m) N‘?‘TEO.NAL CANCER INSTITUTE . AQuIP On-line Accrual Reporting System (OARS)
Division of Cancer Prevention User Guide for DCP Consortia 2012

This User Guide provides an introduction to the AQuIP On-line Accrual Reporting System (OARS) for the Division of Cancer Prevention
(DCP) Consortia 2012 clinical trials. AQuIP OARS is a system for collecting and reporting study participant level accrual data to DCP
on a monthly basis.

Please note:
e For questions, please contact the DCP Help Desk at dcphelpdesk@dcpais.com or 1-844-901-4357

Table of Contents

AQUIP OARS PrOCESS OVEIVIEW ...eeiiiiiiiieiiiiite ittt e sttt e sttt e st e e s abae e s s b e e s sbbe e e s e b et e e s ab e e e sesbeeesanaeeesasbeeesssnreeesean sessnrenesannnes 1
How to Request ACCESS tO AQUIP DARS ...ttt ettt e e et e e e et e e et e e e e e e eeeeeeaesesssssasssssssssassssssssssnsssnsssnnsansnsnnnsaes 2
Participating Organization (PO) ACCIUAl REPOITING.....ccuviiiiiriieeeireeeeeieee ettt e ettt e eetreeeeetreeeeeetseeeeetaeeeeessseeeesseeeeansaesesanreeees 4
Consortia Lead Organization (CLO) ACCrUAl REPOITING ....uveieiiiiieeceiiie ettt ettt e ettt e e etre e e eetae e e eeateeeeeteeeeeeataeaesasraeeens 17
How to Submit the Monthly ACCrUal REPOIt........uiiiiii e e e e e e e e st e e e e e e e bt e aeeeeesesannnareneeeeean 29
FrequeNntly ASKEA QUESTIONS ....cccciiie ettt e et e e e e te e e e s ette e e e e baaeeeeabaeeesaataeeesstaeesansaeesaastasesanstes srtaeesanssneenns 31

AQuIP OARS Process Overview

Accrual and recruitment journaling data entry is done in real time at the accruing PO or CLO. By the 10th of every month the
affiliated CLO reviews the POs' accrual data from the prior month, clarifies and/or modifies as necessary and then submits the data
to the DCP Help Desk at TRI. The DCP Help Desk then aggregates the data, performs data integrity checks and sends data queries
back to the CLOs for resolution with their respective POs as needed. TRI then generates the AQuIP Zone Monitoring Reports which
show how actual accrual rates compare to the projected accrual rate. This accrual performance status helps DCP and CLOs identify
the need for strategic modifications. This cycle of reporting and ongoing evaluation occurs each month and is the basis for
continuous improvement. Furthermore, all accrual outcomes data are being collected, aggregated, analyzed and mined to find
"lessons learned" to apply when developing future protocols and recruitment plans.
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How to Request Access to AQuiP OARS

AQuIP OARS accounts may be requested when a protocol has been approved by DCP. A request for AQuIP OARS access is initiated by
the CLO since CLOs may differ in how they manage accrual tracking and reporting per DCP SOP 6: Participant Recruitment,
Retention and Adherence.

Please contact your CLO Lead Coordinator to submit an access request on your behalf following the instructions below:
1. CLO Lead Coordinator/designee sends an AQuIP OARS access request to the DCP Help Desk confirming the 20 minute AQuIP

OARS training webinar and user guide have been reviewed by the individual specified, and therefore has completed the AQuIP
OARS training. Please send your requests using the following table format and include all requested information:

DCP Protocol Arst/Last Site Site Confirmation Confirmation Emnail Phone
Humber /Agent/Organ  Hame Desimnation Hame of wehinar of user guide address Humber

(list each) (CLO or PO) training training
(complete) (complete)

2. DCP Help Desk submits the CLO’s request to DCP for approval.
3. An AQulP OARS account is created and credentials are provided within two (2) business days from receipt of DCP’s approval.
a. The password may be reset by selecting the “Password Reset” button on the “Accrual Report” login page and entering your
email address. Next, select the “Password Reset” button to prompt an email notification, which includes a link to change
your current password. Please note: this email notification may be sent to your clutter/junk folders.

Please note: Account activity will be reviewed by the DCP auditing and informatics support contractor at Technical Resources
International (TRI), Inc. Account holders that have not logged into the system for more than 90 days (approximately 3 months) will
be identified as candidates for inactivation. An email will be sent requesting the account holder to login into the system and thereby
confirm the account is still needed. Upon confirmation that the account is no longer needed or if no response is received within 30
calendar days of the request for confirmation, the account will be deactivated without further notification. The CLO Lead
Coordinator/designee must notify the DCP Help Desk when a CLO or PO user no longer needs access to AQuIP OARS.
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4. Once access is granted, select the Accrual Report tab.
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5. Loginto AQuIP OARS using your account credentials provided by the DCP Help Desk and select Log In.

AQUIP Online Accrual Reporting System

Please log in

Fegistered User Email Address

Password

Request Access | swiord Reset
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Participating Organization (PO) Accrual Reporting

Participating Organizations (PO) are the DCP Consortia accrual sites affiliated with the CLOs. Please note: Jane Doe is used as an
example of a PO user to illustrate the AQuIP OARS process below.

1. Once logged in, the Assigned Protocol page appears, listing all protocol numbers assigned to Jane Doe at University of

Chemoprevention. In addition, the following columns are displayed:

e CLO Name
e  Study Status
e Target Enrollment

e  Total Number of Participants Started Study Intervention

Please note: All columns, with the exception of the CLO Name, can be sorted in ascending/descending order by

clicking on the column header.

