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https://betapps-ctep.nci.nih.gov/ctepaers/public/login

Welcome to CTEP-AERS

Two ways to access CTEP-AERS

1) Directly by URL: https://eapps-ctep.nci.nih.gov/ctepaers
2) The CTEP-AERS page via the CTEP Website: http://ctep.cancer.gov/



https://eapps-ctep.nci.nih.gov/ctepaers
http://ctep.cancer.gov/

NCI Warning Disclaimer

Iy

T . = .
Ir't“tﬁﬁt National Cancer Institute UL.5. Mational Institutes of Health | www.cancer.gov

N ARNING™ * *

You are accessing a U5, Government information systemn, which includes (1) this computers (2) this computer
network, {37 all commputers connected to this networl:, and (4) all devices and storage media attached to this netwarlk
or to a computer on this network, This information system is provided for U5, Government-authorized use only.,

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

By using this infarmation system, you understand and consent to the following.

You have no reasonable expectation of privacy regarding any cornmunications or data transiting or stored on this
information system. At any time, and for any lawful Sovernment purpose, the government may rmonitor, intercept,
record, and search and seize any communication or data transiting or stored on this information system.

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

{ | agree ” | dizagres

CONTACT LS

DISCLAIMER ASPPLICATION SUPPORT

This text says you agree to
use the system responsibly.

Click I agree.




CTEP-AERS Home Page

]
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

application Fredoction 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 (HC Staff anly): click here —
To wiew Ml Guidelines: Adwerse Event Reporting Requirernents —

Additional CTEP-AERS resources are available on the CTEP-AERS Home — ——— —

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

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

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

The link to Administrator

login (CTEP, NCI staff only).

Report Adwerze Events

Link to the NCI Guidelines.

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

Contact information to the
AEMD and NCICTEP
Helpdesks.




Report Adverse Events

‘mcarms Aovarm Evon Rorcemsa Serm

’ i

CAUTION:
CTEP-AERS Training Site

You have accessed the CTEP-AERS Web application Fraining
site. Reports entered using thiz site are for training

purposzes only and are mot submitted to the HCI.
TO N |t|ate a report’ Use 'Ehe fnlloning UR_L to -acces: the CTEP-AEFS ‘l_feb
application Fredocrion site: CTEP-AERS Application
click Report Adverse
Welcarne to the Cancer Therapy Evaluation Program Adwverse Ewent
Events, Reporting Systern (CTEF AERS), CTEF AERS is available to submit
expedited adwerse event reports for all CTEP-sponsored clinical trials

Themoaf Cancer Prewention (DCF) cancer prewvention trials.

To create a new E;ﬁéﬂl‘[eu— g0 Toxlick Report Adverse
Event T

Cnce initiated, reports are assigned a unique ticket numbEr Thaw s

uzed for future report access, The ticket nurmber is sent to the — | Report Adverse Events
reparter by e-rnail, but docurmenting this number is stronghy —
encouraged.

Manage Reports

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

The Ml protocal nurmber, ticket number and subject identifier must be
entered to access a pending or submitted report.

To login as an administrator (NG Staff anlyd: click hare
To wiew MC| Cuidelines: Adverse Event Reporting Requirements

Additional CTEP-AERS resources are available on the CTEP-AERS Home
Page
Frequently Asked Guestions FAQ

Medical Guestions/Help: email: aamd@tech-res.com phane: (301}
BA7-74A7 fax: (307) 230-0153

Technical Questions/Help: email: noictephelp@ctep nei.nib.gow phone:
1-888-2823-7457 fax: (2300) 345-2242




Select study, subject and course/cycle/intervention

1. Enter at least three digits
. 3. Re-enter the Subject
of the protocol number, then 2. Enter the Subject ID. : J
: ID to confirm.
select from the list.
Select ly, subject, and c¢’ ' .€/cycle/interve on

/

Instructions ele  the study, subject, and ¢’ & or cycle associat= .ch the adwerse events that you wish to report.

/

' Study |?E'egm g frope / | G
‘ Subject ID | |
" Confirm Subject | - |
1D
* Organization [gegm Heping frere | G

"*CoursefCyclef & =
Intervention W

Note: All mandatory fields
are marked with a red

H *
4. Type at least three TS (1)

5. Click +Add to open the
characters of the .
. L. Course/Cycle/Intervention
Organization name,

) age.
then select from the list. Pag




Course/Cycle/Intervention Information

1. Click the TAC of 2. If the correct TAC is not available,
which the adverse click Other, then enter treatment
event occurred. information in the Description field. Note: If the correct TAC is

| not available, use the Other
Cc  je/Cycle/Interver mation to enter treatment

3 ' information for Surgery,
Device or Radiation
interventions.

' reatment

ﬂ;ssignment Descriptic
O Tac) (Cycle=28 1 fsivnESY 43-9006: 400mg PO EID
O Cther

“Detete P Save
“ Note: Clicking Save does not save the ."W

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.

3. Click Save.




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

Click Continue.




Adverse Events - Verbatim

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 L ] ﬁ

\ [ Save Save & Report B

1. Enter the Verbatim. If no 2. Click +Add to
verbatim term exists or is expand the
not applicable, then enter Adverse Events

the CTCAE term. page.




