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Purpose

EXELIXIS

This Investigator Guide will assist with basic navigation and frequently used features within the Exelixis
Investigator Sponsored Trial (IST) Portal, including:

* Registration for access

* Start/submit a new study

* Save astudy as a draft

* Submit requested clarifications for study
* Submit progress updates

*  Submit an amendment

* Submit a report/manuscript

*  Study closeout

* Study termination or withdrawal

Registration

Open a web browser* and navigate to https://ist.exelixis.com/. Register yourself by clicking on the Register
button at he top of the screen.

* Internet Explorer 10+, Chrome, and Firefox are the preferred browsers. Please reference Helpful

EXE Ll |S Home Register Sign In FAQs Legal/Terms of Use Privacy Statement

Welcome to the Exelixis Investigator Sponsored Trial (IST) Portal. ISTs are clinical studies designed, led, and operated by a third-party sponsor that is
external and independent of Exelixis (usually a Principal Investigator and sponsoring institution). Accordingly, for ISTs, the third party will assume all
sponsor responsibilities for the study.

Exelixis supports independent, unsolicited research relating to disease areas of interest to Exelixis or relating to Exelixis' products through its IST and
Clinical Programs to advance research and enhance disease understanding. IST investigators and/or their affiliated institutions assume responsibility for
all aspects of the study, including design, regulatory approval, initiation, conduct, and monitoring of the study, and analysis and publication of the results.
IST proposals submitted to Exelixis are reviewed by Exelixis' scientific and medical committees for scientific merit as well as safety, legal, ethical, and
budgetary considerations. Support for approved proposals is provided in the form of financial support, study drug supply, or both as requested in the
study design. This program is open to physicians, researchers and institutions interested in conducting their own research.

To submit a proposal, you must first create an account using the "Register” link on the top of this page. If you already have an account, please enter your
login credentials on the top of this page

For directions on how to use the Investigator Sponsored Trial (IST) Portal please review the Investigator User Guide.

For technical support, please contact SteepRock Client Services:

Phone: +1718-576-1406 (M-F 8am - 6pm US ET)

You may also contact the Exelixis team via email at ISTSupport@exelixis.com for specific questions regarding your proposal.

at the end of this guide for pop-up windows guidance.
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EXELIXIS

Select Register and complete the New User Registration form.

X  New User Registration

v Details
Your password must contain at least 8 and must be of at least three of the following: lowercase letters, uppercase letters, numbers and symbols.
Salutation*
0o -
First Name*
o
Middle Name / Middle Initial
Last Name*
(]
Degree(s)* ‘
0o -
Primary Site / Institution*
e
Department*
o
Address 1
(]
Address 2+
(]
City*
(]
Country*
0o -
Postal Code*
(]
Telephone*
(]
Email*
(]
Password (Confirm)*

A You have 14 incomplete fields
SAVE
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EXELIXIS

Follow the instructions below to complete your registration. Please Note: All the fields marked with red
outlines/asterisk/exclamation marks are required. You will not be able to savethe record if one of the
required fields is not completed. Additional fields may appear dependent upon a selection made in a

previous field. Use the dropdown arrow to select your Salutation and Degree(s). Enter your First Name and
Last Name using free text.

X  New User Registration

v Details
Your password must contain at least 8 characters and must be combination of at least three of the following: lowercase letters, uppercase letters, numbers and symbols
Salutation*
First Name*
) ddle
Last Name*
Degree(s)* \

To select your Primary Site / Institution click on the Q

Primary Site / Institution* \

Use the filter option on the top of the window to search for your Primary Site / Institution. Click on the the
row of the Institution to select it. If your Institution is not listed clidk the + ADD NEW button to add it.

