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Serious Adverse Events/Adverse Events not associated with approved IIRs are not to be
submitted via the IIR Portal. All information within concepts, proposals, or protocols

beingsubmitted should be reviewed with any references to serious adverse events or
sensitive personal information removed
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Accessing the Main Landing Page
1) Go to lillyinvestigatorresearch.com
From here users are able to:
i Review areas of research focus
1 Find compound scope statements and listings
 AccessfrgdzSy it e |a{SR ljdzSadAiz2ya o6aC! véo
f 100Saa GKS F2N¥ (2 &adzoYAld yS¢ jdzSadAzya o6ac

1 Access the form to submita highS @St 02y OSLJi 6a{dzo YAl + [/ 2y0
2) Login requires registration through Exost#&rK A & A a4 RSOFAf SR 0St2¢ Ay (K
Section
e,

Investigator Initisted Research

Viewing Compound Lists
1) From the IIR homepage, select the therapeutic areiatefest. Click on the arrodink to the
right of the research focus of interest.
2) The compound list for that research focus will expand. Select the research category of interest
(Clinical; NofClinical) to view available compounds. Review the compound specific scope
statement by clicking on the arrowo the right of the compound of interest.
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Oncology

Lilly Oncology is ded
cancer We are drive

focuses its drug

Cell Signaling > Clinical Research Non Clinical Research
Immuno-Oncology PN
Microenvironment -~

b b ICDK nhibito >

mt f il - | >

Emibetuzumab (MET Antibody) - LY2875358 >

Erditux [Cetuximab) - LY2939777 >

Merestinib (MET SMI| - LY2801653 >

Note: If the compound of interest is not listed, go to the FAQs page. Submit a qukstiong the
G/ 2YLRdzyRé FASER SYLIiéxs NBEFSNBYOS RSAANB#RveD2 YLR dzy
O2yOSLIi RSGIAt&E Ay (GKS avdzSaidrzyé FASER FyR O2YLX

Submitting a Concept
1) From the IIR homepage, clibkK S & { dzo YA G | /2y OSLIié Ayl Ay GKS
2) Review the IR process step descriptions located to the left side of thersbyeclicking on the
arrowto the right of each process step title to understand the IR submission process.
3) Completethex { dzo YA i |/ 2 yclitk Cdiatiue. AR aitdStatiodd yonfidentiality
and sensitive personal information will pop up that must be completedtfe concept to be
submitted.All concept content must be neconfidential. The "Submit" button shouldow be
available athe bottom of the online formA pop up will appear to inform you the submission
has been successfully received as well secaipt confirmation email will automatically be sent
following successful submission of the concept.
1 PrimaryOBI YAT FGA2Yy DblYS A& | LINBRAOGADS FASERZ
autopopulated you may still fill in the field
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Registration & Login

Registration
Users may register for the IIR Portal at any time in order to track their stgshgoncepts. The
registration process is detailed below

1) Click the Login button in the upper right hand corner of the IIR Portal

2) EU ONLY
(Optional) Accept cookies (this simplifies the login process in the future)

Please be aware that this website relies on the use of cookies to function correctly and involves some cookies being
downloaded onto your device. By continuing to use this website, you agree to our use of these cookies. This helps us to
improve the content of the website so that it is more useful and relevant to you. For more information please see our Privacy

and Cookies Policy.
ACCEPT

3) Click HERE under Clinical Resehog)in
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This login is used for Principal Investigators and their staff

= CLINICAL RESEARCHER LOGIN

If you don't have an account click HERE

Clicking on the above links will take you to an authentication site maintained by a third
party, which iz solely responsible for its content and information practices.

A full copy of the privacy policy can be found here

4) Provide your First Name, Last Name & Email Address and click Next

Lz,

First, we need a bit of info

First Name

First Name

Last Name

Last/Family Name

Email

TestEmail@lilly.corm|

Need Help? m

5) Complete the Registration Fortinen click Next
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Enter your business address

Address 1
123 Test St

Enter line 1 of your business ad

Address 2 (optional)

niry State/Province

UNITED STATES ~ Alaska v

Need Help? BACK m

6) Receive an email that your account has been authorized, and click the activation link

Lilly 1s partnering with a provider, Exostar. to enable a user to utilize a single username and password across multiple Lilly clinical trial applications.
The same email address will be used to access multiple systems and each person must have a unique account (no group email addresses are allowed). You may also receive system-

specific communications with additional instructions.