Adverse Events — AE Term and Related Information

1. Type at least
three characters of
the CTCAE Term,
then select from
the list.

2. Click to select
the Grade. The
grades listed will
change depending
on the CTCAE Term
selected.

It is recommended to

- Aclverse Events
enter all other adverse

through 6. Repeat until

Yerbatim: pain
b all events are entered.

events at this time. Enter _ ¥iew CTCAE v4.0
nstructions Enter the wverbatirm. the Verbatim C”Ck +Add
7 ]
| Enter verbatim ~ then follow steps 1

Click View CTCAE v4.0 to
view the entire listing of

¥Yerbadim pain
* CTCAE Term || | €3

CTCAE terms.

Grade D 1. Mild symptoms; intervention not indicated

D 2: Moderate syrmptoms; medical intervention indicated

D 3: Severe syimptoms; surgical intervention indicated

- Start date [E] i it e End date -

3. Enter the Start
Date.

/
~ Did AE cause w o

hospitalization?

4. Enter the End Date, if

applicable.

E {rwr'dd yypd

Outcomes | | peath

— |
5.
] Hospitalization - initial or prolonged ‘ Su bject was hospita"zed_

Indicate whether the

DLife—threatening

D Disability ar Perrmanent Darmage

\
[ cangenital AnamalyBirth Defect 6. Select any other

D Eequired Intervention to Prevent Permanent Impairment/Darn

[ other serious fimportant Medical Events) OUtcomes as appr0priat6.

7. Click Save & Report.




Review and Report — Action Recommended

1. Study, Subject & CourzefCycle ¢+ 2. Adverse Events d 3. Review and Report

The Review and Report page

displays either Recommended or | Subject 5522
. . Study (FO23) A Phaze || Study of BAY 43-3006 far Patients with Imatinib and Sunitinib Resistant Gastrointestinal Strom...
Available Actions based on the Course/Cyclef TAC] {Cycle=28 daysi\nBAY 43-9006: 400mg FO BID)

Intervention

adverse event information

entered and the business rules
created for this protocol, which
include any applicable protocol

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.

specific exceptions to expedited ;
adverse event reporting ) : 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
H _ Bazed on the data you hawve entered and the rules enabled for thiz study, the following action is recammended: Cruerride
Recommended ACtIons Vﬂelen Action Report Status Due
|ndlcate5 that a report IS __0 CREA.TE CTEP Expedited Report Mot started Due in 10 days

required and is displays the
checkmark icon.

Adwverse Events

Expedited
Availa ble Actions displays When Sel\x QZ:::::;-Q_. Adwerse Event Term Grade Start date *Primary?
a report is not required (see PR Pr—— B st e il G777 201 6)
next slide). S
. . . . When l_froll pre_:: the Report button, you will initiate the
The Override option is available I
in both inStanCES. h ) _QCIIEKI'E CTEP Expedited Report
Adverse Events — Indicates

| |

the primary adverse event

~ and summarizes other
information.

11



Review and Report — Action Not Recommended

1. 5tudy, Subject & CoursefCycle b 2. Adwerse Events

i1 3. Review and Report

Available Actions — Indicates
that a report is not required
and displays the stop icon.

Subject =5

Z

Study (70258 A Phase || Study of BAY 43-9006 for Patients with lmatinib and Sunitinib Resistant Gastrointestinal Stromal. .
Course fCycle JTACT (Cycle=28 daysi\nBAY 43-9006: 400rmg PO BIDY

Intervention

intervention not indicated.

Available Adions

Adverse Events

an action is NoT recommended. [T NO action is recommended,
Eased on the data wou hawe entered and the rules you Can either exit the System e
expedited reporting iz warranted, click "Cverride’
For serious adverse events that occur more tha Qf S the Override Option (See
agentfintervention and have an attribution of
reporting requirements and click "Ouarride’ as ne Slide 14 for more info rmation)
. ?
to submit a report.
Dyspepsia: pain , Grade: 1: Mild; asymptomatic or mild 5|
Based on the data you have entered and the rules enabled for this study, expedited reporting is not required. If you believe expn: vd
reporting is warranted, click 'Crwerride’ and select the report wou wish to complete,
Cherride
Expedited
Select Reporting Adverse Event Term Crade Start date ‘Primary?
Eequired?
No

Dyspepsia; pain < New )

1: Mild symptoms; intervention

not indicated O7f2zi2013 @

Please select a report.

12




Review and Report — Recommended Actions

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

the rules engine.

Select Action

& CREATE
Select Action
& CREATE

Select Action

EDIT

Select Action

& CREATE

Eeport

CTEP Expedited Report

Eeport

CTEP 24 Hour Notification

Report

CTEP Expedited Report

FEeport

Status

Mot started

Status

Mot started

Status

In process

Status

CTEP Expedited Report {15 Days)} Mot started

Due

Duein 10 days

Due

Due in 24 hours

Due

Due in 5 days

Due

Duein 15 days

The CTEP Expedited
Report is due in 10

| days.

\ The CTEP 24-Hour

Notification is due
within 24-hours,
followed by the
CTEP Expedited
Report, which is
due in 5 days.

The CTEP Expedited
Report for
commercial agents
is due in 15 days.

13




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 Due
i CTEF Expedited Report
] CTEP 24 Hour Motification

Depending on the outcome of the rules engine, the
CTEP Expedited Report and 24-Hour Notification are
options when Override is selected.