SteepRock, Inc. 2021. All Rights Reserved. Confidential. Last
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EXELIXIS

X Select
v Filters

Country Address 1 State / Province

city
Institution Type Address 1 Address 2 city State / Province Country
AGILE Research Foundation Academic Institution 1661 Massachusetts Ave PO BOX 427 Lexington Massachusetts United States
I;:\ug::j:g University Research Academic Institution 1120 15th Street, CJ 3301 / Augusta Georgia United States
Beverly Hills Cancer Center Academic Institution 8900 Wilshire Blvd. Beverly Hills california United States
Cedars-Sinai Medical Care " 11800 Wilshire Boulevard, Suite
Eoindation Medical Associations 300 Los Angeles California United States
?gg&gsma' Medical Center Academic Institution 8700 Beverly Blvd. Los Angeles California United States
G of iopeNaflonal Medicall cancer center 1500 E Duarte Rd Duarte califoria United States
Cleveland Clinic Foundation Academic Institution 9500 Euclid Avenue CA 60 Cleveland Ohio United States
Criterium, Inc. (ng‘g)“‘ Research Organization 350 g3 dway Suite 201 Saratoga Springs New York United States
CTEP-NCI Other 9609 Medical Center Dr Rockville Maryland United States

PAGE 1 OoF2 > M C DISPLAYING 1-100 0F 103 DISPLAY 100
w B CLEAR SELECTION

After you click on or add your Institution, you will be returned to the New User Registration page. Use
free text to complete the remaining required fields and click SAVE.

X  New User Registration

Department*
Address 1+
Address 2+
City*
This feld is required.
Country*
Postal Code*
Telephone*
This fieid s required
Emall*

assword (Confirm

A You have 14 Incomplete fields.
E

© SteepRock, Inc. 2021. All Rights Reserved. Confidential. Last
updated: 9/13/2021
/ ‘\SteepRock



EXELIXIS

To log in to your account, open the website https://ist.exelixis.com/ and click the Sign In button at the top
of the page. Enter your Email Address and Password, then click on SIGN IN.

EXE LI |S Home Register Sign In FAQs Legal/Terms of Use Privacy Statement

Signin

Email address

Password

Forgot your password?

Note: E-mail notifications will be sent to the registered user account throughout the process to
acknowledge registration, receipt of submission, and to convey the review committee's decision.
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- EXELIXIS

After logging in, you will see your Homepage. On your Homepage, click on the +New Study tile. You will be
brought to the Add Study page to enter the concept details.

Homepage view:

= Welcome, Sample A Home Support 5] Logoff

Wolcome Sample Investigator,

The Exelixis Investigator Sponsored Trial (IST) Portal will enable you to submit your IST research proposal for review, track the progress of you existing proposal, and report on ongoing studies.

Exeliis supports indapendent, unsolioted research relating o disease areas of nterest 1o msunn P s B ST s kel e

IST investigators and/or i S icpomabaiy o a8 st of e ity Ity il ool e mtym..a;mmmmm.

|svw§poabnmmamz¢-unmuynum Sciantific snd medical committoesfor scientific merit as wllus safty. legal,sthical and budgetary considerations. Support for approved proposale is provided in the
Snsccll spport sty o eupel o bothaeteqveste n e sty desige. Thi prgeam ia cpen o plyiciant institutions intarested in conducting thair o
may submit a naw roquest i) o the “New Study’ button below,

Fortachnical support plaass contact SteepRock Cllent Services

Email: eepRockine cor

Phone: 118.575-1406 (M- SAM 6PM US ET)

You may also contact Exslixis team via email at ISTSupport@erelixis.com for specific questions regarding your proposal.

My Submitted Studies

1572021002 EK Study D s P Brain Cancer i proiscubd

157:2021-003 EKStudy A Kym, Goma puasd sarcoma b o H Q ) ’
oamow  wowyp  DeSS pwmd ok eew  amems e -
1ST-2021-005 i et i E\:‘;‘;;‘;" Breast Cancer $1.00UsD Cecieniaiony $

s s D gwed ol goves

maman  mewr e mwe s Somom ool

+ New Study

Please Note: All the fields marked with red outlines/asterisk/exclamation marks are required. You will not
be able to submit the record if one of the required fields is not completed. Additional fields may appear
dependent upon a selection made in a previous field. The progress tree on the left hand side of the page
allows you to track your progress. If you are unable to complete the entire form at one time, you may save
as a draft and return to it when ready. You must enter a Study Title to save as a draft.
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EXELIXIS

Use free text to enter the Study Title. Use the dropdown arrow to answer Yes or No to Are you the
Sponsor-Investigator for the study? If you select Yes, your name will appear in the Sponsor-Investigator

field. If you select no, use the Q to search for and select the Sponsor-Investigator. If the
Sponsorinvestigator is not in the list, click +ADD NEW to enter their information.

