N G

\

)\'

CTEP [«

I

Cancer Therapy Evaluation Program Adverse Event Reporting System

CTEP-AERS vs. AAEERS

Training Supplement

CTEP-AERS Training Site:
https://betapps-ctep.nci.nih.gov/ctepaers/public/login

CTEP-AERS Production Site:
https://eapps-ctep.nci.nih.gov/ctepaers

CTEP Website - CTEP-AERS Page:
http://ctep.cancer.gov/protocolDevelopment/electronic applications/adverse events.htm

Shanda Finnigan
CTEP, NCI
October 2013


https://betapps-ctep.nci.nih.gov/ctepaers/public/login
https://eapps-ctep.nci.nih.gov/ctepaers
http://ctep.cancer.gov/protocolDevelopment/electronic_applications/adverse_events.htm

Welcome to CTEP-AERS

CTEP-AERS:

Compliant with the new FDA Final Rule.

* Open public system — no login credentials needed.

e Supported with Internet Explorer and Mozilla Firefox , Google Chrome is
not supported.

» Uses Protocol Specific Exceptions (PSEs) to provide immediate reporting
recommendations to help reduce the number of unnecessary reports

submitted to lower the burden on participating sites and CTEP.

* Updated user interface including autocomplete features.



Welcome to CTEP-AERS

This training presentation is specifically designed
for users who have a familiarity with AJEERS and
highlights the differences of CTEP-AERS.



Access CTEP-AERS Training Site

NCI Warning Disclaimer

National Cancer Institute

FEEWARNING® **

You are accessing a U.S, Government infarmation system, which includes (1) this computer, {2) this computer
netwark, (3 all computers connected to this network, and (4) all devices and storage media attached to this netwark
ar to a cormputer on this netwaork, This information system is provided for U5, Government-authorized use only,

Unauthorized or improper use of this systern may result in disciplinary action, as well as civil and criminal penalties.

By using this information syster, you understand and consent to the following,

You have no reasonable expectation of privacy regarding any communications or data transiting or stored on this
information systerm. At any time, and for any lawful Government purpose, the gqovernment riay monitor, intercept,
record, and search and seize any communication or data transiting or stored on this information system.

Any communication or data transiting or stored on this information systern may be disclosed or used for any lawful
Government purpose,

COMTRCT U5

APPLICATION SURFPORT

.

This text says you agree to use
the system responsibly.
Click I agree.




CTEP-AERS Home Page
“AERS

Carcem Tromars Evmanron Pracomes Aoverse Bt Revcesan, Seem,

\. ’ hlana

Click to access the CTEP-
AERS online help.

CAUTION:

CTEP-AERS Training 5ite

You have accessed the CTEP-AERS Web application Fraining
site. Reports entered using this site are for training
purpozes only and are not submitted to the HCL

Uze the following URL to access the CTEP-AERS Web

Training site only, (use the
production site to submit
reports, the link is below).

application Frodoction site: CTEP-AERS Application

Welcorme to the Cancer Therapy Evaluation Program Adwerze Ewvent
Feporting Systern (CTEP AERS). CTEP AERS is awailable to submit
expedited adwerze event reports for all CTEP-zsponsored clinical trials
and Division of Cancer Prevention (OGP cancer prevention trials.

To create a new expedited report: click Report Adwverse
Ewent

Cnce initiated, reports are azsigned a unique ticket number that iz
used for future report access. The ticket number is sent to the
reporter by e-mail, but documenting this number iz strangly
encouraged.

To complete or withdraw a pending report or amend an
exizting report: click Manage Reports

The NI protocal number, ticket number and subject identifier must be
entered to access a pending or subrmitted repart.

To login as an administrator (HC1 Staff anly): click here
To wigw MG Quidelines: Adwerse Event Reporting Requirerments

Additional CTEP-AERS resources are available an the CTEP-AERS Horme
Fage
Frequently Azked Guestions FAC

Medical Questions/Help: email: aamd®@tech-rez.com phone: (301}
897-7497 faw: (301) 230-0159

The link to the production
site, use to submit reports.

The link to Administrator login

(for use by CTEP, NCI staff).

Report Adwerze Events

=]

Manage Reports

Link to the NCI Guidelines.

Link to resources on the
CTEP-AERS page from the
CTEP website.

Technical Questions/Help: email: ncictephelp@ctep.nci.nih.gow phone:
1-888-283-7457 fax: (301) 948-2242

Contact information to the
AEMD and NCICTEP
Helpdesks.




CTEP-AERS Home Page

CTEP-AERS Trai

You have acceszed the CTEP-AERS Web application Frasamm
site. Reports entered using this site are for training
purpozes only and are not submitted to the HCL

Uze the following URL to access the CTEP-AERS Web
application Frodoction site: CTEP-AERS Application

Welcorme to the Cancer Therapy Evaluation Program Adwerze Ewvent
Feporting Systern (CTEP AERS). CTEP AERS is awailable to submit
expedited adwerze event reports for all CTEP-zsponsored clinical trials
and Division of Cancer Prevention (OGP cancer prevention trials.

To create a new expedited report: click Report Adwverse
Ewent

Cnce initiated, reports are azsigned a unique ticket number that iz
used for future report access. The ticket number is sent to the
reporter by e-mail, but documenting this number iz strangly
encouraged.

To complete or withdraw a pending report or amend an
exizting report: click Manage Reports

The NI protocal number, ticket number and subject identifier must be
entered to access a pending or subrmitted repart.

To login as an administrator (HC1 Staff anly): click here
To wigw MG Quidelines: Adwerse Event Reporting Requirerments

Additional CTEP-AERS resources are available an the CTEP-AERS Horme
Fage
Frequently Azked Guestions FAC

Medical Questions/Help: email: aamd®@tech-rez.com phone: (301}
897-7497 faw: (301) 230-0159

Technical Questions/Help: email: ncictephelp@ctep.nci.nih.gow phone:
1-888-283-7457 fax: (301) 948-2242

To initiate a new report, click either
one of the Report Adverse Events
tabs.