- Eestore recommended action

Select Action Feport S5tatus Due
¥ CTEP Expedited Eeport {15 Days)
O] CTEF 24 Hour Natification

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

Click Restore
recommended action
to cancel the override.

14



Review and Report — Adverse Event Table

Adverse Events

Expedited

S5elect Reporting

Required?
Tes
Tes
EJ Tes

Adverse Event Term

Dwspepsia: stormach pain " Mew )

Yamiting: throwing up < New )

Mausea: upset stomach “ HNew )

Grade

3: Severe symptoms; surgical

intervention indicated

3 >=6episodes {separatey’
by & minutes) in 24 hrs; 700
feeding, TPM ar
haspitalizatian indicar

3: Inadequate oral ¢ Lar
fluid intake; tube f a,
TPM, or hospital

indicated

Start date

O rmmidding

072212015

07222013

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

page.

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

‘Primary?

®©

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

15



Review and Report

Note: 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 » 2. Adwerse 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
'_0 CREA.TE CTEP Expedited Report Mot started Due in 10 days
Adwverse BEvents
Expedited
Select Reporting Adwerze Event Term Grade Start date *Primary?
Required?
o 3 5 t n ical
Yes Dyspepsia: pain < Hew et b UL e 07 f2252013 @

intervention indicated

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

- o w%%w””””’*77———7774,]17?#‘1[ CTEP Expedited Report

16



Reporter

Note: The information on
this page must be completed
and saved in order for the
Instructions Enter contact infarmation for the person repaorting the adverse ews report to be saved and the

1. Enter a” Repﬁr[er
mandatory fields
in the Reporter

Details section. { | prrsem e he Srog S ISt e syier fhe S ticket number assigned. At
: : Renorter Details this time, CTEP-AERS begins
2. Click this " the report due date
checkbox if the * First name | | countdown.
Physician is the Middle name
same as the * Last name | |
Reporter. ‘ Adress |
Phone | |
If the Physician sPax [

and Reporter are
two different
people, then

Ifthe Fhysician iz the same as the Reporter click hereEl

 Treat] ng Physician Details

enter the * First name | |
mandatory f|e|ds Middle name
in the Treating * Last name | |
Physician Details * Email address |
section. * Phone | |
|
3. CIICk Save & € : > & e o Lantinue . '
Continue.

17



Report Ticket Number

Once the Reporter page is completed and
saved, the report’s ticket number displays
at the top of each page.

Ticket 27140590

Humber
Subject ID 5522
Study (F02E8) A Phase |l Study of BAY < S for Patients with Imatinib and Sunitinib Eesistant Gastrointestinal Stromal Tu. .
CoursefCyclef TACT ((Cycle=28 days)\nEAY 43 -9000k0, O EID

Intervention

It is recommended that
you record the ticket

The Ticket Number is part of an access key that will e e AU
allow you to retrieve pending or submitted reports in reference. This

the future. The other two elements to the access key information will also be
are the Protocol Number and Subject ID. The reporter is sent to you via email.
sent the access key through an e-mail that is generated

immediately after completion of the Reporter page.



Navigation Bar

Use the Navigation Bar located at the top of
each page to move from section to section.

"o Feporter v " & 2. Adverse Events » " ‘V‘ 3. Describe Event N v 1 CoursefCycle » s Study Interventions »

* & Subject Details 5 7. Other Causes > 8 VA » o0 Amribution > 10, Additior \‘ﬂfa > 11, Review & Submit
Red asterisks (*) Blue checkmarks (+) A highlighted tab
indicate a mandatory indicate that the section indicates the section
section. has been completed and currently in use.
saved.

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

19



Adverse Events

The Adverse Events page displays to review and revise
entered information or to enter additional adverse events.

Adverse Ei.-'ent*;
If needed, click +Add Adverse Event
to enter additional adverse events.

Instructions Complete the required fiel

+ Dyspepsia pain, Grade: 3 [Primary]

inclug

Note: Following any
saved changes,
additions or deletions
to the Adverse Events
page, CTEP-AERS will
rerun the business
rules to reassess the
need for expedited
reporting.

" & Save & Back

- Save & Continue [ .

1. Click '+ to expand
and review the entered

2. Click Save &
Continue.

adverse event.

20




Describe Event

1. Enter all informa-
tion related to the
adverse event.

scribe Event

2. Select the
subject’s status from
the list of values.

ructions

interventio = Be as complete as passible.

m.f.iks one of the most critical sections of the report. Provide detailed information about the event including the
presc otion of the event, the treatrment of the event, clinical findings, and the timing of the eventin relation to study

description & treatment of |
event(s})

3. Enter the date the
subject either
recovered or died.*

~ug at time of -

Ful;l_]\.

Ll Teport

4. Indicate whether
the subject was re-
treated after the
event occurred.

’Date of recovery or death
the subjectbeen [

~ re-treated?

e removed from protocol
Autopsy perfor ed? |___| 7

5. Enter the date the
subject was
removed from the
study, if applicable.

|

6. Click this
checkbox to indicate
that an autopsy was
performed.*

*Note: The Date of Recovery or
death and Autopsy Performed?
fields display depending on the value
entered in the Subject’s status at
time of this report field.

i S— e
b : g Cantinie O

7. Click Save &
Continue.

21




Course/Cycle

Treatment Information section
displays to review and/or revise

entered Information. .
Course /Cycle - | To revise the TAC, select from
the list of values and enter the
Treatment Information required information.

