadable tools that support data definition, data contribution, and data access throughout the research life cycle.
Admin Dashboard
|
=
ProFoRMS Subject Data Dictionary Data Repository
Management
Query Meta Study Account
Management

Things to Note:
1 AProtocdmust be created first before users can navigate to My Subjects and start adding
subjects or managing and/or editing subjects. Refesdotion 3.5.20f this document
& Notes instruction on creating a protocol.

1 Important

ICON KEY

Information
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3.5 CREATE APROTOCOL

To create a Protocolperform the following actions:
1. Navigate to theroFoRMSmodule

2. Click theCreate Protocobutton

% Home Workspace bject Management Data Di ary Data Repository Query Meta Study Account Management
Dashboard No Protocol Selected (All Protocols) v
ProFoRMS ! !
is a Web-based databaze i designad to help manage data collection
ProFoRMS Home 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

Select A Protocol
Select a Protocol

_ Select a protocol to perform an actien or create a new protocol.
_ - -4_ —
PROTOCOL NAME 4 sTuDYTYPE 4
Natural
_ O sssss Protecol 88 History
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 FITBIR0OT 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. Selecta study from the Data Repository Study thbtethe protocol is associated with

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

f Home  Workspace RILZL B SubjectManagement DataDictionary  DataRepositoy  Query  MetaStudy  AccountManagement

Dashboard No Protocol Selected (All Protocols) v
ProFoRMS “ )
Please enter the information to for the protocol.
EYCEORMS Home (] Data Repository Study

Please select a data repository study

Search: = Auto Repo

STUDY TITLE

STUDY ID 4P H
Manage Protocol
FITBIR-
Auto Repo Study Feb 03 10:26:26 h STUDY0000421 F Name M L Name Read

Protoeol Information

Auto Repo Study Feb 04 10-06:02 0000426 FlameMLNome  Reasd

FITBIR-
Auto Repo Study Feb 04 11:04.49 STUDY0oo0427  F Name M L Name Read

FITBIR-
STUDv0000425  F Mame M L Name Read

FITBIR-
Auto Repo Study Feb 08 12.08:34 STUDY0000s2g T Name M L Name Read

Auto Repo Study Feb 11 10:42.38

FITBIR
STUDY0000431 | NameMLName  Read
Reports.

o]
o]
[e]
QO Auto Repo Study Feb 04 112241
o]
o]
o]

FITBIR-
Auto Repo Study Jan 29 11:23:53 STUDY000041a T Hame M L Name Read

Site Administration
Q  Auto Repo Study Jan 29 11:39:59

FITBIA.
STUDYOsoos20  FMameMLName  Read

f o C 4 total entri W selec )
Showing 11to 8 of 8 entries (filered from 154 total entries) (1 row selected of 154 First Previous |1 Next Last

[-] Protocol Details

Enter the protocol information and click on “Save" to save the profocol
* 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 O Subject ID
Use E Regulatory Binder ® No O Yes

Use E Regulatory Binder Default Structure  ® No O Yes

Enable E-Signature O No ® ves

4. Completeall of the required fields (fields marked with a red asterisk (*))
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a. Subject Labelfield:
i. Depending on which selection you make, you will see this subject identifier
displayedas the primary subject identifier in the Collect Data tables
5. SelecttheProtocol Site(s) that will be using this protocol to collect ddtanrclickSave
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 cITy § STATE $
(O  Brooke Army Medical Center (Primary) San Antonio Texas
D UT Health Science Center at San Antonio San Antonio Texas

G 20f2 (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 ad selecting a protocol can be done in ProFoRMS via two ways:
x Using the Dashboard drajown list; and
x Using the Select a Prototadble

Using the Dashboard dropdown list:
To select a protocol in ProFoORMS using the-dooyn list, perform the followingtans:
1. Navigate to the ProFoRMS module
2. Select a protocol by using the ddogyn menu located in the top rigfeind area of the
module. The list of available protocols appears.
a. Note: Admins have access to all protocols. If you are not an admin andek® not
any protocols displayed in the Dashboard-dogm, reach out to your instance
admin forassistance so they can grant you access

# Home  Workspace I Z 1) SubjectManagement  DataDictionary  DataRepository ~ Query  Meta Study  Account Management

Dashboard No Protocol Selected (All Protocols) v

ProFoRMS

ProFoRMS is a Web-based database application designed to help manage data collection
ProFoRMS Home With ProFoRMS, you can’ Manage Prolocols, 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