Report Adwerze Events

The Manage Reports option provides
access to existing reports and is
described on slide 46 of this
presentation.




Select study, subject and course/cycle/intervention
This page, similar to AdEERS, collects the highest level data to initiate the report.

The Autocomplete feature is available from many fields
within CTEP-AERS. Type at least three digits of the

. - protocol number to display suggested values from which
Select study, subject, and q to select.

Instructions =elect the study, subject, and cociated with the adverse events that vou wish to report.

' Study | Seg gping fere CTEP-AERS refers to the
* Subject ID | 3 patient as the Subject.
* Confirm Subject | |
ID
" Organization [ﬁ'egu}-:r HeDATE AR | E

NCoursefCyclef
Intervention

CTEP-AERS collects TAC information at the
initiation of a report. Click +Add. The

Red asterisks (*) Course/Cyc‘Ie/Intervention page displays
indicate a mandatory (see next slide).

field.




Course/Cycle/Intervention Information

This page lists the treatment assignments associated with the study.

Course /Cyclel

Select the TAC that was
assigned to the subject.

Nnati

Select Other and provide a treatment description if
the TAC is unavailable or when the adverse event
occurred on a Surgery, Device, Radiation
intervention. This field can also be used when
reporting a late adverse event (i.e., one that occurs
more than 30 days after treatment) or for
commercial agents.

e=24 days)\nBAY 43-000&: 400mg PO EID

Click Save to continue.

Important: This does not save the report to
the system. If you were to lose your browser
connection at this time, you would need to
reenter all information. More details will be
provided on this later (see slide 18).




Select study, subject and course/cycle/intervention
The completed page displays.

1. Study, Subject & CoursefCycle b 2. Adverse Events % 3. Review and Report

Select study, subject, and course/cycle/intervention ?

Instructions Selectthe study, subject, and course or cycle associated with the adwerse events that vou wish to repart.

"Study (7028 ) A Phase || Study of BAY 43-3008 for Patients with Irmatinib and Su ﬁ

* Subject ID [sszz

"'Confirm 5522
Subject ID

' Organization  Maya Clinic Hospital, Phosmiz, AZ { AZ073 ) <3

" Course JCyclef TACT {({(Cycle=Z28 days)BAY 43-9006:; 400mg PO BID
Intervention Course fCycle fIntervention created successfully

JLW

Click Continue.




Adverse Events
The Adverse Events page displays.

1. Studw, Subject & CoursafCycle i1 2. Adversze Eweniz 3 2. Review and Report

Subject 522
Study (FO28) A Phase [ Study of BAY 43-9006 for Patients with Imatinib and Sunitinib Eesistant Gastrointestinal Strarmal. ..

Course fCycle fTACT {({(Cycle=28 days)\nBAY 43-3006: 400mg PO EID)
Intervention

— Adverse Events ?

Yiew CTCAE v4.0

Instructions Enter the verbatim.

* Enter verbatim [ ]

V "Ms i " Save & Feport [T

Verbatim is a new field in CTEP-AERS.
Enter the adverse event as described by
the subject or clinician. If no verbatim
term exists or is not applicable, then
enter the CTCAE term.

Click +Add to expand the
Adverse Events page.

10



Adverse Events

Click on the View CTCAE

The expanded Adverse Events page displays.

- Adverse Events

Use the Autocomplete
feature (see slide 7) and

+Add.

Additional adverse events
can be added by entering
the Verbatim and clicking

v4.0 to view the entire list
of adverse event terms.

W

Wiew CTCAE v4.0

trructions Enter the verbati

select the CTCAE Term
from the suggested
values.

ter verbatim

Yerbatim: pain

The Grades that display
will change depending on
the CTCAE Term you

pain

TCAE Term || |

<«

Adverse events can be
removed by clicking the
Delete icon.

Use the Calendar icon to

select. rade

':D' 1: Mild syrmptorms; intervention not indicated

D 3: Severe syimptoms; surgical intervention indicated

Indicate whether the
subject was hospitalized.
This field is mandatory if
the grade is 2 or higher.

Start date

italization?

D 2. Moderate symptoms; medical intervention indicated

End date

select dates.

Outcomes ||| [peath

D Haospitalization - initial or prolonged
DLife—threatening

Disability or Pertmanent Darmage
|:| Congenital Anomaly /Birth Defect
D Eequired Intervention to Prevent Permanent lmpairm
D Other Serious {mportant Medical Events)

The Outcomes include rules that
are applied depending on other
information. For example, the
Death outcome cannot be
selected if the adverse event
grade does not include death.

You may select as many
Outcomes as applicable.

Once all fields are entered, click Save &
Report. Clicking Save & Report does not
save the report to the system. If you
were to lose your browser connection at
this time, you would need to reenter all
information. More details will be
provided on this later.




Review and Report — Action Recommended

The Review and Report page | 1:Study Subject 8 CourseiCpce ) 2 haversebents ) (T ETESTD
uses Protocol Specific Exceptions "

(PSEs), NCI AE Reporting S Ao
Guidelines and SPEER data to Course/Cycle/ TAC (KCycle=28 daysInBAY 43-3006: 400mg PO BID)
determine whether an expedited —

report is required.

An action is recommended.

Exception: Ifthis is a commercial agent onhy study or an adverse event that occurry
adminlstration of investigational agent finte rvention, plesse consult your protocol

Dyspepsia: pain . Grade: 3: Severe or medically significant but not immediateh

The Review and Report page displays
a checkmark icon when a report is

or prolongation of hospitalization indicated; disabling: limiting self care ADL.

The Override option is
available for late
adverse events (i.e.,
events that occur
more than 30 days
after treatment) or for
reporting adverse
events that occur with
commercial
treatments (see slide
15 for more
information).

required. Recommended Actions
AIternat'\/er, |t dISplayS a StOp 0 Bazed on the data you hawve entered and the rules enabled for this study, the following action is recommended: Cruerride
icon when a report is not required Anin A Repar: Szane: DE

(see slide 14 for more information).