1. Enter the start date the **¥'9"menteode Tael v

. . . tion of treatment  (Cycle=22 days) The fields in the Course
SUbJECt recelved hIS or ient or dose level BAY 43-3008: 400mg P BID |nf0rmati0n section become
her first course of 4 o ational
treatment. mandatory tor investigationa

| s ‘ agent studies.
Cou\i‘;\ brmation ————

' Start date of first course | | @ w2 3. ENter the course number Of

/" Start date of course associated | | [ s which the adverse event occurred.
with expedited report ]

* Course number on which event | - .

occurred ‘

— 4. Enter the total number of

* Total number of courses to date | | ————

— ~ courses the subject has received to
date.

2. Enter the start date of
the course associated
with the adverse event.

5. Click Save & Continue.

22



Study Interventions - Agents

Agents 1. Select Yes if the subject
| received an investigational

Was an investigational Yas v* t
agent administered to this agen . .
subject on this protocol? ‘ 2 CIICk +Add tO eXpand
«a«ca<aL> 22222922/ ftheAgentspage.
——]

3. Select the

agent from the
list of values.

,,,,,,,,,,.,-i+j,lilmf,ilqe;n!5,:L ; |

| o Total dose administered |
thi- re
‘ cormessue_(IRRE] 7. Enter any relevant or
4. Enter the total S applicable comments.
~wasT administered ¥ E {rrndd )
dose amount prior to the event that’_ig:?’/ —
given during the being reporied
course and the Administratiofydelay | 7 Minutes v 8. Select any
unit of measure. < /Lomments/ p , modification to the dose
| ' from the list of values, if
" bose modifics’ 15> =~ | applicable.

5. Enter the date

the dose was last
6. Enter any

administered delay i ;
prior to the event. SR I Gy

administration

and indicate the 9. Click Save & Continue.
time measure.

23




Study Interventions - Devices

Devices

Was an investigational
device administered to
this subject on this
protocol?

1. Select Yes to indicate

Note: This page
is applicable to

3. Select the device
from the list of
values. The Brand
name, Common
name and Device
type displays after
the selection is
made.

4. Enter all other
information related
to the device.

that the subject only a small
¥ received an number of
investigational device. 2. Click +Add to studies.
~ expand the Devices
- page.
\
~ * Study device [ v]
Brand name Other number
' Common name Device operator w
Device type
If implanted, enter a date =]
Manufacturer name
T ad Fyrr!
Manufacturer city If explanted, enter a date a]
Manufacturer state W N —
Model number Is this a single use device | L
that was reprocessed and
Lot number reused?
Catalos eF Evaluation availability w | |7
‘ _ration date

oyl

Serial number

5. Click Save & Continue.

24




Study Interventions - Radiation

Note: This page

@zp theRadiation page. studies with a
— | radiation

2. Select the

days the therapy was

6. Enter the number of component.
not performed due to

radiation type from

the list of values. the adverse event.
' Type of radiation | — w!||
3. Enter the total ~administration l Ay
dose and the unit ' Totaldose ww uaws; [ 7. Select the
of measure. Cormessmee—f M) | adjustment from
‘ ’ * Date of last treatment |- /, —] [ form ‘ the list of values.
- ~mumber of [/ //,’/,,w/, < ] o
4. Enter the date of fractions” -
the last treatment “Number of elapsed Tays [ |
the SUbject ﬁgstment [/_ “

received.

5. Enter the number
of radiation sessions
planned for the ‘
subject. -

8. Click Save & Continue.

25



Study Interventions - Surgery

surgery

‘ 1. Click +Add to expand

- **1 the Surgery page.

2. Type at least
three characters of
the Intervention

Note: This page
is applicable to
only a small
number of
studies.

3. Enter the surgery

i date.
site, then select
from the list.
" Intervention site\ \[\ﬁgm r}*;;'/_,,ae'éé - | ﬁ
* Date of intervention | < | [ it o

Save & Continue M

4. Click Save & Continue.

26




Subject Details - General

1. The Subject ID
displays. You may
revise the Subject
ID at this time, if
needed. You must
confirm the ID, if

- General

7. Select the subject’s
baseline performance

from the list of values.

8. Enter the
subject’s height,
including the unit
of measure.

mstructions Enter general dermographic information far the subject

| | Centimetar W |

[ | wilogram w |

The subject’s BSA will
automatically display.

9. Enter the
subject’s weight,
including the unit
of measure.

——w L 5522

Changed ' C':_'"f'"" 5522 | Baseline \\Plea.v ,;éyl?y-_’ct
Subject ID performance '/
‘ Date of Birth | | | | = * Height [/
=l huf Y
2. Enter the Csex = * Weight |
L.

subject’s birth e Body surface
date. e X = area

'Roe | ) vl

al <]
3 Select the " Orga’ ation [ ayo Clinic Hospital, Phoeniz, A7 { 42073 )
subject’s sex /
from the list of
values. £
J

4. Select the 5. Select the 6. The Organization

subject’s ethnicity
from the list of
values.

subject’s race
from the list of
values.

displays. You may revise
the Organization at this
time, if needed.