Select an Assigned Protocol:

Current User:  Jane Doe, University of Chemoprevention | Log Out

CLOZ0M6-02-01 Consortia Lead Organization

CLOZ01 6-04-01 Consortia Lead Organization

Protocol Number CLO Name Study Status Target Enrollment
120

Active

Active 80

Total Humber of Participants

Started Study Intervention

2. To continue, select Protocol CL020 16-02-01.

Home itment Planning Toolkit

Select an Assigned Protocol:

1al Report Training and Resources

Current User:

Jane Doe, University of Chemoprevention

DCP Help

Log Out

Total Number of Participants

Protocol Number Study Status Target Enrollment Started Study Intervention
CLOZ0T6-02-01 ﬂ‘rh Consortiz Lead Organization Active 120 4
\I_) . ‘ I I I "
CLOZ2016-04-01 Consortia Lead Organization Active 80 3
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3. Next, the information for Protocol CL02016-02-01 appears along with the following tabs to enter additional data:
a. Protocol Information: Displays the current status for Protocol CL020 16-02-01.

| Protocol Number: CLO2016-02-01 |

Protocol Information

Current Reporting Month:
Protecol Title:

Protocol Number:

Projected Completion Date:
Study Status:

Study Status Date:

Accrual Duration (Menths):

Approved Participating Organizations:

Date of First Contact:

Current User:

I Information

Participant Accrual

C)

April 2017

Randomized Phase X Trial of Agent B in High-Risk Individuals

CLO2016-02-01

Targeted Enrollment: 120
Total Number of Participants Started Study Intervention: 4
Projected Accrual Per Month: B.00

June 12, 2018

Active

March 27, 2017

15

University of Chemoprevention
Chemoprevention Institute

March 08, 2017

Jane Doe, University of Chemoprevention |

Recruitment Journal Close

Log Out

b. Participant Accrual: Next, select the Participant Accrual tab to view, edit, or delete participant information.

Current User:

Jane Doe, University of Chemoprevention

ol Information

Farticipant Accrual Fecruitment Journal

Log Out

Close
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The Participant Accrual Page opens. On this page, you can view/edit the following columns:

[ )
status as either Contacted, Consented, Not on Study or On Study.
e  Participant ID*
e  First Contact Date*
e  Recruitment Strategies
e Consent Date/Status*
e Reasons Consent NOT Signed/Study Intervention NOT Started
e Intervention Start Date*
e Comments

Status Marker: Each participant accrual record includes a Status Marker reflecting the accrual progression

Please note: * These columns can be sorted in ascending/descending order by clicking on the column header.

Current User:

Protocol Number: CLO2016-02-01

Protocol Infarmation

Participant Accrual

Cor Contacted ’ C: Conzented ‘ M5! Mot an Study (Consent Not Signed, Ineligible, etc.)

Jane Doe, University of Chemoprevention |

Log Out

Recruitment. Journal Close

+ Add Mew Participant

@ 05: On Study

First

Status Participant | Contact Recruitment Consent Signed/Study Intervention NOT
Marker I Date Strategies Date/Status Started
o] March Principal
29, 2017 Investigatar

(specify name]()
Returned Call,
Comenunity HCP™

[specify specialty),

Reason(s) Consent NOT

Intervention
Start Date

Comments

Edit

Delete

i. How to Add a New Participant

Step 1: Select +Add New Participant on the Participant Accrual page.

Participant Accrual

Co: Contacted . C: Consented . N3: Mot on Study [Consent Mot Signed, Ineligible, etc.)

+ Add New Participant
Iy

i

@ 05 On Study

Step 2: The Add Participant Accrual Information Page appears.

Add Participant Accrual Information

Participant ID (PID):
First Contact Date:

Recruitment Strategies:

Congent Date/Status:

Intervention Start Date:

Reason(s) Consent NOT Signed/Study
Intervention NOT Started:

Comments:

x B

+ Add/Edit
4

Consent NOT Signed

Not On Study Intervention [ineligible,
dropped out before screening, etc.)

+ Add/Edit
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Step 3: Next, enter the Participant ID.

Add Participant Accrual Information

Participant ID (PID): 481
First Contact Date: X =B
Recruitment Strategies: + Add/Edit
%
Consent Date/Status: X = Consent NOT Signed
Intervention Start Date: X B Mot On Study Intervention (ineligible,
dropped out before screening, etc))
Reason(s) Consent NOT Signed/Study + Add/Edit
Intervention NOT Started: p
Comments:
£

Please note: For quality assurance purposes, the AQuIP OARS System does not allow for duplicate or blank,
placeholders and/or participant IDs. In the event a CLO does not have a standard screening (or placeholder ID)
procedure, we offer the following screening/placeholder ID numbering convention until participants receive a unique
ID. The Participant ID # field (PID) should be populated with this screening/placeholder and replaced with the PID
upon study enrollment [by the accruing site]. As this is a recommendation, CLOs are welcome to follow this process
or apply the necessary institutional conventions to avoid blank or duplicate IDs.

Participant Entered into AQuIP OARS Participant ID #

First Participant Entered by DCP Institution DCP Institution Code-
01

Second Participant Entered by DCP Institution DCP Institution Code-
02

Third Participant Entered by DCP Institution DCP Institution Code-
03

Example: Example:

First Participant Entered by The University of Arizona Medical AZ017-01

Center-University Campus

Example: Example:

Second Participant Entered by The University of Arizona Medical AZ017-02

Center-University Campus

Contact the DCP Help Desk at dcphelpdesk@dcpais.com or by calling 1-844-901-4357 if CLO or PO DCP Institution
Code is unknown.
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Step 4: If this participant has already been contacted, enter the date by selecting the calendar button.