In order to access these applications you have been invited to activate vour account in Exostar's Secure Access Manager. This service is used to provide secure access to Lilly's
business and collaberation tools. Read More hitp://www.myexostar.com/WorkAreaDownloadAsset.aspx7id=1814

To complete the activation of your account please click the following link: https://secureaccess exostar com/idprov/accesslogin/Process1Otp faces?
pl=dXNIckFj¥2Vzc0F Y3RSZWYIN;A10S00MjQ2T Tk30TetNz Y INiZw Y XNzd2QxPUNK Z2REW GewRDVOUHBERUImMkh T VmlaRmZgMOF i Xzk3ULIL TETjc0dRe WM9

Need Help? Please contact your primary Lilly clinical trial contact.

DO NOT reply to this email. This is an automated email and rephies are not being monitored.

7) Set your password

8) Set your security gestions and click submit
hLliiAz2ylfyY &2dz YI & Ot A0l (KS OKSO1062E F2NJ al
this will result in a text message being sent when you login, instead of having to answer security
guestions
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EXOSTAR

Password Reset Secrets

Please provide answers to the four questions below. You
will be required to answer any two of these questions in
order to reset your password

Minimum Length = 3 Characters

Question 1

What is your favorite food? v

Answer 1

seeee

sssee

9) Your account is created!

Login
1. Click Login in the upper right hand corner of the IIR Portal
2. EU ONLY
(Optional) Accept cookies (this simplifies the login process in the future)

Please be aware that this website relies on the use of cookies to function correctly and involves some cookies being
downloaded onto your device. By continuing to use this website, you agree to our use of these cookies. This helps us to
improve the content of the website 5o that it is more useful and relevant to you. For more information please see our Privacy

and Cookies Policy.
ACCEPT

3. /ftAOl a/tAYyAOrt wSaSINOKSNI[23AyE

This login is used for Principal Investigators and their staff

; CLINICAL RESEARCHER LOGIN

If you don't have an account click HERE

Clicking on the above links will take you to an authentication site maintained by a third
party, which is solely responsible for its content and information practices

A full copy of the privacy policy can be found here

4. Login like normal with Exostar
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e,

One Account, Secure Access

User ID/Email ID
ot User ID/Email ID? Contact Customer Service.
CONTINUE
(sonnwin EXOSTAR)

Error
If you see the belowerror please contact your local IT about enabling Java or Cookies

. !\J Error

Sorry for the inconvenience.

The requested page is unavailable for one of the following reasons. Please contact your local Lilly support
representative for further assistance

Uploading/Attaching a Document

The ability to upload a document is not available from either the FAQ or Submit a Concept pages. If an
investigatoQ&d 02y OSLJi & dzo teh thelabilyyfo afta&h ahdySubiniOddduiBents is
F@FAflrofS F2NJ GKFEG ALISOAFAO adzoyYraaizy 2y (KS aaed

1) / £t A0]1 2y GKS @Gaé {doYAadaaAirzyaé odzidzy G2 2Ly @&

2) Click on the submission of interest (outlines in Red once selected).

3) Cickzy GKS &=+ ASithafarMdhEto opaddiPthe detailed submission view.

4/ tA01 GKS a!'ddl OK 520dzySyidé odzidzy |yR aSt SOl
of documents that will be needed are; an executed confidential disclosure agréeme
curriculum vitae (CV), proposal summary, and a draft protocol. Please note, once uploaded, the
documents cannot be deleted or edited.
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% Home  SubmitaConcept FAQs  Resource Guide Logout | Welcome, Mr. McClung

MY SUBMISSIONS

[ o o [ ]
SUBMISSION PRIVACY PROPOSAL PROTOCOL STUDY READINESS ACTIVE TRIAL
CONCEPT DETAILS DESCRIPTION X Q
TEST TO CHECK SUBMISSION SUMMARY DESCRIPTION

Theraputic Area: Immunclogy test to check submission
Selected Compound: Baricitinib (Olumiant)

Indication: test to check submission

Submission ID: Concept-1IT-Baricitinib (Olumiant]-US-1300

Submission Status:

SUBMISSION INFO [ B Attach Document ][ Protocol Submission ]
Point of Contact:

Point of Contact Email
Date Submitted: 2

Budget Tem,

VIEWLESS A

NoteY {GFddza 2F S OK adzoYAdaAizy Aa OASglofS 2y adae
shot, the dotsrepresent each stage with the red dot denoting the completed stage(s).