10. Scroll down to the
Disease Information page.
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Subject Details — Disease Information

1. Select the
name of the
subject’s disease
from the list of
values.

Disease Information

*Note: The Other (disease) field
only displays when
Hematopoietic malignancy, NOS
or Solid tumor, NOS is selected
in the Disease name field.

Instructiv. < Enter the appropriate study disease jcondition infarmation far the subject.

* Disease name | w |

* Other (disease) |

*Orimary = Lé of | fegin rpoing fere
‘ diseass

2. Enter the other

~ate of + atial | i &
disease name, if “gnosis ey
applicable.*
3. Type at least 4. Enter the date
three characters the subject was
and select the initially diagnosed
primary disease with the disease,
site from the list. if known.

€1 chowan

5. Scroll down to the
Metastatic Disease Site page.
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Subject Details — Metastatic Disease Site

1. If applicable,
click +Add to
expand the
Metastatic
Disease Site

page.

2. Type at least three
characters or click
Show All and select
the disease from the

list.
- Metastatic Dis Site
\nstructions Enter amy rm ‘atic sites for the disease selected above.

Metastatic | Fegia fpping fere

Disease SIte pqy ol

El

3. Scroll down to the Pre-
Existing Conditions page.
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Subject Details — Pre-Existing Conditions

1. If applicable,
click +Add to
expand the
Pre-Existing
Conditions page.

2. Select the
condition from
the list of values.

= Pre-Existin¢  nditions

Instructions If applica znter the relevant history, including pre-existing medical conditions {e.q3. allergies, race, pregnancy, smoking
and alcohy e, hepaticfrenal dysfunction, eto),

- . ﬂ Add

* Pre-existing f W

condition

3. Scroll down to the
Concomitant Medications page.
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Subject Details — Concomitant Medications

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

page.

2. Enter the name
of the medication
the subject
received.*

" = Concomitan adications

*Note: For NCI reporting
purposes, only enter those

concomitant medications which
may have possibly contributed

to the adverse event(s).

' Medication

Mame

\nstructions Du:u:umeﬁ ¥ naon-protocol medications that might have contributed to the event{s) being reported.

o

3. Scroll down to the Prior
Therapies page.
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Subject Details — Prior Therapies

1. Click +Add to
o Note: Select “No prior therapy” from the
expand the — Prior Therapies . _ : : ?
X . Prior Therapy list of values if the subject
Prior Therapies

received no prior therapy.
page- nstructions Enter all prior therapi than the study disease if

) those therapies are relevant for thic

2. Select the [N eid )
therapy from the

list of values. | ) s

5 | * Prior therapy { v *Note: The Therapy agent(s)
3. Enter addition- ~ comments | section and Agent name field
al information o display depending on the
regarding the Startdate | i therapy selected in the Prior
therapy. 7 wm oo vy therapy field.

~ad date - { /

4. Enter the start ‘ ol bl oD R
and end date of Therapy agent{s)
the prior therapy, Agent name
if known. (Eaipmes |

5. Click +Add to Caselemntiac

expand the -
Th ‘ agent from the

et.'apy agents list of values.* 7. Click Save & Continue.
section.*
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Other Causes

1. If applicable, Other Causes ?

click +Add a

cause to eXpand nstructions Enter information regarding ather circurmstances that might hawve been related to the event or other situations that
: right hiave contributed to the eventis) being reported {e.q. the flu, Central Line Placerment, I bydration, etc)h.
the Other

Causes page.

. ¢ 4dd 2 cauze

1Ll

2. Enter an other
cause that may * Cause

have contributed | ‘
to the adverse /
event.

vave B ContinUs M

3. Click Save & Continue.
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Labs

*Note: When the Microbiology

category is selected, enter the

1. If applicable, Site, Date, and Infectious Agent
click+Add alab Labs fields that display.
to expand the
si
Labs page' Instructions Enter any labs that are relevant for describing the ewve -
v g Date B {rrn & ywpl
< —___ Infectious
2. Select the lab O Agent
category from the = Hematologic: p
list of values.™
{ LAD Catcgw: ¥ o
’ ! Lahﬁr@mtﬂ{—« "
3. Select the Units v
name of the lab _ )
. Baseline ualue/ date [ v e
from the list of
Madir .f';*"/r/st, date E e !
values. T vate
REE"/ /{La.tESt L B date E {rrrry &d )
L:f{fff o aue

4. Enter the lab
values and the
associated dates.

Save & Continue M

5. Click Save & Continue.
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Attribution

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

Attribution
the report.
1. For each
. ructions For each adwerse event, attribute the level of relatedness to each potential cause,
possible cause,
Depending on the rules for this report, each adwerse event may require at least one possible, probable, or definite

attribution.

select an L-
attribution from
the list of values.

Prirmary AE AEZ
SEWERE SEVERE

~sia: stomach Mausea: queasiness

Disease

\ \ A \\\\\
gy
Castraintestinal stro wal N O T

Study Agent

Fedr 72 Sarafenib BAY \
43-9006; Mexavar) b

{125ma)

- Save & Continue [

2. Click Save & Continue.
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Additional Info

Additional Info ?