Add Participant Accrual Information

Participant ID (PID): 2B0]

First Contact Date x| B8

First Contact Date:

Participant ID (PID): ABC

First Contact Date:

Recruitment Strategies:

Consent Date/Status:

040372017

Recruitment Strategies

Consent Date/Status

X B

+ Add/Edit

e

Consent NOT Signed

Step 6: The Recruitment Strategies page appears. Select the recruitment strategy used to contact the participant
and fill out/check the displayed options [as needed] for each of the strategies selected. For this example, we
selected Telephone Calls and checked the Script Call option.

Recruitment Strategies

© Expand Al

Setact all that apply
» PROTOCOL STAFF RECRUITMENT
» PROTOCOL STAFF RECRUITMENT
» EXISTING DATABASE
> EXISTING DATABASE
» U5 POSTAL SERVICE EMAIL » U.S. POSTAL SERVICE EMAIL
I > TELEPHONE CALLS e I ¥ TELEPHONE CALLS
S
> REFERRAL
3  NON-DIGITAL MASS MEDIA
» DIGITAL MEDIA Returned Call
> COMMUNITY CONTACTS @ seript Gall
¥ PATIENT ISSUES/CONCERNS
¥ Other » REFERRAL
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Please note: each strategy has its own options or fields to check/fill out. To view these options or fields for all
Strategies, select Expand All.

© Expand All

¥ PROTOCOL STAFF RECRUITMENT

Protocol Staff member involved in recruitment of individual participant

Principal Investigatar (specify name)

Co-Principal Investigatar (specify
name)

Recruitment Designee (specify name)

Site Coordinator (specify name)

Research Nurse [specify name]

Enter Name

Enter Name

Enter Name

Enter Name

Enter Name

¥ EXISTING DATABASE

Participant Registries

Clinic Schedules

0.R. Schedules

Pathology Reports

Step 7: Select Save to submit your data and to return to the Add Participant Accrual Information page.

Recruitment Strategies

Soloct all that apply.

> PROTOCOL STAFF RECRUITMENT

» EXISTING DATABASE

» U5 POSTAL SERVICE EMAIL

¥  TELEPHONE CALLS

Returnad Call

@ Seript Call

Step 8: If the Study Intervention Date is available, select the calendar button and enter a date.

Please note users can later enter this information to document any changes.

Add Participant Accrual Information

Participant I (P} 1.

Recruitment Strategies: Seript Call

Ceonzent Data/Status:

Reason(s) Consent HOT Signed/Study
Interventien HOT Startad:

Comments:

First Contact Date: 402017

+ Add/Edit

X B # Consent NOT Signed

» Mot On Study Intervention (ineligibde,
droppad out befars sraening, ate.)

+ Add/Edit
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Step 9: Enter the additional information required [i.e. if a Consent Form has been signed]. If it has not been
signed, check the Consent NOT Signed box and select the +Add/Edit button.

Add Participant Accrual Information

Participant ID (PID): Participant 1D [P1D)
First Contact Date: 04/03/2017 ® &
Recruitment Strategies: Script Call + Add/Edit
4
Consent Date/Status: Consent Date/Status x = # Consent NOT Signed
Intervention Start Date: Intervention Start Date x B Mot On Study Intervention [ineligible,

dropped out before screening, etc.)

Reason(s) Consent NOT Signed/Study Reason(s] Consent MOT Signed/Study + Add/Edit
Intervention NOT Started: Intervention KOT Started y

Comments: Camments

Step 10: The Reason Consent NOT Signed or Study Intervention NOT Started Table page appears. From the list,
select the reason this participant did not sign a consent form and enter the required information. For this example,
we selected Logistics and checked Scheduling Conflicts.

© Expand Al

Reason Consent NOT Signed or Study Intervention NOT Started Table

? ELIGIBILITY CRITERIA NOT MET

¥ LOGISTICS

» ELIGIBILITY CRITERIA NOT MET
(if not listed below, specify in comments)

» LOGISTICS |

# Scheduling Conflicts

» STUDY RELATED ISSUES Transportation/Commute

» PARTICIPANT ATTITUDE AND CONCERN Transportation/Parking

% Other Insurance

Compensation/ Reimbursement

» STUDY RELATED ISSUES
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Step 11: Select Save to submit your changes.

Reason Consent NOT Signed or Study Intervention NOT Started Table

© Expand All

» ELIGIBILITY CRITERIA NOT MET
V¥ LOGISTICS

(if not fisted befow, specify in comments)

# Scheduling Conflicts
Transpartation/Commute
Transportation/Parking
Insurance

Compensation/ Reimbursement

» STUDY RELATED ISSUES

Step 12: A message appears indicating the participant was successfully added. Select OK to return to the Participant
Accrual Information Page.

Success

Parucipant Accrual has been successfully added.

ii. How to Edit Information

Step 1: To update or edit information for existing participants, select the Edit button and follow Steps 1 to 12 in

section i.
First Reason(s) Consent NOT
Status Participant | Contact Recruitment Consent Signed/Study Intervention HOT | Intervention
Marker Date Strategies DatefStatus Started Start Date Comments
B March Mailing List, Ma Enonen History of Non- Edit
Y 3 08, 2017 Compliance,
Dels
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iii. How to Delete Information
Stepl: Select the Delete button corresponding to the participant information you wish to remove from the list.

