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ProFoORMS




CHAPTER 3 - PROFORMS

heProtocolandForm Research Management System (ProFoRM8jodule provides the

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

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

interfacedesignedbo helpresearchets managéndividualprotomls,subjectseCRFgelectronic

Case Report Forms), data collection, define electronic case report forms, schedule, and collec

clinicaldataandthenexport,analyzeandreporton thedataThismoduleisbasednN|1 CHD 6 s
ClinicalTrail Databas€CTDB)

Things to Note:

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

1 Important 1 Astudyhasbeencreatedandapprovedin the DataRepository;

Information

3.1 OBJECTIVE
Thischapteprovidesnformationfor userson howto:

Managé’rotocol
Managéubjects
CollectData
ReportsandDataQuery

X X X X

3.2 SYSTEM FUNCTIONS

The main function of ProFoRMSto provide the tools that help to optimize the clinical study process
includinghebasidunctionsof managingrotocolssubjectaiswellasdataaccesandacounimanagement.

Early deployment of ProFoRMS in the study-stadctivities, such asesitlentification, initiation of
subject visits, and collection of all the necessary regulatory documents, can save researchers' tim
improve the overall process.

AsawebbasedlatabasapplicationBRICSprovidegeattimetoolsthatsupport:

x  DataContribution

x Reportand Quenpata

x CollectData
Onceprotocolisrunning ProFoRMS anassistiserdo keeptrackof subjecwisits,datacollectionandof
all the relevant forms and regulatory documents. This provides a strong snppsdresefin terms of
study progress and site activation. The ability to track this information ensures that any poterdial delays
be identified quickly and addressed.
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3.3 PROFORMS ROLES AND PRIVILEGES
Thetablebelowdescribethe specifiqroleswith associategrivilegeso ProFoRMSnodule.

Role/Access ‘ Privilege

SamasPI, exceptannotadd/initiatea

Associatelnvestigator study
View protocols, visit types, forms,
Clinical ResearchAssociate guestionssreateandmanageueries

Viewprotocolsyisittypesforms,add/
edit schedule visits, data collection and
Clinical Coordinator form reassignments

Viewprotocolsyisittypesforms,data
entry and oversight, add/edit schedule

Data Entry visits and data collections
PDBPDMR Operationdeammembersave
PDBP DMR Administrator full access to all ProFoRMS privileges
PDBP Limited User Viewonlyrights
Createdesignandadministeformsfor
Principal Investigator prospective collection
Viewprotocolscreatdorms,createvisit
ResearchAssociate types, schedule visits, and collect data

3-4A BRI CS MANLEIR © 2023 National Institutes of Health/CIT i Proprietary and Confidential




3.4 UsING PROFORMS
TheProFoRMSmoduleg(includingsubmodulesareavailablevithinthe BRICSWorkspace.

ICON KEY Things to Note:

& Notes 1 The best user experience with navigating through the ProFoRMS module is with the
1 Important latest Chrome or Firefox browser
Information

To accesthe ProFoRMSnodule: Performthe following actions:

1. Loginandnavigate¢o the Workspacescreemwhereall modules/ouhaveaccesto aredisplayed
2. ClickontheProFoRMSmoduleor selecProFoRMSfrom thetop navigatiorbar.

1 Home Workspace ProFoRMS Subject Management

Menu and Filters Y Works

Workspace

Module Overview

| 1= ' ’
_* o o
= -
ProFoRMS Subject Data Dictionary Data Repository
Management
Query Meta Study Account
Management

Data Dictionary

Data Repository  Query

MetaStudy  Account Management

v

Modules: Building Blocks for the Research Life Cycle

There are a variety of key software modules comprising this system. These modules support the vision of interconnectivity and collaboration among the research communities, as well as, provide a combination of web-based
functionality and downloadable tools that support data definition, data contribution, and data access throughout the research life cycle.