Adwverse Events

_0 CREA.TE CTEP Expedited Report Mot started Due in 10 days

pedited
Selec orting Adwverse Event Term Grade Start date *Primary?
uired?
o 3 5 t n ical
Yesx Dyspepsia: pain < New. et b S N ®

intervention indicated

When you press the Report button, you will initiate the

following actions:

The Adverse Event table lists
the information you have
entered and displays regardless

oy CREATE CTEP Expedited Report

| |

of whether a report is required.

12




Review and Report — Recommended Actions

The Review and Report page displays the report due date depending on the results of
the rules engine.

The CTEP Expedited

Select Action Eeport Status Due Report is due in 10
days.

_lii CREATE CTEP Expedited Report Mot started Duein 10 days

The CTEP 24-Hour

Select Action Report Status Due o . .
= CREATE CTEP 24 Hour Motification Mot started Due in 24 hu:uurs< N(-)t”-:lcatlon 's due
i+ B within 24-hours,
followed by the CTEP
Select Action Report Status Due Expedited Report, due
EDIT CTEP Expedited Report In process Crue in 5 daﬁ;é in5 days,

The CTEP Expedited

Select Action Report Status Due Report for commercial
__i.li CREATE CTEP Expedited Report {15 Days) Mot started Due in 15 days agents is duein 15
% days.

13



Review and Report — Action Not Recommended

The Review and Report page
1. 5tudy, Subject & CoursefCycle b 2. Adwerse Events >

uses Protocol Specific
Exceptions (PSEs), NCI AE

Subject =52

re po rt|ng gU|de||neS a nd Study (70258 A Phase || Study of BAY 43-9006 for Patients with lmatinib and Sunitinib Resistant Gastrointestinal Stromal. .
. Course [CyclefTACT ((Cycle=28 days)\nBaY 43-9006: 400mg PO BID)

SPEER data to determine R ! ! :

whether an expedited report

iS required An action is NOT recommended.

Baszed on the data wou hawe entered and the rules enabled for this study, expedited reporting is not required. If you beligwe
expedited reporting is warranted, click "Owarride’ and select the report vou wish to complete,

For zarious adwerse ewants that occur more than 30 days after the last administration of investigational
agentfintervention and have an attribution of possible, probable, or definite, please consult your protocol for expedited

reporting requirements and click ‘Cuerride’ as neaded.

The Review and Report page ;
dispIays a stop icon when a Dyspepsia: pain , Grade: 1: Mild; asymptomatic or mild symptoms; clinical or diagnostic observations only;
report is not required. intervention not indicated.

Available Adions

H H Based on the data wou have entered and the rules enabled for this study, expedited reporting is not required. If vou believe expedited
If no action is recommended, [Ebien o s S, expec e
you can either exit the system Dl
or use the Override option (see Aeverse Bvents
slide 15 for more information) Expedited

. Select Reporting Adverse Event Term Crade Start date ‘Primary?
to submit a report. Required?

No Dyspepsia pain \,E) :];:dii:]ddis:rar;r:a[;toms; IS o7 2272013 @
Please select a report.

14



Review and Report — Override Option

For rare cases when the system does not recommend an action, but the treating physician feels

the event should be reported expeditiously, you may use the Override option to submit a report

regardless of the action provided on the Review and Report page. Make note that you can

change the 10-day report to a 24-hour notification, but you cannot override a recommended 24-

hour notification to that of a 10-day.

Eestore recommended action

Select Action Report Status
i CTEF Expedited Report
] CTEP 24 Hour Motification

The CTEP Expedited Report and 24-
Hour Notification are options when
Override is selected.

Select Action

—

estare recommended action

S5tatus

CTEP Expedited Eeport {15 Days)
CTEP 24 Hour Matification

CTEP Expedited Report (15-day) for
commercial agents is an option for
commercial studies only.

Click Restore recommended action to
cancel the override.

15



Adverse Events

Expedited
S5elect Reporting Adverse Event Term
Required?
Tes Dwspepsia: stormach pain " Mew )
Tes Yamiting: throwing up
Yes Mausea: upset stomach ©MNew )

Grade

g T— 3: Severe symptoms; surgical

intervention indicated

3 =6 episodes (separate
Hew) by & minutes) in 24 hrs;

feeding, TPM ar
haspitalization indic
3: Inadequate oral
fluid intake; tube
TPM, or hospit
indicated

ar

Review and Report — Adverse Event Table

Start date ‘Primary?

O rmmidding

072212015

07222013

Deselect the Select checkbox
if an adverse event is to be
excluded from the report.

The Start Date can be entered
here if omitted on the
Adverse Event page.

The Primary adverse event
can be reselected when more
than one event is being
reported.

16



Review and Report

Important: The report is still
not saved to the system.
Again, if you were to lose your
browser connection, you
would need to reenter all
information.

To continue with the
report, click Report.

—

1. Study, Subject & CourzefCycle b 2. Adverse Events il 3. Rewview and Report

Subject 5522
Study (FO23) A Phaze || Study of BAY 43-3006 far Patients with Imatinib and Sunitinib Resistant Gastrointestinal Strom...

CoursefCyclef TAC] (Cycle=28 daysi\nBAY 43-3006: 400myg PO BID)
Intervention

An action is recommended.

Exception: I this is a commercial agent only study or an adverse event that occurred more than 30 days after the last
adminlstration of investigstional agentfinte rvention, plesse consult your protocel for specific expedited reporting requirements.

Dyspepsia: pain . Grade: 3: Severe or medically significant but not immediately life-threatening: hospitalization

or prolongation of hospitalization indicated; disabling: limiting self care ADL.

Recommended Actions

Bazed on the data you hawve entered and the rules enabled for thiz study, the following action is recammended: Cruerride
Select Action Report Status [rue
j_n CREA.TE CTEP Expedited Report Mot started Due in 10 days
Adwverse BEvents
Expedited
Select Reporting Adwerze Event Term Grade Start date *Primary?
Required?
3 3 5 t n ical
Yes Dyspepsia: pain <"H', et b UL e 07 f2252013 @

intervention indicated

When you press the Report button, you will initiate the
following actions:

CREATE CTEP Expedited Report

17



Reporter

The information required on the Reporter page is the same as AdEERS.