Delegee Administration

Adding Delegee

If you have delegees that you would like to have work on the submission with you (Understudies, Study
Coordinators, etc.), they ocbe added at antime after reaching the stage Propasklegees have the

same access as the HCP that submitted the concept originally, except those delegated to the submission
cannot add other delegeethis can only be accomplished by the HCP that submitted the concep

Delegees can be added two ways: to each individual submission or to all the submission you own

Individual Submission
1. Click view more on your submission
2. Click the Add Delegee button

TEST SUMMARY DESCRIPTION

Theraputic Area: Oncology test
Selected Compound: Alimta [Pemetrexed]

Indication: test

Submission ID: Concept-1IT-Alimta [Pemetrexed)-AF-1288

Submission Status: Approved

SUBMISSION INFO [ & Attach Document ][ Proposal Application ]

Point of Contact:
Point of Contact Email:
Date Submitted: 2/16/2018

3te [US Onlyf

udget Guidelines [US Only/

10



3. Complete the necessary attestations

a. This is required for the firstelegee for each submission

4. Fillin the add delegee form
a LT ahGKSNE Aa

Add Delegee

Awesome
Test
awesometest@test.com

Nurse

5. Click Add

All Submissions
1. Click the Add Delegees button

CONCEPT DETAILS

A 2 4 oA ~

ADD DELEGEES

| <4

TEST

Theraputic Area: Oncology

Selected Compound: Alimta [Pemetrexed]

Indication: test

~ oA

o Lt

2. Check all the submissions for which you would like to add the delegee

3. Completethe necessary attestations

a. This is required for the first delegee for each submission

4. Fillin the add delegee form
a. LT GhGKSNE Aa
5. Click Add

Removing Delegee

A 2 4 oA ~

April 2019

NRf ST

NRf ST

LX Sl a8 T

LX SIas TFAa

If you have delegees that you would like to have workhensubmission with you (Understudies, Study
Coordinators, etc.), they can be added at any time after LoC approval. Delegees have the same access as

11
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the HCP that submitted the concept originally, except those delegated to the submission cannot add
other delegeesthis can only be accomplished by the HCP that submitted the concept

Delegees can be added two ways: to each individual submission or to all the submission you own

Individual Submission
1. Click View More on your submission
2. Under Delegees click tieed X next to the delegee

Name Role

Awesome Test Nurse X

3. Click theConfirmButton on the confirmation pojup

All Submissions
1. Click the Remove Delegbatton

X Q

»[ REMOVE DELEGEE ]

2. Select the Delegee
3. Click the Remove Delegee button

Submitting a Proposal and Application

1) After completing the letter of confightiality phase, the online proposal application will become
F@FAftLrofS gAGKAY (KS dad {doYAaaAizyaed 2y (KS L
LI AOIFGA2Yy ¢ odzilz2y G2 ONAYy3I dzLJ GKS 2yt AyS | LI

2) All required fields are markedith an (*) and must be completed. Ability to save after
completing each section of the application is available, which allows for closing the application
FYR NBGAzNYyAYy3I fFGSNWD | LRy Ot AO1Ay3 GKS a{dzo YAl
two ched boxes to be read and completa receipt confirmation email will automatically be
sent following successful submission of the application.

3) In addition, curriculum vitae (CV), a proposal summary or protocol must be attached. If
applicable, adraftbl S &aK2dz R faz2 o6S GdFrOKSRod /fAO1 0
select the document needing tbe uploadedPlease note, once uploaded, the documents
cannot be deleted or edited.

*For US only submissions, links to a budget template and guidelinewailable in the lower
left corner of the submission summary.