v Details

Study Title*

This field is required

Are you the sponsor-investigator for the study?*

Sponsor-Investigator*

drgr

X  Select 9

v Filters

Last Name First Name Country

Primary Site / Institution

First Name Last Name Primary Site / Institution Country
Nabil Adra United States
Neeraj Agarwal United States
Mark Agulnik / United States
Mehmet Akce United States
PAGE 1 OF2 > 3| (& DISPLAYING 1-100 OF 148 DISPLAY 100

w B CLEAR SELECTION

Use the & to add all additonal study personnel such as Co-Investigators, Research Coordinators, Safety
Contacts, Pharmacy contacts, etc. in the Study Personnel for Portal Access field.

Study Personnel for Portal Access @ \

First Name Last Name Email Role

There are no records to display.
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EXELIXIS

The New Study Personnel page will open. Enter their First Name, Last Name, Phone, Email and Role. Click
SAVE and repeat as many times as need to add all personnel.

X  New Study Personnel

v Details

First Name*

Last Name*

Phone*

Email*

Role* \

A You have 5 incomplete fields.

Select your Proposal Type from the dropdown menu

Proposal Type* \
o

Clinical - Interventional

Clinical - Non-Interventional

Pre-Clinical

Use free text to enter your Study Rationale/Background and Hypothesis.

Study Rationale/Background* =

Hypothesis*

10
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Therapeutic Area(s)*

*Study Indication options are subject to the Therapeutic Area selected.
Study Indication(s)

Click on the dropdown arrows to select the Therapeutic Area(s), Study Indication(s) and Phase of Study

Phase of Study*

>

Line of Therapy*

Primary Endpoint(s)*

Seco

Enter the Line of Therapy, Primary Endpoint(s) and Secondary Endpoint(s) using free text.

ndary Endpoint(s)

Use the dropdown to select the Study Design(s)
Study Design*

Study Treatment Schedule~

images, files, etc into the field.

x2

The Study Treatment field is a Rich Text Format field. You can use free text, upload files or drag and drop

Ti~ 8 4~ F~ G~ =~ i

6~

SteepRock, Inc. 2021. All Rights Reserved. Confidential. Last
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EXELIXIS

Enter the Key Eligibility (Brief Inclusion/Exclusion Criteria) and Statistical Plan.

Key Eligibility (Brief Inclusion/Exclusion Criteria)*

Statistical Plan*

Select Yes or No for Will you be enrolling patients? If you select Yes, enter the Total number of patients to
be enrolled on this trial. Enter the Expected monthly accrual rate (across all sites if multi-site trial) and
select Yes or No for Are you going to use a multi-center consortium and /or CRO? If yes, you will be
required to identify the organization. Enter the Planned number of participating centers, any number
greater than one requires you to identify the participating centers.

Will you be enrolling patients?*

Yes ¥
Total number of patients to be enrolled on this trial*

This field is required.

Expected monthly accrual rate (across all sites if multi-site trial)*

Are you going to use a multi-center consortium and/or CRO?* >
Planned number of participating centers*

12
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EXELIXIS

Select Yes or No for Correlative Studies. If yes, additonal fields regarding correlative studies will appear.

Correlative Studies*

Yes 0 B

Collections

Schedule of Collections

Correlative Hypothesis

Technique

13
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EXELIXIS

Use the dropdown arrow to select the Support Requested. If “Drug” or “Drug and Funding” are selected,
the Product will auto populate, use the dropdown to select the Starting Dose. Enter the Institutional Start
Up timeline (months to study activation), Data Dissemination Plan and References.

Support Requested* \
=

Drug and Funding

Product*

Cabozantinib (XL184) -

Starting Dose* \

This field is required

Institutional Start Up timeline (months to study activation)*

Data Dissemination Plan*

References*

You have the option to enter any Other Information for Consideration and upload Concept Supporting
Documents.

Other Information for consideration

Concept Supporting Documents ) \.'.

Description Document

There are no records to display.

14
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EXELIXIS

To uiload the documents click on *'. The New Document page will open. Enter a Description and click
to upload the document. Repeat the steps for additional documents.