Things to Note:

ICON KEY

1 AProtocoimustbecreatedfirst beforeuserscannavigateto My Subjectsandstartadding

& Notes

subjects omanaging and/or editing subjectSee.5

1 Important

Information
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3.41 PROFORMS FLoOw OVERVIEW

Thebasic overview of tliow for the ProformsModule:

CreateaProtocol/ Selecta Protocol> Add subjectsto that protocol > Createvisit typesand
attachpublished eFormsto it > Schedulea visit for the subject(s)to comein > Collectdataon
the subject(s)for that visit type.

3.5 CREATE A PROTOCOL

To createa Protocol: performthefollowingactions:
1. Navigateo theProFoRMSmodule
2. Clickthe CreateProtocol button

ft Home  Workspace  ProFoRMS  SubjectManagement  Data Dictionary ~ DataRepository ~ Query  Meta Study  Account Management
Menu and Filters 3 ProFoRMS Protocol : No Protocol Selected (All Protocols)
ProFoRMS Home

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 start, please
select from the buttons below to either create a new protocol or select from existing protocols.

Select a Protocol

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

B PROTOCOL NUMBER PROTOCOL NAME $ STUDY TYPE B
O 02345 Test Pre-Clinical
O oe876 P0002 Clinical Trial
0O 1025 Tuhin's Proform Test Clinical Trial
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BRICS

3. SelectastudyfromtheData RepositoryStudytablethattheprotocolisassociatedith
(doingthiswill automaticallpopulatethe Principalnvestigator(sandStudyTypefield
information)

ft Home  Workspace  ProFoRMS  Subject Management  DataDictionary  Data Repository  Query  MetaStudy  Account Management
Menu and Fliters ) ProFoRMS Protocol : No Protocol Selected (All Protocols)

ProFoRMS Ho
roFoRMS Home Please enter the information to for the protocol.

[-] Data Repository Study

Please select a data repository study.

Search: +| ]

ntacal jidetticel STUDY TITLE STUDY ID 4P 4 STUDY PERMISSIONS
O Auto Repo Study 868 FITBIR-STUDY0000251 F Name L Name Admin
Auto Repo Study 905 FITBIR-STUDY0000238  F Name L Name Admin
O  BaselineTestMeasurementStudy FITBIR-STUDY0000223  F Name L Name Admin
Import Visit Type Group
QO  BioBoost demo FITBIR-STUDY0000264 Michelle Harris Admin
O  Conference Demonstration FITBIR-STUDY0000248  Heather Rodney Admin
O  Covid 18 impact on teen agers FITBIR-STUDY0000262  Tom Harris Admin
O  DemoTesting FITBIR-STUDY0000266  Michelle Harris Admin
O  Etienne Lamoreaux Demo Study FITBIR-STUDY0000228  Etienne Lamoreaux Admin
O Heather Submission QT Deep Dive FITBIR-STUDY0000205  Heather Rodney Admin
O  HHTest FITBIR-STUDY0000268  jj johnson Admin
O  Imaging Demonstration FITBIR-STUDY0000212 Evan McCreedy Admin
O  Infra Study FITBIR-STUDY0000225  F Name L Name Admin
QO  Kevin LEIAtest study FITBIR-STUDY0000265 Kevin Armengol Admin
O  LIMBIC study FITBIR-STUDY0000255  David Gifu Admin
O Michelle's Demo Test FITBIR-STUDY0000267 Michelle Harris Admin

Showing 1to 15 of 60 entries (1 row selected of 60) First Previous |1 i 2 3 4 Next Last

[-] Protocol Detalls

Enter the protocal information and click on "Save" to save the protocol.
* This symbol indicates a required field.