First Reason(s) Consent NOT
Participant | Contact Recruitment Consent Signed/Study Intervention HOT | Intervention
D Date Strategies Date/Status Started Start Date Comments
B March Mailing List, Mo Krnown Historny of Mon- Edit
. 08, 2017 Compliance,
Celete
L March Mailing | ot March 23 Scheduling Conflict

Step 2: A message appears. To continue, select Yes, delete it!

Are you sure you want to
delete this record?

Youwon't be able to revert this!
Yes, delete it! w

Step 3: A message appears indicating participant accrual was successfully deleted. Select OK to return to the
Participant Accrual page.

Success

Partcipant Accrual has been successfully delsted!

| ox .u,l

c. Recruitment Journal: This is a place to document activities, events or other factors that may have an effect on study
accrual trends (either positive or negative) rather than on a specific participant. Examples might include: changes in
staffing, changes in clinic hours, institution-wide events or a change in eligibility criteria. This information will provide
insights into accrual patterns and may be useful for future planning.

Step 1: Once the Participant Accrual page appears, select the Recruitment Journal tab to view and enter Study Event
data.

Protocol Number: CLO2016-02-01 Pratocal Information Participant Accrual Recruitrent Jourmal Close

Participant Accrual

+ Add Mew Participant

Co: Contacted . C: Consented . M5 Not on Study [Consent Mot Signed, Ineligible, etc.) ’ 05 On Study
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The Recruitment Journal page opens. On this page, you can view/edit the following columns:
e  Study Event Start Date*
e  Study Event End Date*
e  Study Event
e Event Description
Please note: * These columns can be sorted in ascending/descending order by clicking on the column header.

Protocol Number: CLOZ2016-02-01 Protocol Information Participant Accrual itment Journal Close

Recruitment Journal

Study Event Start | Study Event End
Date Date Study Event Event Description

+.Add Mew Study Event

March 08, 2017 A3 - Accrual on Hold: FDA Study is now on hald.
Clinical Hold

Edit Celete

i How to Add a New Study Event
Step 1: Select Add New Study Event on the Recruitment Journal page.

Recruitment Journal

+ Add New Study Event

Study Event Start | Study Event End
Date Date Study Event Event Description

March 08, 2017 - Study Active

Edit Delete

Step 2: The Add Study Event page appears.

Add Study Event

Study Event Start Date: WA DD x =
Study Event End Date: (if epplicable) s DDA x B
Study Event: -- Select Study Event -- v

Study Event Description:
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Step 3: Enter the start date and select the Study Event from the pull-down menu. For this example, we selected
Protocol Amendment Approval: Eligibility.

Add Study Event

Study Event Start Date: 04/03/2017 x =B
Study Event End Date: (if epplicable) MDD X =
I'Study Event:l A5 - Protocol Amendment Approval: Eligibility v

Al
AZ
Ad

Study Event Description:

-- Select Study Event --
- Study Active

- 5ite lssues: Drug Shipment Authorization

- 5ite Open (Provide Date in Event Type Description)
- Protocol Amendment Submitted to DCP

- Protocol Amendment Approval: Study Burden Reduction (Procedures, Wisits)
- Accrual on Hold: FOA Clinizal Hold

- Accrual on Hold: Interim Analysis Per Protocol

A0 -
- Site Reopen

- 3ite Issues: Accrual Limit Increased/Decreased
- Site Issues: Language/Translation lssues

- Site Issues: Local IRE/Regulatory Issues

- Site Issues: Accrual Cap Reached

- Site Issues: Competing Study

- 3ite Issues: Site Addition/ Remaoval

- Pl lssues: Availabilitys Change in Pl

A9 -

Accrual Hold Lifted

Staff lssues: CLO Staff Turnover/ Availability -

Step 4: Select Submit to save your changes.

Add Study Event

Study Event Start Date: 040372017 x =
Study Event End Date: {if applicable) A S DD X =
Study Event: AT - Protocol Amendment Approval: Eligibility v
Study Event Description: Study Event Description
“

Step 5: A message appears indicating the recruitment journal entry was successfully added

the Recruitment Journal page.

Recrutrment Journal has been successfully added!

Success!

. Select OK to return to
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ii. How to Edit Information
Step 1: Select the Edit button to update or edit information for existing Study Events.

Recruitment Journal
+ Add Mew Study Event

Study Event Start | Study Event End
Date Date Study Event Event Description
March 08, 2017 A - Study Active Delete

Step 2: The Edit Study Event page appears. Enter the required information and select Submit to save your changes.

Edit Study Event

Study Event Start Date: 03/08/2017 X B
Study Event End Date: (if applicable) AL DD Y X B
Study Event: Al - Study Active v
Study Event Description: Study will remain active,

Step 3: A message appears indicating the recruitment journal entry was successfully updated. Select OK to return to
the Recruitment Journal Page.

Success!

Recrutment Journal has been successfully updated!

jii. ~How to Delete Information

Step 1: Select the Delete button corresponding to the study event you wish to remove from the list.

March 29, 2017 Ad - Protocal Amendment
Submitted to DCP

April 03, 2017 A8 - Pl Issues: Edit Delate
Availability Change in Pl

Edit Lelete

AQuIP OARS Quick Start Guide for DCP Consortia 2012
Last Updated June 19 2017
Page 15



Step 2: A message to confirm deletion appears. To continue select Yes, delete it!

Are you sure you want to
delete this record?

You won't be able to revert thist

Step 3: A second and final message appears indicating the Recruitment Journal entry was successfully deleted.
Select OK to return to the Recruitment Journal page.

Success

Recruitrment Journal has been successfully deleted!
QK “

Step 4: The Recruitment Journal page appears. If you wish to add or update another protocol, select Close to
return to the Assigned Protocol page or select Log Out to end this session.