X New Document

v Details
Description*
Document* /
€ SELECTFILE...
A You have 2 incomplete fields.
- . SAVE

Finally enter the Budget Details. The Study Currency is prepopulated to USD. It is required that you enter a
Total Study Budget and optional to enter the Budget Breakdown.

v Budget Details

Study Currency*

usD 24

Total Study Budget*

To complete the Budget Breakdown, click on the "‘, use the dropdown to select the Cost Category. Enter
the Description, Unit Cost/Hourly Rate and Unit Volume/# of Hours then click UPDATE. Repeat the steps
for all additional budget lines.

Budget Breakdown (Must encode at minimum Patient Care/Personnel Cost)*

o ® .
Cost Ca@ K Description / Unit Cost/Hourly Rate / Unit Volume/# of Hours /
UPDATE CANCEL

15
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EXELIXIS

Select Yes or No for “Will you be requesting additonal support for this study from any other source?”. If
Yes, click on the @ enter the Source and the Amount, click UPDATE. Repeat for all additional sources.
Once done enter the Amout Requested from Exelixis.

Will you be requesting additional support for this study from any other source*
Yes ¥
If funding from another source, please identify the other source(s) and the amount from other source(s):*
Source » Amount
usb @
4 UPDATE CANCEL
Amount requested from Exelixis*
usb + @
Noney Currency

After you have completed all required fields click SUBMIT in the lower left-hand corner.

SAVE DRAFT

SUBMIT

After you have submittted your concept, the Overall Study Status becomes Concept Submitted.

Study Title: Training Study F

Sponsor-Investigator: Investigator, Sample
Tracking #: IST-2021-007
Overall Study Status: Concept Submitted

16
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EXELIXIS

Retrieving Concept for Edits

If you need to make any updates to your concept you are able to retrieve it for edits if the Overall Study
Status is Concept Submitted. To edit your concept locate the study on the My Submitted Studies table, click
on the vertical ellipsis to the right of the study and select Retrieve for Edits.

My Submitted Studies b -
S / Sponsor- Support Therapeutic Total Study Overall Study

Tracking # Study Title Investigator Requested Area(s) Budget Status

5 4 i Investigator, Drug and Adrenal Gland Concept \ :
1ST-2021-002 Training Study A Sample Funding Tamors $100,000.00 USD Submitted :

i Retrieve For Edits ]
IST-2021-003 Training Study B g‘;’:f;l'gaw" El’]‘r‘]%i?]';d Breast Cancer $100,000.00 USD I a
Ewesiiaei 3 d Bardinold €@  Wwithdraw Study

3 v e nvestigator, rug an arcinoi

1ST-2021-004 Training Study C Sample Funding Tumors $100,000.00 USD Submited

A Notice advising the concept has been retrieved pops up. Click OK

The Concept has been retrieved, you may make changes and resubmit.

The Overall Study Status is now Investigator Editing Concept. Click on the row of the study.

My Submitted Studies I 0
X . Sponsor- Support Therapeutic Total Study Overall Study
Tracking # Study Title Investigator Requested Area(s) Budget Status
S Investigator, Drug and Adrenal Gland Investigator
1ST-2021-002 Training Study A Samplg Fun%mg il $100,000.00 USD EdmnggConcept
IST-2021-003 Training Study B 's“;’;ggfgaw“ E&‘r‘]%;gd Breast Cancer $10000000UsD  SOPCeRt |
I1ST-2021-004 Training Study C g‘;’;sg,'gam“ ES‘;%;Z" Sare $10000000USD  SOPCERt |
- o o Investigator, Drug and Adrenal Gland Concept
1ST-2021-005 Training Study D Sample Funding T ADOIS $100,000.00 USD Submitted

17
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EXELIXIS

The study page will open. Click Update, make the updates and click SUBMIT.