Reporter

Instructions Entar contact information for the person reparting the adwerse ewent and the treating physician. You can selact the

person from the drop down list or enter the details.

Feparter Details

* First mame | |

Middle name

* Last name | |

* E-mail address |

* FPhone | |

B

Ifthe Physician is the same as the Reporter click hare I:l

Treating Physician Details

* First name | |

Middle name

* Last mame | |

* Email address |

* Phone | |

If the reporter and physician are the same
person and after entering the Reporter
Details, click this checkbox to copy the
information to the Treating Physician
Details.

Enter all mandatory fields then click Save &
Continue.

Note: The information on this page must be
completed and saved in order for the report
to be saved and the ticket number assigned
(see next slide). At this time, CTEP-AERS
begins the report due date countdown.

18



Report Ticket Number

The report is saved to the system and the ticket number is assigned. The reporter is sent the
access key through an e-mail that is generated immediately after completion of the Reporter

page.

The report’s Ticket number displays at the top of each page
along with the Subject ID and Protocol Number. This
information becomes the key for future access to the report.

Ticket 2140590
Number

Subject ID 5522
Study (7028) A Phase |l Study of BAY 43-9008 for Patients with lmatinib and >unitinib Eesistant Castrointestinal Stromal Tu...

CoursefCyclef TACT ((Cycle=28 days)\nEAY 43-9008; 400mg PO EID
Intervention

You can now close your browser, if needed,
and access the report through the Manage
Reports module at a later time (see slide 46
for information on the Manage Reports
module).

Please note that the information on the following slides highlight the differences in CTEP-AERS as
compared to AJEERS. Please refer to the CTEP-AERS Training Guide or Training Presentation
available from the CTEP website if more comprehensive information is needed. CTEP-AERS also

includes an online help feature for access to quick instructive information.
19



Navigation Bar

CTEP-AERS displays the report section tabs at the top of each page.

Red asterisks (*) indicate
a mandatory section.

Blue checkmarks (#") indicate
that the section has been
completed and saved.

A highlighted tab indicates
the section currently in use.

\/

L

w

W

N

v 1 Feporter v " & 2. Adverse Events + " & 3. Describe Event

"

a. subject Details by F. Other Causes ¥ H. Labs » 9. Artribution

N v 1 CoursefCycle » s Study Interventions

)

W

10, Additianal Infa ¥ 11. Eeview & Submit

]

In most cases, the Save &
Continue button is used to
navigate from page to page.

5 Continue M

20



Adverse Events

The Adverse Events page displays again to review and revise entered information or to enter

additional adverse events.

Adverse Events enter additional adverse events.

If needed, click +Add Adverse Event to

Instructions Complete the reg dz and add any additional infarmation fo

. € idd Adverse Event .

+ _[Dyspepsia pain , Grade: 3 [Primary]

) Save & Bacw

Click + to review the entered
adverse event and revise, if
necessary.

The CTEP-AERS rules engine may re-
evaluate the reporting requirements

depending on added or revised adverse
event information.

EEXD (

Click Save &
Continue.

Save & Continue [T .

21



Adverse Events — Reporting Death

Please refer to the NCI Guidelines: Adverse Event Reporting Requirements effective September,
2013.

The CTCAE terms Death Not Otherwise

= Death NOS Crade: 5 Verbatim: death Specified (NOS) and Sudden Death m
NOS do not require a positive
Verbatim death / attribution to submit a report.
"AE term | Death MoOS e -—
" Grade ® 5: Death
Start date [F rrrme i st End date BA v i syt
Did AE cause W |2

hospitalization?

Outcomes |[v] 0eath
|:| Hospitalization - initial or prolonged
DLife—threatening

|:| Disability or Permanent Datmage
DCDngenital Anarmaly B

Egiﬂ:;rgi:zirﬁ:gm Fetal death should be reported as grade 4 Pregnancy, puerperium,
and perinatal conditions — Other (pregnancy loss), under the

Pregnancy, puerperium, and perinatal conditions SOC.

Death Neonatal should be reported as grade 4 General disorders

and administration — Other (neonatal loss), under the General

disorders and administration SOC.

Neither event should be reported as a grade 5 event.

22




Describe Event
The Describe Event page displays with variations to the field labels in AdEERS.

Describe Event . . ?
The Description &

treatment of event(s)

Enter all Instructions This is one of the most critical sections of the report, Provide detailed information field is limited to
presentation of the event, the treatiment of the event, clinical findings, and the tirming
mandatory interventions. Be as complete as possible. 4,000 characters.
fields /
before "Description & treatment of L~ 7
g o event{s)
continuing
to the next
page.
"Subject's status at time of
this report The Date of Recovery or death
Date of recovery or death and Autopsy Performed? fields
Has the subject been v display depending on the value
re-treated? entered in the Subject’s status
Date removed from protocol at time of this report field.
Autopsy performed?

Save & Continue 21

Click Save &
Continue.

This field has a limit of 4,000 characters.



Course/Cycle

The Course/Cycle page displays with slight variations compared to AJEERS.

The treatment information entered in the
Course/Cycle Course/Cycle/Intervention Information
— page (slide 7) displays. If needed, the TAC

_ can be revised at this time.
Treatment Information

Enter all
mandatory *Treatment assignment code TAZ1 W <7
fields Description of treatment  (Cycle=22 days)
assignment or dose level BAY 43-3006: 400mg PO BID
before
continuing
to the next
PrEigE Course Information
" Start date of first course [ = ot il
* Start date of course associated | | == These fields become
with expedited report mandatory for investigational
*'Course number on which event :] agent Studies

' Total number of courses to date

occurred //”71
L]

Save & Confinue M

Click Save &
Continue.

24



Study Interventions - Agents
The Agents intervention page displays with slight variations compared to AdEERS.

Agents Select Yes to indicate that the subject

received an investigational agent.
' Was an investigational :

agent administered to this
subject on this protocol?