Current User:  Jane Doe, University of Chemoprevention I Log Out

Protocol Number: CLO2016-02-01 Protocol Information Participant Accrual 2 tment Journal

Recruitment Journal
+ Add Mewr Study Event

Study Event Start | Study Event End
Date Date Study Event Event Description

March 08, 2017 A1 - Study Active Study will remain active. Edit Delete

March 20, 2017 A2 - Site Issues: Drug Edit

Linment Autborzation

Delete
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Consortia Lead Organization (CLO) Accrual Reporting

Consortia Lead Organizations (CLOs) are the five main DCP Consortia clinical trial institutions, which include, Mayo Clinic, MD
Anderson Cancer Center, Northwestern, University of Arizona, and University of Wisconsin. Please note, Jane Doe is used as an
example of a CLO user to illustrate the AQuIP OARS process below.

1. Log into the AQuIP OARS using your account credentials provided by the DCP Help Desk and select Log In. If you do not have an
account, please reference steps 1-5 under How to Request AQulP OARS Access section.

AQuIP Online Accrual Reporting System

Please log in

.Registered User Email Address

Password

2. Once logged in, the Assigned Protocol page appears, listing all protocol numbers assigned to each of Jane Doe’s Participating
Organizations. In addition, the following columns are displayed:
e  Study Status
e Target Enrollment
e  Total Number of Participants Started Study Intervention
Please note: All columns can be sorted in ascending/descending order by clicking on the column header.

Current User:l Jane Doe, Consortia Lead Organization I Log Out

Select an Assigned Protocol:

Total Humber o
Protocol Number Study Status Target Enrollment Started Study |

CLOZ016-02-01 Active 120 4

CLOZ016-04-01 Active a0 3

3. To continue, select CL02016-02-01.

Current User:  Jane Doe, Consortia Lead Organization | Log Out

Select an Assigned Protocol:

Total Number of Participants

Protocol Number Study Status Target Enrollment Started Study Intervention
CLOZ016-02-01 ”ﬁ. Active 120 4
CLOZ2016-04-01 - Active B0 3
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4. Once you select Protocol CL02016-02-01, a reminder appears indicating when the Monthly Report is due Select Continue to

proceed to the Protocol Information page.

Your Monthly Report Is Due In: 3 Days

Please check and update your POs Participant Accrual Information and your Recruitment Journal. When ready, submit your information

for monthly reporting.

Please note: Daily reminders for Monthly Report submission appear from the 1st to the 15th of the month.

5. Next, the information for Protocol CL02016-02-01 appears along with the following tabs to enter additional data:

a. Protocol Information: Displays the current status for Protocol CL020 16-02-01.

IrProtocol Number: CLO2016-02-01 r

Protocol Information

Current Reporting Month:
Protocol Title:
Protocol Humber:

Targeted Enrollment:

Projected Accrual Per Month:
Projected Completion Date:
Study Status:

Study Status Date:

Accrual Duration (Months):

Approved Participating Organizations:

Date of First Contact:

Total Humber of Participants Started Study Intervention:

Current User:  Jane Doe, Consortia Lead Organization Log Out

Protocol Information Participant Accrual Recruitment Journal Close

Submit Monthly Report

April 2017

Randomized Phase X Trial of Agent B in High-Risk Individuals
CLOZ016-02-01

120

4

.00

June 12, 2018

Active

March 27, 2017

13

University of Chemoprevention
Chemoprevention Institute

March 08, 2017

b. Participant Accrual:

Step 1: Next, select the Participant Accrual tab to view, edit, or delete participant information.

Current User:

Jane Doe, Consortia Lead Organization |

Protocol Infarmation

Farticipant Accrual

Recruitment Journal Close

Log Out
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Step 2: The Participant Accrual page opens and displays all POs assigned to CLO coordinator Jane Doe and the First

Contact Date.

Protocol Number: CLO2016-02-01

Participant Accrual

Approved PO Name

University of Chemoprevention

Select a Participating Organization Assigned to this Protocol.

Current Usar:

Protocal Information

Jane Doa, Consortia Lead Organization

Recruitment Journal

First Contact Date

March 03, 2017

Log Qut

Close

Chemoprevention Institute

March 09, 2017

Step 3:

To continue, select University of Chemoprevention.

Protocol Number: CLO2016-02-01

Participant Accrual

Select a Participating Organization Assigned to this Protocol.

Approved PO Hame

University of Chemoprevention

T

Current User:

Protocal Information

"l

Chemoprevention [nstitute

Jane Doe, Consortia Lead Organization

Recruitment Journal

First Contact Date
fgrch 08, 2017

March 09, 2017

Log Out

Close

The Participant Accrual page for PO University of Chemoprevention opens. On this page, you can view/edit the

following columns:

e Status Marker: Each participant accrual record includes a Status Marker reflecting the accrual progression
status as either Contacted, Consented, Not on Study or On Study.

e  Participant ID*

e  First Contact Date*

e  Recruitment Strategies
e Consent Date/Status*

e Reasons Consent NOT Signed/Study Intervention NOT Started

e [ntervention Start Date*
e Comments

Please note: * These columns can be sorted in ascending/descending order by clicking on the column header.

Protocel Number: CLO2016-02-01

Participant Accrual

Current User:

Protocol Information

Jane Doe, Consortia Lead Organization

Recruitment Journal

Log Out

Close

PO University of Chemoprevention

Co: Contacted ’ C: Consented ’ NS: Mot on Study (Consent Mot Signed, Ineligible, etc.)