Study Title: Training Study F A Home Support 5] Logoff

Sponsor-investigator: Investigator, Sample

Tracking #: IST-2021-007
Overall Study Status: Investigator Editing Concept

/ OVERVIEW ~ CONCEPTDETAILS ~ PROTOCOL DETAILS ~ BUDGET DETAILS
* Update ;
i v Details
B Alert Settings Created Date; 02-Sep-2021
Request Date 03-Sep-2021

Withdraw Stud 5
O Piaansudy Created By: Investigator, Sample

Are you the sponsor-investigator for the study?
Yes

& Print/ Print to PDF

Once the study is locked by Exelixis for review, you will no longer be able to make any updates unless the
concept is returned to you for more information.

18

© SteepRock, Inc. 2021. All Rights Reserved. Confidential. Last

updated: 9/13/2021
/ “SteepRock



EXELIXIS

Resubmitting after Request for More Information

When your concept is ‘In Review’ it can be determined that clarifications are requested in order to provide
a decision. If a concept is returned to you for more information you will be informed via email and the
requested clarifications will appear on the study for your reference. To view what clarifications are
requested, click on the row of the study with an Overall Study Status of Concept Request for More
Information

My Submitted Studies ¥y o
IST-2021-002 Training Study A 'S"a";i‘)‘fga’“" Eﬁgiz';d ?S;ﬁgras' Gland 313%0'000'00 Study Active

IST-2021-003 Training Study B 'S”a":fptligator' E{)‘r"%‘?";d Breast Cancer 313%0’000'00 In Contracting

sraoroos  Tammgsuge [ Qund  Gwnod  gimaooo  rulerecoland

raorioos  Tammgsugp e Dueend  Adewced  gowoso ot

IST-2021-006 Training Study E g‘a":q?‘liga"’" ?G:g;‘éd Breast Cancer 5190.000.00 ifﬁgﬁ.ﬁg?.ﬁfﬁed

IST-2021-007 Training Study F Ié\:;s;’igator, EE‘;%;‘;" Breast Cancer 31%0'000'00 EPnCep] Sedtiest

The study page will open, click on the CONCEPT REVIEW tab. The Pre-Review or Post Review Clarifications
Requested fields will display what updates are being requested. To submit your updates, click the Update
button.

== Study Title: Training Study F #A Home B support 3] Logoff

OVERVIEW CONCEPT DETAILS CONCEPT REVIEW PROTOCOL DETAILS ~ BUDGET DETAILS

" Updats . "
£ SEETR v Pre-Committee Review

M Alert Settings Date of Most Recent Concept Request for More Informatior
03-Sep-2021

© Withdraw Study Please update the hypothesis

&  Print/ Print to PDF

The edit study page will open, make the updates requested and click SUBMIT. The Overall Study Status is
now Concept Resubmitted.

Study Title: Training Study F

Sponsor-Investigator: Investigator, Sample
Tracking #: IST-2021-007
Overall Study Status: Concept Resubmitted

The resubmitted concept will be placed in review and the status will be communicated via email. Once the
concept is accepted, you will be requested to add Site Information.

19
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Adding Site Details

EXELIXIS

To add site information from the homepage click on the row of the study with an Overall Study Status of
Concept Accepted, Site Information Required.

My Submitted Studies b «

Tracking # Study Title |Sponspr- Support Therapeutic Total Study Overall Study + New Study
nvestigator Requested Area(s) Budget Status

1ST-2021-002 Training Study A 'S”a"r?f&igam" E{llr’]%iz‘;d ?3[';'2{35' Gland 313%0'000‘00 Study Active

1ST-2021-003 Training Study B g‘a";sp‘:gaw" E;‘r‘]%if‘;d Breast Cancer 318%0'000'00 In Contracting H ') ’

IST2021004  TamingStudyC g RO Rveing. e Usp o Rl a ¢ .. :

IST2021005  TrainingStudyD g ARt Punding. Tmors T Gsp Abcegied she. / :

1ST-2021-006 Training Study £ 'S”;’:fp’:ega“"' Eﬂflgiz‘g‘j Breast Cancer 2150,000.00 i’\b’gxlﬁggﬁ:‘ed

1ST-2021-007 Training Study F 'S“g’;;tliegam" E{l‘r‘]%i?]gd Breast Cancer ﬁgo,ooooo gs:ﬁsg}m & :

The study page will open, click Update.