1. If applicable, t _ _ o . . .

. _kstructmns Indicate any additional infarmation thatwill be sent separately to suppart this repart.
click each \
ChECkbOX to Autopsy report [ ] Progress notes | |
|dent|fy the Consults [] Radiology report [ ]
information tO Discharge summary S Referral letters g

g Flow sheets fcase report Summary report sent to IEB

be Submltted forms R

. Operative Report |:|
with the report. Laboratory reports [ ] Admission H&P []

OBA form [ other []
Pathology report |:|

Other information

] provided is not listed abowve,type the infarmation being provided

Notes: Supporting documentation must be faxed to 301-  parate each item with a comma *,"
230-0159 and must include the Report Ticket Number on
the fax cover sheet and the Subject ID and the study's
Protocol Number on each page submitted. A

The Additional Info fields may not be available depending 3. Click Save & Continue.
on the protocol and commercial agent reporting
requirements.
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Review and Submit - Review and Physician Signoff

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

| /
Physician signoff | <
| L

| /

|:| I certify that this vas been reviewed and approved by a physician or hisfher medically

certified designe /u/nsihle for the care of this patient.
Rewiean & Submit - 2
1. Click + to .
pedited Report
expand the
section. -atus owos 12 12172013 Amendment & 0

Information remaining to camplete

4+ Describe Event section

+ Eeview & Submit section
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11. Review & Submit

Review and Submit - Review and Physician Signoff

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 “Go back
to this page”.

pedited Report

atus fwe e 12 J21 2013 Amendment £ 0

Information remaining to camplete

— [Describe Event section

“#°4as the subject been re-treated? is mandatory
* 4= 0 back to this page

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

The page displays.

Describe Event

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

interventions. Be as complete as possible.

‘" Description & treatment of  test
3. Add the e
required
information.
' Subject's status a-.'ne of Mot recovered/Mot resalved R
this repurt

' Has the subject been

re-treated?

Date removed from protocol (3 i i g | 7

5. Click the Review &

4. Click Save. Submit tab (tab 11).
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Review and Submit - Review and Physician Signoff

The Review and Submit page displays
with the corrected section removed.

Physician si |

|:| I ce w‘at this report has been reviewed and approved by a physician or his/fher medically
Certi “esignee respon=sible for the care of this patient.
. iew & Submit | ?
6. Click + to |
expand the TEP Expedited Report
section.
Status owor 12J2172013 Amendment ¥ 0

Information remaining to complete

4 Review & submit section
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Review and Submit - Review and Physician Signoff

Physician signoff
The message
indicates that
the physician
signoff must be

Review & Submit

\| |= CTEP Expedited Report

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

completed.
Status oweor 12f21f2013 Amendment £ 0
\ A\ ‘ Information remaining to complete
\ — Review & Submit section

\ ® Physician sign-off is mandatory far this repart,

® Scrollup g

Notes: CTEP recommends that
the report be reviewed by the
physician prior to entering the
signoff checkbox.

The physician signoff is not
required when submitting a 24-
hour notification.

8. Select Export
AERS PDF then
follow instructions
to either open or
save the file.

7. Click Actions to
generate the pre-
submission report
for the physician’s
review.

(7 Export cafERS XML

o 13 Export AERS POF

-
M) Export Mediarch 35004
POF

rk,lExpn:nrt CIOMS PDF

' &Withdraw
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Review and Submit - Review and Physician Signoff

o Department of Health and Human Services Public Health Service

i / National Institutes of Health
% : National Cancer Institute
"m.}g (Site Reported) Bethesda, Maryland 20592

The pre—su b m iSSiO n Run Date : 1:"11":7”%3737::7*:’37: Pl Pre-Submission Adverse Event Expedited
. . Report
report displays or is
S ave d d e p e n d i n g O n ool Number: 7028 CTC Version: 4.0 Principal Investigator: Hedy Kindler
’

Title: A Phase IT Study of BAY 43-9006 for Patients with Imatinib and Sunitinil Resistant Gastromsestimal Stromal Tumer

h H Institution: Mayo Clinic Hospital Report Type: Omiginal Ticket #: 2022013 Amendment #: 0
t e p reVI o u S Created Date: 12/11/2013

selection.

Reporter Information

Reporter Name @ jack jason
FOl IOW yo urs |t e’ S Phone : 301-789-9981 Fax: 301-589-8891 Email :  jmemiltyctisine.com

Submitter Name : jack jason

processes to ga in Phone : 301-589.5981 Fax: 301-589-8891 Email :  jmenulty ictisine.com
physician approval. Physician Name : jack jason

Phone : 301-389.9981 Fax: Email :  jmenultyiachsime com

Patient Information

Patient ID : 554 Birth Date : 11/1949 Gender : Male
Race : White Ethmicity : Not Reported

Height(Centimeter ) : 330 Weight(Kilogram ) : 3330 Body Surface Area : 1.0698
Baseline performance status at initiation of protocol - ECOG/Zubrod scale : 3

Disease Name : Hematopotetic malignancy, NOS
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Review and Submit - Review and Physician Signoff

11. Once

: 'hysician signc
approved, click Physician signoff

signoff
checkbox.

Review & Submit

— (TEF Expedited Report

Status oweon 1221 1201 3

Eeady to suhﬁlit!

The Review & Submit section
displays Ready to submit!

Amendment ¥ 0

the PhYS|C|an | certify that this report has been reviewed and approved by a physician or his fher medically
g certified designee responsible for the care of this patient.

12. Click Submit.
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Review and Submit - Submitter

~ The Submitter page displays.
Submitter ——— ‘ ?