@ 05 0n Study

+ Add New Participant

First
Status Participant | Contact Recruitment
Marker D Date Strategies
D March Principal
29, 2017 Investigator

[specify name) ()
Returned Call,
Comrmunity HCP*
[specify specialty],

Date/Status

Reasen(s) Consent NOT
Signed/Study Intervention NOT
Started

Intervention
Start Date

Consent

Comments

Edit

Delete
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i How to Add a New Participant
Step 1: Select Add New Participant in the Participant Accrual page.

Participant Accrual

PO: University of Chemoprevention

+ Add Mew Participant
N

Co: Contacted ’ C: Consented . MN5: Mot on Study (Consent Not Signed, Ineligible, etc.) ’ 05: On Study @
First Reason(s) Consent NOT
Status Participant | Centact Recruitment Consent Signed/Study Intervention NOT | Intervention
Marker D Date Strategies Date/Status Started Start Date Comments
[} March Principal Edit
29, 2017 Investigator
[specify name] | Delate

Returned Call,
Community HCP™
[specify specialty],

Step 2: The Add Participant Accrual Information page appears.

Add Participant Accrual Information

Participant ID (PID):

First Contact Date: X =
Recruitment Strategies: + AddSEdit
%
Consent DatefStatus: x = Consent MOT Signed

Intervention Start Date: x = Mot On Study Intervention (ineligible,
dropped out before screening, ete.)

Reason(s) Consent NOT Signed/Study + Add/Edit
Intervention NOT Started:

Comments:

Step 3: Next, enter the Participant ID.

Add Participant Accrual Information

Participant ID {PID): ABC
First Contact Date: x B
Recruitment Strategies: + Add/Edit
4
Consent Date/Status: ® = Consent NOT Signed
Intervention Start Date: X = Not On Study Intervention [ineligible,
dropped out before screening, etc.)
Reason(s) Consent NOT Signed/Study + Add/Edit
Interventien NOT Started: )
Comments:
4
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Please note: For quality assurance purposes, the AQuIP OARS System does not allow for duplicate or blank,
placeholders and/or participant IDs. In the event that a CLO does not have a standard screening (or placeholder ID)
procedure, we offer the following screening/placeholder ID numbering convention until participants receive a unique
ID. The Participant ID # field should be populated with this screening/placeholder and replaced with the PID upon
study enrollment [by the accruing site]. As this is a recommendation, CLOs are welcome to follow this process or
apply the necessary institutional conventions to avoid blank or duplicate IDs.

Participant Entered into AQuIP OARS Participant ID #

First Participant Entered by DCP Institution DCP Institution Code-
01

Second Participant Entered by DCP Institution DCP Institution Code-
02

Third Participant Entered by DCP Institution DCP Institution Code-
03

Example: Example:

First Participant Entered by The University of Arizona Medical AZ017-01

Center-University Campus

Example: Example:

Second Participant Entered by The University of Arizona Medical AZ017-02

Center-University Campus

Contact the DCP Help Desk at dcphelpdesk@dcpais.com or by calling 1-844-901-4357 if CLO or PO DCP Institution
Code is unknown.

Step 4: If this participant was already contacted, enter the date by selecting the calendar button.

Add Participant Accrual Information

Participant ID (PID}): ABC
First Contact Date: x| =
1
Recruitment Strategies: + AddfEdit
s

Step 5: Next, select the +Add/Edit button to indicate the recruitment strategy used on this participant.

Add Participant Accrual Infarmation

Participant ID (PID]: ABC

First Contact Date: 0470352017 x &

Recruitment Strategies: + Add/Edit !
4
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Step 6: The Recruitment Strategies page appears. Select the recruitment strategy used to contact the participant
and fill out/check the displayed options [as needed] for each of the strategies selected. For this example, we
selected Telephone Calls and checked the Script Call option.

Recruitment Strategies

Setact all that apply

» PROTOCOL STAFF RECRUITMENT

> EXISTING DATABASE

¥ LS POSTAL SERVICE EMAIL

w

PROTOCOL STAFF RECRUITMENT

'

EXISTING DATABASE

U.S. POSTAL SERVICE EMAIL

hd

© Expand Al

I > TELEPHOME CALLS

> REFERRAL

¥ NON-DIGITAL MASS MEDIA

2 DIGITAL MEDIA

> COMMUNITY CONTACTS

¥ PATIENT ISSUES/CONCERNS

> Other

¥ TELEPHONE CALLS

Returned Call

@ Soript Call

w

REFERRAL

Please note: each strategy has its own options or fields to check/fill out. To view these options or fields for all strategies, select
Expand All.

@ Expand Al

Step 7: Select Save to submit your changes and to return to the Participant Accrual Information page.

Recruitment Strategies

? PROTOCOL STAFF RECRUITMENT
> EXISTING DATABASE
? U.S. POSTAL SERVICE EMAIL

¥ TELEPHONE CALLS

Returned Call

@) seript Cal

v

Protocol Staff member involved In recruitment of indihadual participant

w

PROTOCOL STAFF RECRUITMENT

Principsl Investigator [specify name)

Co-Principal Invistigater spocify
noame|

Rezrultment Dasignes (spacify nams)

Site Coordinator [specify name)

Research Nurse [specity name)

EXISTING DATABASE

Partizipant Registries

Clinic Schadules

0.8, Schedules

Pathology Reports
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Step 8: If the Study Intervention Date is available, select the calendar button and enter a date.
Please note users can later enter this information to document any changes.

Add Participant Accrual Information

Participant I (P} 1.