12
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% Home Submit a Concept FAQs Resource Guide Logout | Welcome, Mr. McClung

MY SUBMISSIONS

SUBMISSION PRIVACY PROPOSAL PROTOCOL STUDY READINESS ACTIVE TRIAL

PROPOSAL APPLICATION

Proposal : lIR Application ~

Uploading a Protocol and Supporting Documentation
1) To upload a protocol (if not provided when completing the application form), click on the
submission of interest which will then be outlingdi wSR® / £t A0l 2y GKS a! ddat
button and then sedct the document for uploadindRlease note, once uploaded, the documents
cannot be deleted or edited.
2) Comments and recommendations may be entered into the text field.

% Home Submit a Concept FAQs Resource Guide Logout | Welcome, Mr. McClung

MY SUBMISSIONS

® @ @ ® L ]
SUBMISSION PRIVACY PROPOSAL PROTOCOL STUDY READINESS ACTIVE TRIAL
PROTOCOL
Comments
Test Test Test|
Active Trial
Milestones

When viewing yousubmissionyou will see either the month your milestone was achieved or the
month you are currenthgstimatedto achieve the milestone.

Achieved Milestones will display as *Milestone Name* (Actual) MMM, YYYY

Estimated Milestones will diday as *Milestone Name* (Estimate) MMM, YYYY

13
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BREAST CANCER WITH SWEET ONCO SUMMARY DESCRIPTION

DRUG

Theraputic Area: Oncology Treating Brest Cancer with the best oncology drug in the world. We expect a 70%
Selected Compound: Dom's Sweet Onco reduction in breast cancer and no metastatic growth resulting in a 100% success rate
Drug

Indication: Breast Cancer

Submission ID: Concept-lIT-Dom’s Sweet
Onco Drug-US-1623

Submission Status:

SUBMISSION INFO

Point of Contact: Margaret Pelton MILESTONES(

Point of Contact Email FPV [Actuall: Sep, 2018 FPET [Estimatel: Dec, 2018
meclung_dominic@lilly.com LPETrial [Estimate): Dec, 2020 LPETreatment [Estimate]- Jan, 2021
Date Submitted: 05-Oct-2018 LPV [Estimate]: Feb, 2021 FSR [Estimatel: Apr, 2021

Submit Achieved Milestones
This process is used to submit the date(s) of achieved milestones.

7

1. 1 £A0] 2y (KS dartSaitzysSa aSié odzitzy

MILESTONES:
FPV (Actual]- Sep, 2018 FPET [Estimate): Dec, 2018
LPETrial [Estimate]: Dec, 2020 LPETreatment [Estimate]: Jan, 2021
LPV [Estimate): Feb, 2021 FSR [Estimate]: Apr, 2021

[ B Attach Document J [ Update Enroliment ][ Reforecast Trial ]

[ Submit Trial Expense ][ Submit Amendment ][ Milestones Met *

2. Select the date you achieved the milestone with the date picker

October

TODAY CLEAR CLOSE

3. ClickSubmit
4. You will see a notification that informs you your milestone was successfully updated

Reforecast Future Milestones
This process is used to provide Lilly staff with new estimated dates for completing unachieved
milestones.

7

1. / tA01 GKS aw@Bh2NBOFaAd C¢NRAIT €

14
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MILESTONES:
FPV [Actuall: Sep, 2018 FPET [Estimate]: Dec, 2018
LPETrial [Estimate]: Dec, 2020 LPETreatment [Estimate]: Jan, 2021
LPV [Estimate]: Feb, 2021 FSR [Estimate): Apr, 2021

[ & Attach Document ] [ Update Enroliment ][ Reforecast Tria }«

[ Submit Trial Expense j[ Submit Amendment j[ Milestones Met ]

2. Provide the following information
*All fields are required to submit your reforecast request

a. Quarterly Enrollmeng This is your estimated per quarter enrollment for all remaining
quarters

b. Original Milestone; These fields contain your originailastone estimations

c. Milestoneg Provide your new estimation for completing each of the remaining
milestones

d. Rationalec Provide the rationale foneeding to reforecast (safety checkpoint, natural
disaster, etc.)