13. Click one checkbox to
indicate whether the Physician
submitter is the same person

R Eason Mame Torm Rason
as the reporter or physician. S E-rnail rasont@arme edu
The submitter details will -555-5555 Phone 555-555-5555
automatically display "99979355 Fax 555 555 5555

Su Sy Ta| 5

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

If the submitteris  cirst name | ]
different than the  uie name

reporter or Last name | ]
physician, then ail address | ]
enter all mandatory . phone | ]
submitter detail ' Fax | ]
fields.
Save & Continue [

14. Click Save & Continue.
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Review and Submit - Recipients

The Recipients page displays the email addresses of the reporter, physician and submitter.
Additional recipients, such as Pl, Adverse Event Coordinators, etc. can be viewed from the View
Recipients option under the Actions button from the Manage Reports page (see slide 53).

Recipients

The CTEP 10 Calendar Day SAE Report will be sent to the following preconfigured recipients:

MCICTER

rasonti@arme. edu (SLUE)
rasonti@ame.edu (REF
rasontiEame.edu (PHY)

CiC Details

To send this repart to others, enter the ermail addresses in the field below.
Multiple ernail addresses can be entered separated by a comima.

comas to separate the addresses (do not

use hard returns or semicolons). 16. Click Submit.

15. To specify additional recipients, enter W
the email addresses in the Cc field. Only use 72 N
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Review and Submit - Submission Status

The Submission Status page After a 24-hour notification submission,
displays the successful submission CTEP-AERS displays a link which will return
message. you directly to the 5-day report.

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 https://wtapps.ctisinc.com: 443/ ctepaers/pages/ ae/ reviewResolverraction="'open5DayReport’ to finish and
submit the Expedited Report.

Alternatively, yvou may access and submit the report at a later time using the 'Manage Reports’ work flow,

Additional Info: If yvou indicated in your report that you would be faxing Additional Infarmation, please fax to 301 =230-0159, See the FAQsS
for detailed information an submitting Additional Inform ation.

e e i g
J il ormtied .--.-\.l.l.l.f.-.r"'.u.lq on D:.r;; ;D_.;::

The fax number is provided if additional You can click
information is to be faxed (see slide 36). The Export to
FAQ link is also provided to reference details on generate a
submitting additional information. report file.




Manage Reports

To complete or
withdraw an initiated
report or to amend a
report, click Manage
Reports.

I ¥ P ~=ding report or amend an

".,'.,','91""'/.1e to the Cancer Therapy Evaluation Program Adwerze Ewent

"""/,zi:-/rting Systern (CTEP AERS). CTEP AERS is awailable to submit
/e/:;cpedited adwerze event reports for all CTEP-sponsored clinical trials

and Division of Cancer Prevention (DCP) cancer prewention trials.

To create a new expedited report: click Report Adversze
Ewent

Once initisted, reports are assigned a unique ticket number that is
uszed for future report access. The ticket number is sent to the
reporter by e-mail, but documenting this number is strongly
renyraged.

existing repnr{i"E'I'ii:'lc"nan.,_,,,,,,%w
The NCI protocol number, ticket number and subjert e 0t be
entered to access a pending or submitted repart.

Feport Adwerse Events

Manage Reports

Tao login as an administratar (MCI Staff onbyd: click here
To wiew NGl Guidelines: Adwerse Event Feporting Requirements

Additional CTEP-AERS resources are available an the CTEP-AERS Hame
Fage
Frequently Asked Questions FAS

Medical Questions/Help: email: aemd@tach-res.com phane: (301)
B37-7497 fax: (301) 230-0153

Technical GuestionsSHelp: email: ncictephelp@ctep. nci.nih.gow phone:
1-888-283-F457 fax: (307 348-2242

DEC LAIMER ALCC ESS IBILITY APPLIEATION 5 LUFPORT
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Manage Report - Select study and subject

1. Enter the report
ticket number.

2. Type at least three
digits of the protocol
number, then select from
the list.

select study,  nd suby

‘Ticket Number |

3. Enter the Subject ID.

"Study | Begird typinr aere

‘Subject ID |

 Continue, =

4. Click Continue.
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Manage Report - Overview - .
g p The Report Submission Status is listed
here. Status values include: Due in

The Manage Report The Amendment # begins (number) Days, the Submission
page displays the after the expedited report  Response or whether the report is
information associated is submitted with the Withdrawn, Initiated, not submitted or
with the report. number 1", Overdue.

Manage Reports

Instructions The table below surm /es reports for the given Ticket Murmber tions and select the aption you wish o

perfarem.

If vou hawve submitted 2 4 -hour natification, then the complete (5-7 ,/ Expedited Report is due in five calendar days. Click Actions,
then select Edit to finis /and submit the Expedited Repart.

Report Type Amendment # Report Submission Statﬁs Options

CTEP Ex/ -~ lited Report 1 Due in 10 daps

CTEP ad Report ] Amended on 1 Fr1ZrFON | __I

7 Wotification Submitied successfully on 1271277012 J
The Report Type displays CTEP Click Actions to continue. Depending on the
Expedited Report, CTEP 24-Hour report status, the options available may include:
Report or other types depending on Edit, Withdraw, Export, Amend , View the Report
the protocol and report selected. or View Participants.
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Manage Reports — Edit Option

g
BHLE -

i

| & Withdr aw
emt) Export cafERS XML
M) Export AERS POF

M) Export Mediwatch 35004
PDF

) Expart DCPSAE PDF

M) Expart CIOMS PDF

Reporter

Instructions Enter contact information for the person reporting the adverse eve
parson from the drop down list or enter the detsils.