Click +Add to expand the

m | Agents page.
= () Yud

' Study agent [ w

Enter all

mandatory > Total dose adm_inistered [ ]
H this course
el * Unit of measure

before
.. Date last administered [E] 1o sy
continuing prior to the event that is
to the next being reported
page. Administration delay Minutes | %
Comments
Dose modifications? w

Save & Continue [

Click Save &
Continue.

25



Other Study Interventions

The Devices, Surgery and/or Radiation intervention page displays, if applicable to the protocol.
Very few studies include these interventions at this time.

Devices Select Yes to indicate that the
subject received an

Was an investigational Yo | W
device administered to investigational device.
this subject on this

protocol?

Click +Add to expand the

surgery page. 2
& — Enter all mandatory fields on

the page before continuing to

the next page.
Racliation 2

Click Save &
Continue.

26



Subject Details — General

The Subject Details section includes several pages, starting with the General page.

- General

The Subject ID may
be revised, if
needed. You must
confirm the ID, if
changed.

nstructions Enter general dermographic information far the s continuing to the

Enter all mandatory
fields before

The Organization
may be revised, if
needed.

next page.
'Subject ID s5z22
' Confirm | 5522 | Baseling  plaaze zelect
Subject ID performance
Date of Birth | | | i * Height | | [CEmimeter v]
* M ful VY
' Gender _n ' Weight | | | Kilagram + |
\ Ethnicity [ v] Body surface

area

' Race [

W

,'lﬁrganizatiun havo Clinic Hospital, Phoeniz, AZ [ AZ072 )

The subject’s BSA
will automatically
display after Height

and Weight entry.

Scroll down to the Disease
Information page.

27



Subject Details — Disease Information

The Subject Details, Disease Information section is mandatory for all expedited reports.

The Other (disease) field only displays
when Hematopoietic malignancy, NOS
_ _ or Solid tumor, NOS is selected from
= Disease Information the Disease name field.

Instructions Enter the appropriate study disease fco

' Disease name |

Other {disease) | =~
" Primary site of  Fegin tpoing here €1 chowan
disease
Date of initial { iz
diagnosis R Y

Enter all mandatory
fields before
continuing to the
next page.

Scroll down to the

page.

Metastatic Disease Site

28



Subject Details — Metastatic Disease Site

The Subject Details, Metastatic Disease Site section is optional for adverse event reporting.

If applicable, click +Add to expand
the Metastatic Disease Site page.
Enter all mandatory fields before
continuing to the next page.

- Metastatic Disease Site

Instructions Enter any rmetastat] celected a

Metastatic [ Fegiin rpoing hare ] ﬂ

Disease S5ite Sy a

Scroll down to the Pre-
Existing Conditions page.

29



Subject Details — Pre-Existing Conditions

The Subject Details, Pre-Existing Conditions section is optional for adverse event reporting.

If applicable, click +Add to expand
- Pre-Existing Conditions the Pre-Existing Conditions page. ?
Enter all mandatory fields before
continuing to the next page. eghancy, smoking

Instructions If applicable, enter the relevan
and alcohal use, hepati

* Pre-existing W |

condition

Scroll down to the
Concomitant Medications

page.

30



Subject Details — Concomitant Medications

The Subject Details, Concomitant Medications section is optional for adverse event reporting.

- Concomitant Medications

Instructions Document an

If applicable, click +Add to expand
the Concomitant Medications
page.

Enter all mandatory fields before -
continuing to the next page.

ol medications that might hawve cantriby F .
or NCI reporting purposes, only

*Medication

Mame

enter those concomitant

medications which may have
possibly contributed to the i
adverse event(s).

Scroll down to the Prior
Therapies page.

31



Subject Details — Prior Therapies

The Subject Details, Prior Therapies section is mandatory for all expedited reports.

— Prior Therapies 2
Click +Add to
Instructions Enter all prior therapies for the current expand the Prior apie i isaage jf
those therapies are relevant fos+ Therapy page. Select “No prior therapy”
from the Prior Therapy

list of values if the
subject received no prior [
therapy.

* Prior therapy

Enter all
Comments

mandatory
fields The Therapy agent(s) and
before Start date i / Agent name field display
continuing MM DD YYYY depending on the
to the next End date ! { B therapy selected in the
page. MM DD e Prior therapy field.

Therapy agent{s) ‘

Agent name

[Eegrm rpoing here "

<

Save & Continue [

Click Save &
Continue.
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Other Causes

The Other Causes page is optional for adverse event reporting.

If applicable, click +Add to expand

Other Causes the Other Causes page.

Enter all mandatory fields before
continuing to the next page.

Instructions Enter information regarding othee=?
rright have contributed to sk

@ 2dd 2 cauze

‘' Cause

Click Save &
Continue.

Save & Continue M

uations that
et

1l
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Labs

The Labs page is optional for adverse event reporting.

Labs

Instructions Enter any labs that are

— Hematologic

Lab category

If applicable, click +Add to expand
the Labs page.

Enter all mandatory fields before
continuing to the next page.

' Lab name -
Units

Baseline value date

Madir fWorst date
value

RecoveryflLatest date
value

When the Microbiology lab category is
selected, enter the Site, Date, and
Infectious Agent fields that display.

E {rrrdd ywrr)

Site

Date

Infectious

E frrndd wvvy) Agent

E (rrmdd

E {rrrdd )

Save & Confinue M

Click Save &
Continue.
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Attribution

The Attribution page is mandatory for all expedited reports.

Attribution

Instructions For each adverse event, attribute the lewvel of relatedness to each pot

MNote: Depending an the rules for this report, each adwverse event may require at
attribution.

Prirnary &E
SEVERE
Dyspepsia: stomach
Possible cause pain
Disease
Castrointestinal strarmal
turmar P,
Study Agent
Feds 72 Sarafenib BAY
43-3008; Nexavar)
{125ma)

For each possible cause,
select an attribution from
the list of values.

ible, probable, or definite

The adverse event must have at
least one cause with a positive
attribution (i.e., Possible, Probable,
or Definite) to submit the report.

antinUe M

Click Save &
Continue.
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Additional Info

The Additional Info page is optional for adverse event reporting. Some fields may not be
available depending on the protocol and commercial agent reporting requirements.