Reforecast Trial

Quarterly Enrollment* @ 5 Original FPET Forecast @ 01-0ct-2018
FPET* @ 01-Nov-2018

Qriginal LPETrial Forecast @ 01-0ct-2020 Original LPETreatment Forecast @ (1-Nov-2020

LPETrial* @ LPETreatment* @

Qriginal LPV Forecast @ 01-Dec-2020 Original FSR Forecast @ 01-Jan-2021

LPV* @ FSR* @

Rationale™ @

P

3. Click Submit
4. You will see a notificatiotinat informs you your reforecast request was successfully submitted

Submit Quarterly Enroliment
CKA&d LINRPOSaa Aa dzaSR (2 dzZLRIFIGS 82dzNJ GNAF £ Qa Sy NEPRf

1. /fA0] 2y G(GKS &a!LIRFGS 9yNREtYSYy(é odidzy

15
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MILESTONES:
FPV [Actuall: Sep, 2018 FPET [Estimate): Dec, 2018
LPETrial [Estimate]: Dec, 2020 LPETreatment [Estimate): Jan, 2021
LPV [Estimate]: Feb, 2021 FSR (Estimate]: Apr, 2021

[ B Attach Document ] [ Update Enrollment

[ Submit Trial Expense ][ Submit Amendment ] Milestones Met ]

2. Select the quarter you need to update ackitk next

Enrollment
Quarter: m
2018-02
2018-03
2018-04

2019-Q1

3. Provide the following information

a.

Total Patients Entered TreatmegqfThis is the total amount of patients (excluding
screen failures) that are participating in the study

Current Patients Entered Treatment Estimgt€he total amount of patiets you are
currently estimated to have enrolled

Number of Patients Currently on TreatmeniNumber of patients that are currently
undergoing treatment

Number of Patients Completed TriaNumber of patients who have successfully
completed the study

Numberof Patients Currently on Folleup ¢ Number of patients still undergoing follew
up post completion of treatment

Number of Patients Discontinued from Treatmertlumber of patients that have
ended treatment prior to completion (safety concerns, death, etc.)

Enrollment

Quarter:  2018-Q2
Total Patients Entered 7 Current Patients Entered 7
Treatment @ Treatment Estimate @
Number of Patients Currently 5 Number of Patients 0
on Treatment @ Completed Trial @
Number of Patients Currently 2 Number of Patients q =
on Follow-up @ Discontinued from Treatment

]
CANCEL SUBMIT

16
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4. Click the Submit button
5. You will see a notification that informs you yanroliment was successfully updated

Submit Trial Expense (US Only)
This process is used to submit any expense related to your trial that is not tied to enrollment. For
examplethis could be an MRI -Ray, etc.

1. / £tA01 2y (GKS &a{dooYAld ¢NARIFf O9ELISyasSé odzitzy

MILESTONES:
FPV [Actuall: Sep, 2018 FPET [Estimate]: Dec, 2018
LPETrial [Estimate]: Dec, 2020 LPETreatment (Estimate]: Jan, 2021
LPV [Estimate]: Feb, 2021 FSR [Estimate]: Apr, 2021

[ B Attach Document ] Update Enrollment J[ Reforecast Trial ]
[ Submit Trial Expense endment ][ Milestones Met j

2. Provide the following information
a. Upto 5 Expenses (Item Description) and their Quantity (Frequency)
LT &2dz KFc@3S Y2NB GKIFEY p &SLI NI (PensBELISyasSsa &
forms
b. Comments are optional
c. Attaching a receipt or additional documentation is optional

Trial Expenses

e S

MRI 2

X-Ray 3

Item 3

Item 4

Item 5

Dominic Oct 18 Trial Expense Receipt.docx

Comments: | had multiple patients that needed to be checked for the spread of breast cancer
this quarterl

e

CANCEL SUBMIT

3. Click the Submit button
4. You will see a notification that informs you your expenses were submitted successfully

Submit Protocol Amendment
This process is used 8ubmit Amendments to your existing Trial Protocol.