Protocol Name™ |

Protocol Number" | I \
TE——————————
Principal * |F Name L Name

Study Type" | Other, specify

Subject Label”  Subject GUID ) Subject ID
Use E Regulatory Binder ® No ) Yes

Use E Regulatory Binder @ No () Yes
Default Structure

Enable E-Signature () No ® Yes

PSR Header
o [z Jelx]a]m
EIE SR L

[+] Protocol Sites

4. Completeall of therequired fieldfieldsmarkedwith aredasterisk*))
5. Selec€Createafteralldesiredieldshavebeerfilled out.
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3.5.1 Selecting a Protocol
Searchingnd selecting protocol irProFoRMS

Using the Search

1. Navigateo the ProFoRM$odule
2. Selecthesearchbox atthetop rightof the SelectA Protocolpage.
a. After clickingthe searcibox,youwill seeadrop-downlist with checkboxesext
to them.Currentlyyoucansearchoy Protocol Number, Protocol Name, or Study
Type. You can deselect search fields you dwisbtto search for.
3. TheProtocoltablewill filter asyoutypeyoursearchnto.

ft Home  Workspace  ProFoRMS  Subject Management  DataDictionary  Data Repository =~ Query  MetaStudy  Account Management I
Menu and Filters 3 ProFoRMS Protocol : No Protocol Selected (All Protocols)

ProFoRMS Home

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 start, please

Select A Protocol select from the buttons below to either create a new protocol or select from existing protocols.

Select a Protocol

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

- PROTOCOL NAME PROTOCOL NUMBER
ROTOCOL NAME
O o235 Test jSTUDY TYPE
linical Trial
O o7 P0002 Clinical Trial
D 1025 Tuhin's Proform Test Clinical Trial
1 'reclinical Morris Water Maze Candace Floy 're-Clinical
0O 123 Preciinical Morris Water Maze Candace Floyd FPI Pre-Clinical

4. Click onthedesiregrotocol. Thesystenwill loadtheselectegrotocoldataincludingthe
list of subject visits.

ft Home  Workspace  ProFoRMS  Subject Management  DataDictionary  DataRepository ~ Query  MetaStudy  Account Management
Menu and Filters 3 ProFoRMS Protocol : No Protocol Selected (All Protocols)
ProFoRMS Home
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 start, please

select from the buttons below to either create a new protocol or select from existing protocols.

Select a Protocol

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

v
B PROTOCOL NUMBER PROTOCOL NAME § STUDY TYPE

h— Hello WOrld Other, specity

Showing 1o 1 of 1 entries (filtered from 34 total entries) (0 row selected of 34)

Search: » Hello

First Previous | 1 | Next Last
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3.6 MANAGE SUBJECTS

Thissectiorof ProFoRMSs designedb helpyouviewthe subject$n yourprotocol,addsubjects
to your protocol and schedule subject vishs. subsections available in the Manage Subjects
menu are as follows:

x My Subjects

x Add Subject

x Schedul¥isit

3.6.1 My Subjects

TheMy Subjectspage lists all subjects currently enrolled into the protteouser can sort the
listof subjectdy GUID, SubjectID, Status,andProtocol. Thetablealsoincludes simple
search function.

Thetablemenuoptionsallowthe userto:

x Viewante di t gsnfordngtieng t 0 s

View and upload subject reladeduments;
VieweFormsompletedor a selectesubject;
View theauditinformation;

Schedulavisit;

Delete selectesiibjects;

Download table informatiorand

Searclfior informationin thetableusingakeyword

X X X X X X X

3.6.1.1 Access My Subject
To accesMly Subjectspageperformthefollowingactions:

1. Logintothesystem

2. Navigatdo theProFoRMSmodule

3. Selectprotocol(seesection3.5.)

a. Note: Manyof thefeature®n theleft-handsidewill not beactiveuntil a protocolis
selectedlf you are unable to select a protocol, please contact the Op@edions
for assistance.

TheProFoRM®)ashboard open<lick theManage Subjectdabon the leftsidetool bar.
SelectheMy SubjectspageThepagewill havealistthatcanbesortedby clickingon the
arrows within each column header.