Click the checkbox(es) to
identify the information to
be submitted with the
report.

Adcitional Info

Instructions [ndicate any additional infarmation that will be sent separately

Autopsy report Fl Progress notes F //
Consults |:| Radiology report |:|
Discharge summary |:| Referral letters |:|
Flow sheets Jcase report Fl Summary report sent to IEB F
forms Operative Report |:|
Laboratory reports |:| Admission H&P I:l
Gftfprm I:l Other |:|

nort Fl

Supporting documentation o
must be faxed to 301-230-
0159 and must include the
Report Ticket Number on the

fax cover sheet and the
. n If the additional information being provided is not listed abowve,type the infarmation being provided
SUbJECt ID and the StUdy S inthe "Other Information” field Separate each iterm with a comma ™"

Protocol Number on each
page submitted.

Save & Continue N

Click Save &
Continue.
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Review and Submit - Review and Physician Signoff

The Review and Submit page automatically displays sections that require additional information.

There are several steps to complete before you can submit the report.

Physician signoff ?

|:| | certify that this report has been reviewed and approved by a physician or hisfher medically
certified designee responsible for the care of this patient.

Review & Submit 2

Click + to expand

— (TEF Expedited Report .
the section.

Status owe 092172013 Amendment ¥ O

Infarmation a to camplete

+ Describe Event section

+ Review & Submit section
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Review and Submit - Review and Physician Signoff

Once expanded, a description of the needed information will be provided as well as a link to the
section.

Physician signoff ?

|:| | certify that this report has been reviewed and approved by a physician or hisfher medically
certified designee responsible for the care of this patient.

Review & Submit 2
— (TEF Expedited Report

Status owe 092172013 Amendment ¥ O

Infarmation remaining to camplete . .
The information

— Describe Event secion required is described.

® Has the subject been re-treated? is mandatory
® g= G0 back tothis page |

Click Go back to this

+ Review & Submit section page.
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Review and Submit - Review and Physician Signoff

The page requiring additional information displays.

Describe Event

Instructions This is one of the most critical sections of the repart, Provide detailed information about the event including the
presentation of the event, the treatment of the event, clinical findings, and the timing of the eventin relation to study

interventions. Be as complete as possible.

‘' Description & treatment of  test
Event{s)

Add the required
information.

' Subject's status at time of | Mot recovered/Mot resolved

this report

* Has the subject been
re-treated?

Date removed from protocol (5] i g | 2

Click Save, then click the
Review & Submit tab (tab
11) on the navigation bar.




Review and Submit - Review and Physician Signoff

The Review and Submit page displays with the corrected section removed. Repeat this process
until all sections are complete.

Physician signoff ?

Ll certify that this report has been pevismad and anneovcad baca nbycician or his fher medically

certified de=signee responsible for ] .
The Review & Submit

section will be the last .

section to address.

Review & Submit

= CTEF Expedited Report

S5tatus Dwo 092172013 Amendment ¥ 0

Information ihing to complete

+ Reyiew & Submit section

Click + to expand
the section.
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Review and Submit - Review and Physician Signoff

The Review and Submit page indicates that the physician signoff must be completed.

Physician signoff

|:| | certify that this report has been reviewed and approved by a physician or hisfher medically
certified designee responsible for the care of this patient.

Review & Submit
Click Actions and select Export

AERS PDF to generate a pre-
submission report for the
physician’s review.

= CTEF Expedited Report

Status Do 092172013 Amendment1

Information remaining to complete

— Review & Submit section

® Physician sign-off is mandatary far this repart. TEEERIES L

® Sorollup g

I8 Export AERS FOF

-
o) Export Mediidatch 35004
FOF

. . . L Export ClOMS PDF
Remember, the physician signoff o

is not required when submitting
a 24-hour notification.

| @ Withlr aw

41



Review and Submit - Review and Physician Signoff

Complete the Review and Submit page physician signoff and begin the submission process.

Follow your site’s processes

to obtain physician approval.

Once approved, click the
Physician signoff Physician signoff checkbox. z

I certify that this report has been reviewed and approved by a physician or hisfher medically
certified designee responsible for the care of this patient.

Review & Submit

— CTEF Expedited Report

S5tatus Dw - 092172013 Amendment ¥ 0

Ready to submit!

The Review & Submit
section displays Ready
to submit!

Click Submit.
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Review and Submit - Submitter

The Submitter page displays.

Submitter

Reporter

Name Torm Rason
E-mail rasont@ame.edu
Phone 555-555-5555

Fax 555-555-5555

Submitter details

If the submitter is the same as the reporter
D If the submitter is the sarme as the physician

Click one checkbox to indicate
whether the submitter is the same
person as the reporter or physician.

The submitter details automatically
display.

E-mail rasont@ame.edu
Phone 555-555-5555
Fax 555 555 5555

Enter all mandatory Submitter
details fields if the submitter is

* First name [

]

Middle name

different than the reporter or
physician.

* Last name |

* E-mail address [

' Phone [

'Fax[

Save & Continue [T

Click Save &
Continue.
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Review and Submit - Recipients

The Recipients page displays the email addresses of the reporter, physician and submitter.

Recipients Unlike AdEERS, CTEP-AERS does not display all
of the recipients assigned to the report. They
The CTEP 10 Calendar Day SAE Report will be sentto WI”, hOWEVEF, appear on the submission email

e NCICTEP that is automatically sent to the submitter.

& tasonti@arme.edu SLEY
& rasonti@arme.edu (REM
& rasonti@ame.edu (PHY)

CiC Details

Ta send this repart to others, enter the email addresses in the field below.
Multiple ernail addresses can be entered separated by a camima.

Cc

To specify additional
recipients, enter the email
addresses in the Cc field.
Only use comas to
separate the addresses
(do not use hard returns
or semicolons).

Click Submit.
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Review and Submit - Submission Status

The Submission Status page displays the successful submission message.