First Contact Date: 04/03/2017 X &
Recruftment Strategies: Seript Call + Add/Edit
Conzant Date/Status: X B # Consent NOT Signed
Intervention Start Date: x Not On Study Intervention [inetigitle,
d drappad out befors sraaning, ate.)
Reasons) Consent HOT Signed/Study + Add/Edit

Interventien HOT Startad:

Comments:

Step 9: Enter the additional information required [i.e. if a Consent Form has been signed]. If it has not been
signed, select the +Add/Edit button.

Add Participant Accrual Information

Participant ID (PID): ABC
First Contact Date: 04/03/2017 ® =
Recruitment Strategies: Seript Call + Add/Edit
=
Consent Date/Status: Caonsent Date/Status x = # Consent NOT Signed
Intervention Start Date: Intervention Start Date x & Not On Study Intervention (ineligible,
dropped out before screening, ete.)
Reason(s) Consent NOT Signed/Study Reason(s) Consent NOT Signed/Study + Add/Edit
Intervention NOT Started: Intervention NOT Started )
Comments: Cormments
“

Step 10: The Reason Consent NOT Signed or Study Intervention NOT Started Table page appears. From the list,
select the reason this participant did not sign a Consent Form and enter the required information. For this example,
we selected Logistics and checked Scheduling Conflicts.

© Expand Al

Reason Consent NOT Signed or Study Intervention NOT Started Table

? ELIGIBILITY CRITERIA NOT MET

¥ LOGISTICS

» ELIGIBILITY CRITERIA NOT MET
(if not listed below, specify in comments)

> LOGISTICS | ¥ Scheduling Conflicts

» STUDY RELATED ISSUES Transportation/Commute

» PARTICIPANT ATTITUDE AND CONCERN Transportation/Parking

% Other Insurance

Compensation/ Reimbursement

» STUDY RELATED ISSUES
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Step 11: Select Save to submit your changes.

Reason Consent NOT Signed or Study Intervention NOT Started Table

all tha

% ELIGIBILITY CRITERIA NOT MET
¥ LOGISTICS

(If not listed below, specify in comments)

#| Scheduling Conflicts
Transportation/Commute
Transportation/Parking
Insurance

Compensation/ Reimbursement

» STUDY RELATED ISSUES

© Expand All

Step 12: A message appears indicating the participant was successfully added
Accrual Information page.

Success

Participant Accrual has been successfully addedt

How to Edit Information

. Select OK to return to the Participant

Step 1: To update or edit information, select the Edit button and follow Steps 1 to 12 in section i.

First
Contact
Date

Reason(s) Consent NOT
Signed/Study Intervention NOT
Started

Consent
Date/Status

Status Recruitment

Marker

Participant

Strategies

April 03,
2017

Script Call, Mo Scheduling Conflicts,

Intervention

Start Date Comments

iii. How to Delete Information

Step 1: Select the Delete button corresponding to the participant you wish to remove from the list.

First Reason(s) Consent NOT
Status | Participant | Contact Recruitment Consent Signed/Study Intervention NOT
Marker o] Date Strategies Date/Status Started
ES iarch Study Website, March 17,
. 16, 2017 |nstitutional 2017 Mes
Wiebsite,

Intervention

Start Date | Comments

Iarch 20,
2017

Edit

[ Delete !
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Step 2: A message appears. To continue, select Yes, delete it!

Are you sure you want to
delete this record?

You won't be able to revert this!

Yes, delete it! “

Step 3: A second message appears indicating participant accrual was successfully deleted. Select OK to return to
the Participant Accrual page.

Success

Parucipant Accrual has been successfully deleted!

c. Recruitment Journal: Once the Participant Accrual page appears, select the Recruitment Journal tab to view and
enter study event data.

Protocol Number: CLO2016-02-01 Protocol Information Participant Accrual Recruitment Journal Close

Participant Accrual
PO: University of Chemoprevention + Add New Participant

Co: Contacted . C: Consented ’ NS Mot on Study [Consent Mot Signed, Ineligible, etc.) . 05: On Study
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The Recruitment Journal page opens. On this page, you can view/edit the following columns:
e  Study Event Start Date*
e  Study Event End Date*
e  Study Event
e Event Description
e POs Affected
Please note: * These columns can be sorted in ascending/descending order by clicking on the column header.

Current Usar:  Jane Doe, Consortia Lead Organization | Log Out

Protocol Number: CLO2016-02-01 Pratacol Infarmation Participant Accrual uitment Journal Clase

Recruitment Journal
+ Add Mewr Study Event

Study Event Start | Study Event End
Date Date Study Event Event Description POs Affected

March 03, 2017 - Study Active 1 Study will remain active. University of
Chemoprevention

Edit

Celete

i How to Add New Study Event
Step 1: Select Add New Study Event in the Recruitment Journal page.

Recruitment Journal

+ Add Mew Study Event I‘

Study Event Start | Study Event End

Date Date Study Event Event Description POs Affected
March 08, 2017 AT - Study Active Study will remain active, Uriversity of Edit
Chemaoprevention
Celete

Step 2: The Add Study Event page appears.

Add Study Event 3

Study Event Start Date: x B
Study Event End Date: (if appliceble) X B
Srudy Event:
Study Event Description:
POz Affected: University of Chemoprevention

Chemepravention institute
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Step 3: Enter the start date and select the Study Event from the pull-down menu. For this example, we selected
Accrual on Hold: Interim Analysis Per Protocol and all POs are checked.

Add Study Event Add Study Event EaE

- Study Event Start Date: HAONZIT X &8
Study Event End Date: (if eppliceble) v x &
Study Event End Date: (if epplicable) AT X B
Study Event: &% - Accrunl on Hold: Interim Anshsts Por Proto:
T

Study Event Description:
o s

POz Affected:

Interim Analysis Par Pratocol
# Al POy

Step 4: Select Submit to save your changes.