6. Selecasubjecto performanydesiredactionavailable ithe tablenenuoptions.

ok

ProFoRMS  SubjectManagement  DataDictionary  Data Repository  Query Meta Study  AccountManagement  Forum

Menu 3 ProFoRMS Protocol : 08152023

ProFoRMS Home
View subject list, search for a subject, or select subjects to perform an action
Manage Subjects

My Subjects Advanced Search

Add Subject My Subjects

Schedule Visit Select a subject to perform an action

Manage Data careh ‘ ‘
a
$

W ocup SUBJECT ID $ STATUS 4 PROTOCOL

Manage Protocol O TBIIN9SSUWH AL_001 Active 08152023

Reports Showing 1 to 1 of 1 entries (0 row selected of 1)
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3.6.2 Add Subject

To add a subject (research participant) to a protocslitjeet must be provided with a unique
Identification number (ID)This is done by creating a Global Unique Identifier (GUID) in the
SubjecManagemeribol. TheGUID servessan ID thatallowsresearchets associatdatawith

the subject without exposing or transferring
For more information about the GUID, please ref@ttapter 6 Subject Management

To Add Subject performthe followingactions:

Navigatdo the ProFoRMS module.

SelectaProtocol (seesection3.5.1).

TheProFoRMS Dasboard operGlick theManage Subjecton the leftside toobar.
TheMy Subjectspageappears.

Clickthe Add Subjecttabonthe leftsidetool bar.

Selecthesubjecthatyouwantto addto the protocolfrom the subjectable.Doing sowill
autopopulate th&UID or Pseudo-GUID field in theSubject Information section
NOTE : If the subject does not hav&dID or PseudeGUID created irthe system, click
onthe Add Subjectbuttonto launchthe SubjecManagemenbol andreferto the Subject
Management user guide for directions on how to create a GUID.

7. EntertheProtocol SubjectID . ThisID isuniqueacrosshesystenandis determinedby
the user and clinical site.

ok wnE

ft Home  Workspace  ProFoRMS  SubjectManagement  DataDictionary  DataRepository  Query  MetaStudy  Account Management

Menu and Fiiters ) ProFoRMS Protocol : 12345

ProFoRMS Home

Please enter subject information, add protocol information and other fields to add a subject.
Manage Subjects

Search:
My Subjects 4 TYPE 4 ENTITYA ORGANIZATION REGISTERED BY 4 USER REGISTERED BY 4 DATE REGISTERED, LINKED TO
TBIDEMO_INVUX373DKQ PseudoGUID  FITBIR  NIH p iNAUOQA, P inAutoQA
Add Subject
O TBIDEMO_INVNROOSAPU PseudoGUID  FITBIR  NIH Trudov, Alex 2022-06-29 TBIDEMORM115KMU
Schedule Visit
O  TBIDEMOHC132ZUW GUID FITBR  NIH Trudov, Alex 2022-05-11 TBIDEMO_INVDL399WRL
Manage Data
O  TBIDEMOUHO0SRLF GUID FITBR  BRICS Rutherford, John 2022-05-11 TBIDEMO_INVTET19KL2
Manage Protocol
O TBIDEMOXJ178YKS GUID FITBIR  BRICS Rutherford, John 2022-05-11
Reports
O  TBIDEMO_INVAL372XWY PseudoGUID  FITBIR  BRICS Rutherford, John 2022-05-11
TBIDEMOKB275ZR0 GUID FITBIR  BRICS Rutherford, John 2022-05-11
TBIDEMOURO81KDB GUID FITBIR  BRICS Rutherford, John 2022-05-11
TBIDEMO_INVTE119KL2 PseudoGUID  FITBIR  BRICS Rutherford, John 2022-05-11 TBIDEMOUHO09RLF
TBIDEMO_INVFK0O4JWH PseudoGUID  FITBIR  BRICS Rutherford, John 2022-05-11
TBIDEMOFDOO7MKE GUID FITBIR  BRICS Rutherford, John 2022-05-11
TBIDEMO_INVXT756YL4 PseudoGUID  FITBIR  NIH johnson, mallisa x 2022-04-19
O  TBIDEMOVU290XTM GUID FITBIR  NIH Frouin, Jordane 2022-04-13
O  TBIDEMO_INVFX348JG5 PseudoGUID  FITBIR  NIH Frouin, Jordane 2022-04-08
O  TBIDEMOYX966TYA GUID FITBR  NH Frouin, Jordane 2022-04-08
Showing 1 to 15 of 2,398 entries (1 row selected of 2398) Fidt Provious (302 3 4 § .. 160 Next ‘Last