Submission Status 7

Instructions If you have submitted a 24<hour notification, then the complete (S-day) Expedited Report is due in five calendar days. Click
the following link httpg:{ fwrapps.ctisinc.com: 443/ ctepaersf pages/ ae/ reviewResolver?action="openS DayReport’ to finish and
submit the Expedited /feport.

Alternatively, you m/ | access and submit the report at a later time wsing the 'Manage Reports’ work flow.

Additional Info: If vou indicated ir

r report that you would be faxing Additional Information, please fax to 301=230=0159. See the FAQS
for detailed information on submitti

dditional Inform ation.

' r=t=7d 5
ihy on 01/28/2014

The fax number is provided if
additional information is to be Export to

fgxefj (see sllde-36). The FAQ generate a report
link is also provided to file.

reference details on submitting
additional information.

After a 24-hour notification You can click
submission, CTEP-AERS
displays a link which will
return you directly to the 5-

day report.




Manage Reports

The Manage Reports module provides access to initiated or previously submitted reports and
provides options to amend submitted reports or withdraw pending reports.

. I .
T T Eomstroe Pacmas Bomes |-

Adwarm Ewants

. Rapsrt Adwars Ewmnts ' Manage Raparts

‘akons o tha Cancar Thampy Ealuation Progrm ddvarss Esant
Raporting Sestam (CTEP AERS) . CTEP AERS iz awaihbk to submit ax padited

adwvarss avant raports for all CTEP-sponsomd clinical triwls and Division of

Zancar Pravantion (DR cancar prawantion trials.

Clle Manage Reports. To craats 2 saw anxpaditad raport: click Raport Advarss

Evamt

Dnca initibed, raports ar assignad a uniqus ticlet numbar that iz wsad for

rtaccass. Tha ticlat numbsar iz sant to the mportar by a-mmil,

iubar is strong by ancoumagad.

To complats or withdaw a rtor amaed an
amistimg raport: click Masags Rsports X
Tha HZI protoco] numbsr, tickst nombar and subjct idantifiat | Paport Advarss Evants
antarad to accassa panding or submittad raport.
Manzgs Paports

Tao kbgin as an administator: clicl hara

To view M1 Guidalings: &dvarsa Evant Raporting Raquianants

Acleitional CTEP-AERS mzourcas ar avaikbk on the CTEP-AERS Honw
Faga

Fraqquantly & slead Qnastions FAD

Madical Guastions Halp: anmil: adsarsnol@tach-ms.com phona: (3073

SOT-T407 fax: (307 230-015%

Tachnical Quastions Halp: ammil noictaphs lpctaponcionih.gey phons:

1-888-283-7457 fax: (307 M4 E-2242
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Manage Reports — Select study and subject

The Select study and subject page displays.

Enter the access key
(ticket number, protocol
number and subject ID).

Select study and subjeq

'Ticket Number [ ]

'Study [ Begin tpping here ] ﬂ

‘Subject ID | |

Click Continue.




Manage Reports — Overview

The Manage Reports page displays the information associated with the report.

CTEP-AERS does not
include an option for
Copy Report.

Manage Reports

Instructions The table below surmtmarizes reports for the given Ticket Mumber. Click Actions and select the aption you wish o
perfarem.

If vou hawve submitted & 24 -hour natification, then the complete (S-day) Expedited Report is due in five calendar days. Click Actions,
then select Edit to finish and submit the Expedited Report.

Report Type Amendment # Report Submission Status Options
CTEP Expedited Report 1 Due in 10 daps i
CTEF Expedited Report ] Amended on 1 Fr1FrFON
CTEP 24 Hour Motification Cubmitied successfully on 1271 277012
The Report Submission Status displays Click Actions to continue. Depending on the
values including: Due in (number) Days, the report status, the options available may
Submission Response or whether the report include: Edit, Withdraw, Export, Amend,
is Withdrawn, Initiated, not submitted or View the Report or View Recipients.
Overdue.
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Manage Reports — Edit Option

By selecting Edit from the options under the Action button, you can add or modify information,

then submit report.

Once Edit is selected, the Reporter page
displays. Make revisions to the reporter or
physician information, if necessary.

Reporter

T the parson reporting the adverse ewent snd the treating physician. You can select the
ist or enter the detsilz.

Reporter Details

* First name | |
Middle name

* Last mame

* E-mail address

* Phone

* Fax

If the Physician is the same 3 the Reporter click heve (]
Treating Physician Details
* First name |

Middle mame

* Last name |

Complete and/or modify each mandatory
section (see slides 20 — 36 for instruction)
then submit the report (see slides 37 — 45
for instruction).

* Email address

"o Eepaorter » "

* Phone

" of 6 Subject Details

" 11, Review & Subrmit

" 2. Adverse Events y

il 7. Other Causes » 8. Labs

& 3. Describe Event ' o 4 Course/Cycle ' o 5 Study Interventions

5" B Attribution » 10, Additional Infao »

>
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Manage Reports — Amend Option EFEERRTES
By selecting Amend from the options under the Action button, you can modify and submit a
previously submitted report. Note that the 24-hour notification cannot be amended.

Follow the instruction on slides 48 and 49 to modify
and submit the report.

The amendment number will display on the
Manage Reports page.

Manage Reports

Instructions The table below summariz The given Ticket Mumber. Click Actions and select the option wou wish to

perfarem.

ication, then the complete (5-day) EBxpedited Report is due in five calendar days. Click Actions,
t the Expedited Report.

If ywou hawe submitted 2 24-
then select Edit to finish an

Report Type Amendm Report Submission Status Options

CTEF Expedited Report 1 Due in 10 daps

CTEP Expedited Report ] Amended on FFrF1FrF01 F

CTEFR 24 Hour Motification Submitred successfuffy on 17271 ZrF01 3



Manage Reports — Withdraw Option [
By selecting Withdraw from the options under the Action button, you can remove a pending
report from the system.

Click OK to confirm the action you
are taking.

Are you sure you swart to take the action ¢

I Ok ’[ ’ Cancel

The withdrawn status displays
on the Manage Reports page.