Study Title: Training Study D A Home 3] Logoff

B support

Sponsor-investigator: Investigator, Sample
Tracking #: 1ST2021-005
Overall Study Status: Concept Accepted, Site Information Required

OVERVIEW CONCEPT DETAILS CONCEPT REVIEW PROTOCOL DETAILS BUDGET DETAILS CONTRACTING & REGULATORY DOCUMENTS

* Update .
a5 v Details

M Alert Settings Created Date: 02-Sep-2021

02-Sep-2021

© Withdraw Study

Created By:

Investigator, Sample

Print / Print to PDF Assigned Admin(s) Admin, Sample

[ 1]

Are you the sponsor-investigator for the study?
Yes

Click on the ® to add the first row of site information. Use free text to enter the Site/Institution Name.
Click on the dropdown arrow to select the Country of the site and the site Contact Type (ie. Research
Coordinator, Pharmacy Contact, Budgets & Contract Contact, etc.). Enter the Address to inlcude city and
state, enter the Phone and Email of the site contact. Click UPDATE to save that entry. Repeat the steps to
add additonal site detail. After you have added all the site information clic
Primary Site / Institution W9.

Mo morns |

to upload the

20
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v Site Details

EXELIXIS

- @ & .
Site/Institution Name Country Contact Type Contact Name (First Last) :(ilzgss fstestbciyand Phone Email

! UPDATE CANCEL

Primary Site /Institution W9*

=S

Click

in the lower left-hand corner.

The Overall Study Status is now Site Information Submitted, Awaiting CDA.

Study Title: Training Study D

Sponsor-investigator: Investigator, Sample
Tracking #: 1IST-2021-005
Overall Study Status: Site Information Submitied, Awaiting CDA

Once the CDA is executed you will receive an email requesting you to submit the Full Protocol and Budget.

21
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Submitting Full Protocol/Budget

EXELIXIS

To submit your full protocol and budget, locate the study with an Overall Study Status of Full Protocol and
Budget Requested on the My Submitted Studies table. Click on the row of the study.

My Submitted Studies

Tracking # Study Title
1ST-2021-002 Training Study A
1ST-2021-003 Training Study B
I1ST-2021-004 Training Study C
1ST-2021-005 Training Study D
1ST-2021-006 Training Study E
1ST-2021-007 Training Study F

Click Update to submit the Protocol and Budget details.

Study Title: Training Study C

‘Sponsor-investigator: Investigator, Sample

Tracking #: 1ST-2021-004

Overall Study Status: Full Protocol and Budget Requested

Sponsor-
Investigator

Investigator,
Sample

Investigator,
Sample

Investigator,
Sample

Investigator,
Sample

Investigator,
Sample

Investigator,
Sample

Support
Requested

Drug and
Funding

Drug and
Funding

Drug and
Funding

Drug and
Funding

Drug and
Funding

Drug and
Funding

Therapeutic
Area(s)

Adrenal Gland
Tumors

Breast Cancer

Carcinoid
Tumors

Adrenal Gland
Tumors

Breast Cancer

Breast Cancer

Total Study
Budget
$100,000.00
usD

$100,000.00
UsD

$100,000.00
UsD

$100,000.00
usD

$150,000.00
usD

$150,000.00
UsD

Overall Study
Status

Study Active

In Contracting d/
Full Protocol an
Budget Requested

Concept
Accepted, Site...

Study Completed,
Awaiting Final...

Concept Request
for More...

A Home B Ssupport

L <

3] Logoff

7 Update

M Alert Settings

© withdraw Study

& Print/ Print to PDF

OVERVIEW

v Details
Created Date:
Request Date:
Created By:

Assigned Admin(s);

CONCEPT DETAILS

02-Sep-2021
02-Sep-2021
Investigator, Sample

Admin, Sample

Are you the sponsor-investigator for the study?

Yes

CONCEPT REVIEW

PROTOCOL DETAILS

BUDGET DETAILS

CONTRACTING & REGULATORY DOCUMENTS

At this time you are able to edit specific concept details that may have changed since concept submission

and review. Scroll down to the Protocol Details section. Clic

© SteepRock, Inc. 2021. All Rights Reserved. Confidential. Last

updated: 9/13/2021

K &) SELECT FILE...

to upload the Full Protocol
(Word version required). Use free text to enter the Duration of Study Treatment (Per Subject in months)
and Number and Description of Each Treatment Arm/Group.
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EXELIXIS

v Protocol Details

Full Protocol (Word version preferred)*

R

Duration of Study Treatment (Per Subject in months)

Number and Description of Each Treatment Arm/Group

You have the option to upload Protocol Supporting Documents.