[-] Subject Information

* This symbol indicates a required field

AAdditional Information Associated with Subject

Protocol Subject ID* 12345 | Recruited [
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8. ExpandtheProtocol andAttachmentssectiorto addanyrelevantiocumentgasrequired,
making sure the attachment does not contain any PII.
9. After enteringalltherequiredorotocolinformation clickthe Savebutton.

[4] Protocol *—

Please enter protocol information

Associate Subject to Protocol

Subject Site ‘ . B
[-] Attachments *—

Please make sure the attachment doesnt contain any PII.
Name” | |

Description i

Edit View Audit Delete

A NAME DESCRIPTION

Consent to Future Protocols [

Enroliment Date | Format: YYYY-MM-DD
Completion Date ‘ Format: YYYY-MM-DD

Status in Current Protocol ® Active O Inactive

Attachment™ ‘7 :u‘

Category | None w|©

Search: v ‘
% CATEGORY v

No data available in table

Showing 0 to 0 of 0 entries (0 row selected of 0)

First Previous Next Last

— Bl e

10. After selectinghe Savebutton,the platformreturnsyouto the My Subjectspagewhere
the newly added subject can be viewed.
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3.6.3 Schedule Visit

TheScheduleVisit featuregprovidesyouwith the abilityto scheduleisitsaswellasperformother
functions such d&dit visits (see section 3.6.3.1) @abkte visits (see section 3.6.3.2).

To Schedulea Visit, performthefollowingactions:

Navigateo the ProFoRMSmodule.

SelectaProtocol (seesectior3.5.1).

TheProFoRM3®ashoardpens.Clickthe Manage Subjectson theleft-sidetool bar.
TheMy Subjectspageappears.

Clickthe ScheduleVisit tabon theleft-sidetool bar.

SelectheGUID or PseudeGUID of thesubjectyouwouldliketo schedulavisitfor from
the GUID or PseudoGUID drop-down menu.

Clickthe Calendariconto choosdhe desiredate and Time for thevisit.
SelectheVisit Type from thedrop-downmenu.

After selecting the Visit Type, thge in YearsandAge Remainder in Monthsfields
appearlf youenterdatainto thesdields this datawill autepopulateon all datacollection
eForms for this Visit Type.

10. Clickthe Add buttonto finishd s ¢ hnegdide \isit.

ogkwhpE

© o N

e  Workspace  ProFoRMS  SubjectManagement  Data Dictionary MetaStudy  Account Management

Data Repository  Query

Menu and Filters J ProFoRMS Protocol : COVID-19

ProFoRMS Home View scheduled visits, add new visits or s
«This symbol indicates a required field

Manage Subjects *

DSt GUID or Pseudo-GUID * | TBIYT240ZMR he 6-
My Subjects Date and Time" | Format: YYYY-MM-DD HH:MM = ‘ 7'
Add Subject Visit Type* | Covid Phase-1.1 v | <— 8

.

Schedule Visit

r select a visit to perform an action.

fowin 5 & 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.

Manage Data essary.

Manage Protocol Age in Years 9
.
Age Remainder in Months

Reports

ERawm—10.
Scheduled Visits
F—
| SUBJECT GUID VISIT TYPE § DATE AND TIME $ SELF REPORTING TOKEN
O TBIVT240ZMR Covid Phase-1.1 2019-07-25 13:20
O TBIVT2402MR Visit type 20 2019-07-25 11:32
O  TBIYT240ZMR Sep visit type 2019-07-17 13:20

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

11. Thenewlyscheduledisitwill bedisplayeh the ScheduleVisit tableandwill includealist
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 subjdgt on the

Subjectspaggwhichwill enablenumerougablebuttonsfor use)andselectinghe ScheduleVisit
button located at the top of the table.