Select A Protocol

Select a Protocol 81123
Select a protocol to perform an action or create a new protocol FITBIR-STUDY0000359
Create Protocol PROFORMS_PROTOCOL_JAN 29 1123

Bl PROTOCOL NUMBER ROTOCCURE PROFORMS_PROTOCOL_JAN 29 11:39
MASTER FITBIR 1
O ssses Protocol 89 NIH FHIR DEMO NUMBER

PROFORMS_PROTOCOL_FEB 08 12:08

O FITBIR-STUDY0000359 Targeted Alteration in omega-3 and omega-6 fatty acids for post-traumatic headache (Nutrition for PTH)

Reports
PROFORMS_PROTOCOL_FEB 11 10:42
O FTBIR001 FITBIR Generic PROD Study 2
Site Administration FITBIR001
O MASTERFITBIR 1 Master Fitbir 88888 v

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 Ptabdeqlerform the following actions:
1. Navigate to the ProFoRMS module
2. Click of the desired protocol in the Select a Protocol table. The system will |GExdetie se

protocol data including the list of subject visits

% Home  Workspace [WJCGCUCW  SubjectManagement  Data Dictionary  Data Repository  Query  Meta Study  Account Management

Dashboard No Protocol Selected (All Protocols) v
ProFoRMS
ProFoRMS is a Web-based database application designed to help manage data collection.
ProFoRMS Home 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 §
Natural
O sssss Protocol 89 iistory
O FITBIR-STUDY0000359 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
A Natural
D MASTER FITBIR 1 Master Fitbir History
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3.6 MANAGE SUBJECTS

Thissection of ProFoRMS is designed to help you view the subjects in your protocol, add subjects
to your protocol and schedule subject visits. Theestions available in tianage Subjects
menu are as followsiay want to refer back to 3.5 My Subjects section for descriptjon

x My Subjects

x Add Subject

x Schedule Visit

3.6.1 My Subjects

TheMy Subjectspage lists all subjects currently enrolled into the protocol. The user can sort th
list of subjects bgUID, Subject ID, Status, Validation,andProtocol. The table also includes a
simple search function.

The table menu options allow the user to:

View and edit subjectds i nformati on;
View and upload subject related documents;

View forns 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

X X X X X X X X

3.6.1.1 Access My Subject
To accesBly Subjectspage, performhe following actions:
1. Log into the system
2. Navigate to theroFoRMSmodule
3. Select a protocol (see section 3.5.1)

a. Note: Many of the features on theJeéind side will not be active until a protocol is
selected. If you are unable to select a protocok ptedact the Operations Team
for assistance.

4. The ProFoRMS Dashboard opens. Clicktheage Subjectdab on the lefside tool
bar.

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

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

ft Home  Workspace [ZTRLA0 Subject Management  DataDictionary  DataRepository ~ Query  Meta Study  Account Management

ProFoRMS Dashboard | FITBIR001 v

View subject list, search for a subject, or select subjects to perform an action

FIOFONMS Homo [+] Advanced Search

Manage Subjects My Subjects
m elect a subject to perform an action.
;] : Download gosne

Add Subject

SUBJECT ID § STATUS § VAUIDATED $ PROTOCOL

Schedule Visit
O  TBILINVVF000BVZPY ZPY-89 Active FITBIR001

Collect Data O  TBIINVYZESEVTS 101 Active FITBIR001

Showing 110 2 of 2 entries (0 row selected of 2 st Pravious il i int
Manage Protocol rst Previous Next Last
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3.6.2 Add Subject

To add a subject (research participant) to a protocol, the subjectpnogtied with a unique

Identification numbelt®). This is done by creating a Global Unigeetitier (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
For more information about thdJID, please refer tGhapter 6 Subject Management

To Add Subject perform the following actions:

Navigate to theroFoRMSmodule.
Select #rotocol (see section 3.5.1).
The ProFoRMS Dasboard opens. Clicivtheage Subjecton the lefside tool bar.
TheMy Subjectspage appears.
Click theAdd Subjecttab on the lefside tool bar.
Select the subject that you want to add to the protocol from the subjecDthbpso will
autopopulate th&UID or Pseudo-GUID field in theSubject Information section
a. If no subjects appear in the subject tgbléystep #11
7. Enter theProtocol Subject ID. This ID is unique across the system and is determined by
the user and clinical site.

oghwbdpE
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