1. / t A0l 2y GKS G{dzomYAlG tNR(G202f ! YSYRYSyi(é¢ odzid2

17
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MILESTONES:
FPV [Actuall- Sep, 2018 FPET [Estimate]: Dec, 2018
LPETrial (Estimate]: Dec, 2020 LPETreatment [Estimate]: Jan, 2021
LPV [Estimate]: Feb, 2021 FSR [Estimate]: Apr, 2021

[ B Attach Document ] [ Update Enroliment ] Reforecast Trial ]

[ Submit Trial Expense J( Submit Amendment

2. Provide Rationale and attach your amendment document (PDF and Word documents accepted)

Trial Protocol/Study Research Plan Amendment

Rationale® I need to increase my patient population

B Attach Document | Dominic Submission Amendment ELi Lilly.docx
SUBMIT

3. Click the Submit button
4. You will see a notification that inforny®u your amendment was successfully submitted

Site Management
The site management tool is used to maintain all of your sites and their IRB/ERBs

Creating a new Site
1. / f A O] SBeyMariageSerts o6 dzii (2 v

MILESTONES:
FPV (Actual): FPET (Actual)
LPETrial [Actual): LPETreatment [Actual)
LPV [Actual): FSR [Actual)

[ B Attach Document j [ Update Enrollment j[ Reforecast Trial j[ Submit Amendment ]

[ Milestones Met ][ Site Management %E j

2./ tA01 GKS a/NBFGS bSg {AlGSé¢ odzitGzy
3. Fill out therequired fields and attach your IRB/ERB document
Note: an IRB/ERB document is not required if the site is utilizing an existing central IRB

18
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Site Editor

izing Central IRB/ERB?

RB/ERB Start Date* @

RB/ERB Expiration Date"

| B Attach Documen t |

4. Click the Submit button
5. You will see a natification that informs you yaite was successfullgreated

Updating a existing site
1. / £t A01 2y GKS a{A0S alyl3aSYSyi(é¢ odzilzy

MILESTONES:
FPV (Actual): FPET (Actual)
LPETrial [Actual): LPETreatment [Actual)
LPV [Actual): FSR [Actual)

[ B Attach Document ] [ Update Enroliment ][ Reforecast Trial ][ Submit Amendment j

[ Milestones Met ][ Site Management }FE j

2./ tA01 GKS a! LIRIFIGS¢ odzidz2y 2y (GKS aA0S @2dzQR f A
3. Update the necessary information and/or attach the new IRB/ERB document

4. Click the Submit button

5. You will see a notification that informs ygour amendment was successfully submitted

Report an SAE
This process is used to submit Serious Adverse Events (SAES) to Lilly.
Note: this is only intended to be used for adverse events, it is not to be used for product complaints, etc.

1./ t A O RepbtSAK S6 deii (i 2 y

MILESTONES:
FPV (Actual] FPET [Actual)
LPETrial [Actual): LPETreatment [Actual)
LPV (Actual]- FSR [Actuall-

[ B Attach Document j [ Update Enrollment }( Reforecast Trial }( Submit Amendment j

[ Milestones Met ][ Site Management j[ Report SAE ]«

19



April 2019

2. Provide the Site & Patient Number you are reporting the SAE on
Attach your SAE Report
Note: you may also add additional information in the free text field

Report a SAE

Site Number*

Patient Number*

Additional SAE information*® B I U B Aialv 12v jv = 3

v @

CANCEL SUBMIT

w

Click the Submit button

4. You willreceive an email notification (within8 minutes)informing you the SAE was
successfully reported

Requesting a Country be added to the Country List
1) CNRBY G(GKS LLw K2YSLI3IS> Oft A0l 2y (GUKS aclvéa Ay
2) Review the FAQ listing located to the left side of thesnrty clicking on the arrowo the right
of each question. One of the FAQ listings addresses this topic and provides more instruction.

NOTE: Due to privacy concerns in each region, a country must be listed in the country drop
down list for concepts to be subttad.

Password Reset
Please note: In addition to the below process you mayle@li3-793-7800to have your password reset.

20
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1) If a password is incorrectly entered, an error alert will pop up with instructions. If the password
is not known, clickthé C2 NBS{G LI aag2NRKé Ayl FyR NBaSi
enter a password will lock out the account.

2) Upon submitting the request for a password reset, a notification is sent with instructions. It will
be necessary to complete the secyrguestions, before logging into the system.

21
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