Thiswill directyouto the ScheduleVisit pagewiththe GUID or PseudeaGUID field
prepopul ated with the subjectds I D you select

Thisstepisrecommendedsthe usercansearch/filteffor aspecificGUID throughthesearctbar
instead of searching for the GUID using the -dimpnmenu

ft Home  Workspace  ProFoRMS  SubjectManagement  DataDictionary  DataRepository  Query  MetaStudy  Account Management

Menu and Filters I ;.) ProFoRMS Protocol : COVID-19

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

Manage Subjects [+] Advanced Search
My Subjects
Select a subject to perform an action.
o N I ) e e ) 3 =
SUBJECT ID § STATUS § VALIDATED & PROTOCOL
Manage Data
& TBIYT240ZMR covid-19 Active COVID-19
Manage Protocol Showing 1to 1 of 1 entries (1 row selected of 1)

First Previous | 1 | Next Last

Reports
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3.6.3.1 Editing Scheduled Visits
To Edit scheduledisits, perfornthefollowingactions:

Navigatdo theProFoRMSmodule.

SelectaProtocol (seesectior3.5.1).

TheProFoRM3®ashoardpens.Clickthe Manage Subjectson theleft-sidetool bar.
TheMy Subjectspageappears.

Clickthe ScheduleVisit tabon theleft-sidetool bar.

TheScheduleVisit tableappearsvhereyoucanView ScheduledVisits, Add New
Visits, or Select a Visito perform an action.

Selecthe SubjectGUID andthe correspondinyisit Type from thetable thatyouwould
like to edit, then select tRdit button at the top of the table

ook whE

~

ProFoRMS  SubjectManagement  DataDictionary ~ DataRepository ~ Query  MetaStudy  Account Management

Menu and Filters 3 ProFoRMS Protocol : COVID-19

ProFoRMS Home View scheduled visits, add new visits or select a visit to perform an action.
« This symbol indicates a required field

Manage Subjects
i GUID or Pseudo-GUID * | — b
My Subjects Date and Time* | Format: YYYY-MM-DD HH:MM

Add Subject Visit WP" — o

Schedule Visit E—
Manage Data m

Manage Protocol Scheduled Yis]

Reports n m m Search: v
B SUBJECT GUID VISIT TYPE § DATE AND TIME § SELF REPORTING TOKEN
O TBIYT240ZMR Covid Phase-1.1 2019-07-25 13:20
—4 TBIYT240ZMR Visit type 20 2019-07-25 11:32
O  TBIYT2402MR Sep visit type 2019-07-17 13:20

Showing 110 3 of 3 entries (1 row selected of 3)

8. Makedesireceditsto the Date and Time andVisit Type fieldsthenselecthe Update
buttonto completehe editaction.

9. ThenewlyupdatedscheduledVisit will bedisplayedh the ScheduleVisit table.
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3.6.3.2 Deleting Scheduled Visits
To Delete scheduledisits performthefollowingactions:

Navigatdo the ProFoRMSmodule.

SelectaProtocol (seesectior3.5.1).

TheProFoRM3®ashoardpens.Clickthe Manage Subjectson theleft-sidetool bar.
TheMy Subjectspageappears.

Clickthe ScheduleVisit tabon theleft-sidetool bar.

TheScheduleVisit tableappearsvhereyoucanView ScheduledVisits, Add New
Visits, or Select a Visito perform an action.

Selecthe SubjectGUID andthe correspondinyisit Type from thetable thatyouwould
like to delete, then select Bete button at the top of the table

ook whE

~

8. A pop-up notificationappearaskingif youwouldliketo deletehe scheduledsit(s)from
the system:

9. SelectheYesbuttonto confirmthatyouwantto deletehe scheduledisit(s)from the
systemSelect th&lo button to cancel the update process.
10.Thedeletedvisitwill beremovedrom the ScheduleVisit table.
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