Add Study Event

Study Event Start Date: 040352017 X B
Study Event End Date: (if applicoble) M DDA X =B
Study Event: AT - Accrual on Hold: Interim Analysis Per Protocol v
Study Event Description: Study Event Description

POs Affected: 4 University of Chemoprevention
% Chemoprevention Institute

Step 5: A message appears indicating the recruitment journal was successfully added. Select OK to return to the
Recruitment Journal page.

Success!

Recrutrnent Journal has been successfully added!
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ii. How to Edit Information
Step 1: Select the Edit button to update or edit information to existing study events.

Recruitment Journal
+ Add Mew Study Event

Study Event Start | Study Event End

Date Date Study Event Event Description POs Affected
March 08, 2017 AT - Study Active Study will rermain active, University of Edit
Chermoprevention
Celet

Step 2: The Edit Study Event page appears. Enter the required information and select Submit to save your changes.

Edfit Study Event
"

Study Event Start Date: 03/08/2017 X =
Study Event End Date: (if applicable) DD Y x B
Study Event: AB - Accrual on Hold: FDA Clinical Hold v
Study Event Descripticn: Study is now on hold,

POs Affected: 7 University of Chemoprevention

Chemoprevention Institute

AllPOs

Step 3: A message appears indicating the recruitment journal was successfully updated. Select OK to return to the
Recruitment Journal page.

Success!

Recrutrment Journal has been successfully updated.
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iii. How to Delete Information
Step 1: Select the Delete button corresponding to the study event you wish to remove from the list.

March 08, 2017 AB - Accrual on Hold: FDA Study is now on hold. University of Edit
Clinical Hold Chemoprevention 3
March 20, 2017 AZ - Site lssues: Drug University of Edit
Shipment Authorization Chemoprevention
Delete

Step 2: A message to confirm deletion appears. To continue, select Yes, delete it!.

Are you sure you want to
delete this record?

You won't be able to revert thist

Yes, delete it!

Step 3: A second message appears indicating recruitment journal was successfully deleted. Select OK to return to
the Recruitment Journal page.

Success

Recrutrment Journal has been successfully deleted!

How to Submit the Monthly Accrual Report

CLO users receive daily reminders from the 1 to the 15% of the month. Please Note: CLO users cannot submit reports after the
15% of each month.

Your Monthly Report Is Due In: 3 Days

Please check and update your POs Participant Accrual Information and your Recruitment Journal. 'When ready, submit your information
for monthly reporting.

Continue
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1. Once all the required information is updated or added, select Submit Monthly Report in the Protocol Information page

Protocol Number: CLO2016-02-01

Protocol Information

Current Reporting Month:
Protocol Title:

Protocol Number:

Current User:  Jane Doe, Consortia Lead Organization | Log Out

May 2017

Randomized Phase X Trial of Agent B in High-Risk Individuals

CLOZ2016-02-01

Targeted Enrollment: 120
Total Number of Participants Started Study Intervention: 3
Projected Accrual Per Menth: 2.00

Projected Completion Date:
Study Status:

Study Status Date:

Accrual Duratien (Months):

Approved Participating Organizations:

Date of First Contact:

June 12, 2018

Active

March 27, 2017

15

University of Chemoprevention
Chemoprevention Institute

March 08, 2017

Participant Accrual

Recruitment Journal Close

Submit Monthly Report

i

2. A message appears indicating the monthly report was successfully submitted

page.

. Select OK to return to the Protocol Information

Success!

Your Monthly Report has been successfully subriteed!

3. The Protocol Information Page appears. If finished, select Log out.

Home ecruitment Planning

Toolkit

rual Report Training

Current User:  Jane Doe, Consortia Lead Organization

and Res

DCP Helpdesk

Recruitment Journal Close

Protocol Number: CLO2016-02-01

Participant Accrual

Protocol Information Subrmit Monthly Report

We welcome your feedback on this Quick Start Guide. Please send your comments to dcphelpdesk@dcpais.com
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Frequently Asked Questions

1. Q: Who will add/delete POs from AQuIP OARS?

0 A: PO and CLO users submit PO changes as Study Events including the Study Event Dates, Type, and Description on

the 'Recruitment Journal' tab. The DCP Help Desk will edit the list of POs accordingly.
2. Q: Will AQuIP OARS collect pre-contacted data (i.e., data before participant was contacted)?

0 A: No, this information is outside the scope of AQuIP OARS data collection, beginning at “First Contact Date” and

ending with “Intervention Start Date” or “Reason(s) Consent NOT Signed/Study Intervention NOT Started”
3.  Q: Where can I find total participants that started study intervention per PO and protocol?

0 A: The total number of participants that started study intervention per PO and protocol is not available in the
current AQulIP OARS; however, it is under consideration for the next AQuIP OARS iteration.

4. Q: How are pending accrual records handled in AQuIP OARS (i.e., participants that have been contacted without consent
dates, or consented participants that have not started intervention)?

0 A: Accrual records are considered pending when the individual was contacted but has not yet signed consent or
started intervention. In these instances, the “Date Consent Signed Date” and/or the “Date Started Study
Intervention” are left blank and the “First Contact Date” and “Recruitment Strategy” fields are populated. Please
note: The DCP Help Desk will query participants that have been pending for more than six (6) months.

5. Q:If a participant is identified through a participant registry, but the Principal Investigator (Pl) had a key role in the enrolling
process, should the Pl also be added as a recruitment strategy?

0 A:Yes, DCP recommends listing all recruitment strategies used to enroll participants.
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