Reporter Details

* First name |

Middle name

By selecting Edit from the options under the
Actions button, you can add or modify
information, then submit report.

If the Physician is the same 3 the Reporter click heve (]

Treating Physician Details

* First name |

Middle mame

* Last name |

* Email addre:

ss |
* Phone [

nt

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

Complete and/or modify each mandatory
section (see slides 19 — 36 for instruction)
then submit the report (see slides 37 — 46 for
instruction).

= e - B
Save & Continue [




Manage Reports — Amend Option

g

m L] By selecting Amend from the options under
Withd | . .
& Withdra the Action button, you can modify and
E af ERS ML . . .
g =eorte submit a previously submitted report. Note
. . re .
&) Export AERS FOF that the 24-hour notification cannot be
) Export Mediatch 35004 amended.
FDF
A Export DCPSAE POF
/) Export CIOMS PDF Follow the instruction on slide 49 to modify
and submit the report.
The amendment number will display on the
Manage Reports Manage Reports page.
Instructions The table below surmmarizes reports for then'”ﬂ cariber. Click Sctions and select the aption youwish to
perfarem.
If you have submitted 2 24-hour notific . seh the complete (5-day) Expedited Report is due in five calendar davs. Click Actions,
then select Edit to finish and subm,i*' T apedited Report.
Report Type ﬁ.mendmgpf'"”: Report Submission Status Options
CTEP Expedited Report 1 Dore i 70 days e
CTEF Expedited Report ] Amended on 1 Fr1ZrFON

CTEP 24 Hour Motification Submitied successfully on 1271277012



Manage Reports — Withdraw Option

Actions - : . : :
: _ By selecting Withdraw from the options under the Action
4 Edit | button, you can remove a pending report from the system.
:lExr:u:urt cat ERS XML

M) Export AERS POF

) Export Mediatch 35004 Click OK to confirm the action
FDF

Are you sure you swart to take the action ¥ yOU are ta k| ng.
|

M) Export DCPSAE FOF

M) Export CIOMS PDF

Ok l ’ Cancel ]

Manage Repaorts ?

Instructions The table below sumimarizes reports for the given Ticket Mumber. Click Actions and select the aption you wish to
perfarmm.

If you hawve submitted 2 24 -haour natification, then the complete (5-day) Expedited Report is dus in five calendar days. Click Actions,
then select Edit to finish and submit the Bxpedited Report.

Report Type Amendment # Report Submizsion Status Options
MO reporting action avaiable for
CTEF Expedited Report 1 _Withdramn on 127707701 7 thiz report

‘ Amended on 1Zr1 27707 F
The withdrawn status

displays on the Manage Submitted successfully on 125127701 2
Reports page.
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Manage Reports — View Recipients Option

L_;;;—:f - By selecting View Recipients from the options under the
L) View in AdEERS Action button, you can access the list of persons who have

[T TETEr  received the report.

{7 Export caf RS ML

) Export Mediatch 35004

FOF Are you sure you want to take the action 7
) Expart CIOMS PDF Click OK to confirm the action
you are taking.

View Recipients (Group)

NCI Protocol No. : CALGB-105  (CTCAE w4.0) -- A Phase 11 Intergroup CLL Study of ic Patients with d Chronic Lymphocytic Laukemia
domized to Early ion Versus Ob ion with Later in the High Risk Genetic Subset with TGVH Unmutated Disease
|NCl Protocol Nunher: CALGB-105
Expedited Report Ticket Number : 2332791
Patient ID : 552
A Numiher : o

This report was Sucessfully Submitted to the following:

[Recipient Type  [Recipients Name Email [Phone
|Lmd Group ‘Cancer and Levkemia Group B (Legacy) Drebbie 3 Pierce debbie sawyen@incl.orgx ot Available
Gabrielle Sawyer | centraloffice@incl org x ot Available
[Remanand Pierce  [ram achanta@incl orgx ot Aveilable
Pat Namara menamara patricia@incl org x ot Available
Brad Anders andersen bradley@incl org x ot Available
Drarrin Brand darrin brandon@incl.org x ot Available
Joshua Voder oshyoden@inel.orgx ot Available
‘AdﬂK.han ‘aehl.akhan@mcl.org.x INot Available
‘ [Tony Haynes [tony.cervati@inel.orgx ot Available
‘Tmya Brows ‘thaynes?@mcl.org.x x lNot Available
. . [Mary Clasre [mpiezce@inclorgx ot Aveilable
The recipients
[Participant Groap [Cancer Trials Support Unit [Olodys Broson  [gbrown@ulline. com Mot Availabile
displ
| S p ay. \Submitter ‘Mayo Clinic Health System Eau Claire Hospital-Luther Campus hason]ackson \Jmcnulty@nullmc.com INot Available
[Physician [Mayn Chiric Health System Eau Claire Hospital Luther Campus fjason jackson [mentty@mtline.com ot dvaitable
|
[Pz [Cancer and Leukenia Group B (Legacy) [foha Byzas [iohn b@autline.com Mot Available
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You have completed the CTEP-AERS training course.
Thank you for participating!



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
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