Manage Reports

Instructions The table below summarizes reports for the given Ticket Mumb Actions and select the option you wish to

perfarmm.

If you hawve submitted 2 24 -hour naotification, then the complete (5- pedited Report is dus in five calendar days. Click Actions,

then select Edit to finish and submit the Bxpedited Report.

Report Type Amendment # Report Submission Stat Options

MO reporting action avaiable for
this report

CTEF Expedited Report 1 Withdramn on 1 Z7rZ707701 F

CTEP Expedited Report 0 Amended on 1ZrF1ZrF01 F

CTEP 24 Hour Motification Submirted successfully on 1271 77701 2
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Manage Reports — View Recipients Option

By selecting View Recipients from the options under the Action button, you can access the list of
persons who have received the report.

Are you sure you swart to take the action ¢

Click OK to confirm the action you
are taking.

I Ok ’[ ’ Cancel

The recipients
display.

View Recipients (Group)

NCI Protocol No. : CALGB-105  (CTCAE v4.0) -- A Phase III Intergroup CLL Study of with d thronic Lymphocytic Leukemia
domized to Early Versus Ob ion with Later Treatment in the High Risk Genetic Subset with 16YH Unmutated Disease
|NCI Protocol Number: CALGEB-105
[Expedited Repori Tickei Number : | 2332791
(Patieni ID : 5582
[Amendmemi Number : 0
This report was Sucessfully Submitted to the following:
[Recipieni Type  [Recipients Mame [Email Phone
‘Lead Group |C ancet and Leukemia Group B (Legacy) Debhie 3 Pierce debbie. sawyren@incl.org.x ot Available
Gahrielle Sawyer  |centraloffice@incl orgx ot Availahle
|Hamanand Pietce |ram.achanta@mcl.org.x INot Avrailable
|PatNamara |mcnamara.pam'c1a@mcl.org.x INot Available
Brad Anders andersen bradley@inel orgx ot Available
Darrin Brand darrin brandon@incl.org x ot Available
Joshua Yoder josh.yoden@inel. orgx ot Available
|Adi1 Khan |a|ii.1 akhar@incl org x INnt Available
[Tony Haynes [tony cervati@incl orgx [N ot Available
|Tonya BErown |thaynesZ@mcl.Drgx INot Arailable
|Mary Claire |mpierce@i.ncl.urg.x INot Avrailable
Participant Group |C ancet Trials Support it |Gladys Broson |gbrown@nu11i.nc com |Not Avrailable
Submitter |M ayo Clinie Health Bystem Eau Claire Hospital Luther Campus |jasonjackson |jmcnu1r.y@nulli.nc.com |Not Available
‘Pﬁysiciﬂn |M ayo Clinie Health Bystem Eau Claire Hospital-Luther Campus hasonjackson |jmcnu1r.y@nulli.nc.com INot Avrailable
‘PI |C ancet and Leukemia Group B (Legacy) |J oht Byrns hohn.b@nullmc.com INot Avrailable

Close window
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Thank you for participating in the
CTEP-AERS training course!



Additional Resources

NCI Guidelines for Investigators: Adverse Event Reporting
Requirements for DCTD (CTEP and CIP) and DCP INDs and IDEs.

http://ctep.cancer.gov/protocolDevelopment/electronic applications/docs/aeguidelines.pdf

NCI CTEP Help Desk (technical issues)
email: ncictephelp@ctep.nci.nih.gov

phone: 1-888-283-7457

fax: (301) 948-2242

AEMD Help Desk (medical questions)

email: aemd@tech-res.com
phone: (301) 897-7497
fax: (301) 230-0159

CTEP-AERS Training Guide

http://ctep.cancer.gov/protocolDevelopment/electronic applications/docs/CTEP-
AERS Training Guide.pdf

CTEP-AERS Online Help
Click any help link within the CTEP-AERS application.


http://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/aeguidelines.pdf
http://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/CTEP-AERS_Training_Guide.pdf
http://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/CTEP-AERS_Training_Guide.pdf
http://ctep.cancer.gov/protocolDevelopment/electronic_applications/docs/CTEP-AERS_Training_Guide.pdf

	CTEP-AERS vs. AdEERS�Training Supplement��CTEP-AERS Training Site:�https://betapps-ctep.nci.nih.gov/ctepaers/public/login��CTEP-AERS Production Site:�https://eapps-ctep.nci.nih.gov/ctepaers��CTEP Website - CTEP-AERS Page:� http://ctep.cancer.gov/protocolDevelopment/electronic_applications/adverse_events.htm� �� �
	Slide Number 2
	Slide Number 3
	Access CTEP-AERS Training Site
	CTEP-AERS Home Page
	CTEP-AERS Home Page
	Select study, subject and course/cycle/intervention
	Course/Cycle/Intervention Information
	Select study, subject and course/cycle/intervention
	Adverse Events
	Adverse Events
	Review and Report – Action Recommended
	Review and Report – Recommended Actions
	Review and Report – Action Not Recommended
	Review and Report – Override Option
	Review and Report – Adverse Event Table
	Review and Report
	Reporter
	Report Ticket Number
	Navigation Bar
	Adverse Events
	Adverse Events – Reporting Death
	Describe Event
	Course/Cycle
	Study Interventions - Agents
	Other Study Interventions
	Slide Number 27
	Slide Number 28
	Slide Number 29
	Slide Number 30
	Slide Number 31
	Slide Number 32
	Slide Number 33
	Slide Number 34
	Slide Number 35
	Slide Number 36
	Slide Number 37
	Slide Number 38
	Slide Number 39
	Slide Number 40
	Slide Number 41
	Slide Number 42
	Slide Number 43
	Slide Number 44
	Slide Number 45
	Manage Reports
	Manage Reports – Select study and subject
	Manage Reports – Overview
	Manage Reports – Edit Option
	Manage Reports – Amend Option
	Manage Reports – Withdraw Option
	Manage Reports – View Recipients Option
	Thank you for participating in the �CTEP-AERS training course!
	Additional Resources