Protocol Supporting Documents (@ \@

[0 Description Document

There are no records to display.

To uiload the documents click on @_ The New Document page will open. Enter a Descripton and click

to upload the document. Repeat the steps for all additional documents.

X New Document

v Details
Description*
Document* /
€ SELECTFILE...
A You have 2 incomplete fields.
— 54V
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EXELIXIS

Use the calendar icon to select a date for the required and optional Study Timeline fields.
v Study Timelines

Planned Study Start/Study
Activation*

dd-Mmm-yyyy o E

Planned First Patient, First Visit*
dd-Mmm-yyyy ° E

Planned Last Patient, First Visit

dd-Mmm-yyyy E

Planned Last Patient, Last Visit*

dd-Mmm-yyyy 0 E

Planned Study Completion (End of
data collection)*

dd-Mmm-yyyy o E

Planned Final Study Report
Submission*

dd-Mmm-yyyy 0 m

Planned Manuscript or Publication
Submission (if applicable)

dd-Mmm-yyyy ]

The Publication Plan field is optional, however to add your publication plan(s) click on the ®

Publication Plan @

O Type Planned / Estimated Date of Submission Meeting Journal

There are no records to display.

The New Publication Plan page will open. Use free text to add a Title. Use the dropdown arrow to select
the Type and click on the calendar icon to select the Planned/Estimated Date of Submission. You can add
the Meeting and Journal and click SAVE in the lower right-hand corner.
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EXELIXIS

X New Publication Plan

v Details
Title*
Type* /
Planned / Estimated Date of
Submission*
dd-Mmm-yyyy (]
Meeting
Journal
A You have 3 incomplete fields.
i VE

Upon saving the publication plan you will return to the edit study page. Scroll down and click

SELECT FILE...
to upload your Detailed Budget.

Detailed Budget*
& SELECT FILE...

When all required fields are completed, click SUBMIT.

SAVE DRAFT

SUBMIT

After you have submittted your protocol, the Overall Study Status becomes Protocol/Budget Submitted.

Study Title: Training Study C

Sponsor-investigator: Investigator, Sample
Tracking #: IST-2021-004
Overall Study Status: Protocol/Budget Submitted
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EXELIXIS

Retrieving Protocol/Budget for Edits

If you need to make any updates to your protocol, you can retrieve it for edits when the Overall Study
Status is Protocol/Budget Submitted. To edit your protocol, locate the study on the My Submitted Studies
table, click on the vertical ellipsis to the right of the study with an Overall Study Status of Protocol/Budget
Submitted, and select Retrieve for Edits.

My Submitted Studies A -
mckngs  swyme  gowr W feweme  owouy  owalouy
IST-2021-002 Training Study A 's“a";i;liega“’" 2&‘;%;’;" puastcand S1O0000400 Study Active 2
1ST-2021-003 Training Study B g;;sptligator, Eﬁ%;’;d Breast Cancer 3;%0'000'00 In Contracting \ :
Sro7iol  Tamegswyyc NSNS Dugemd  cothod  Sloo;000 oo WG
1ST-2021-005 Training Study D 'S";’ri?)tligam" 2 ‘r’]%i?";d 4‘3::22 Gland 315%0'000'00 I L5 Relleve ForEClis I

. €© Withdraw Study
I1ST-2021-006 Training Study E ISn;:;tllgator, Eal:]%'izd Breast Cancer LSJ;%O'OOU'OO Avwatting Final H
IST-2021-007 Training Study F g‘;’rf\sp‘ligam" EL‘;%;';" Breast Cancer 3’8500'000'00 e e :

The Notice advising the protocol has been retrieved pops up. Click OK

The Protocol has been retrieved, you may make changes and resubmit.

The Overall Study Status is now Investigator Editing Protocol. Click on the row of the study.

My Submitted Studies LA «
rvgs e Pmw S Tt dowy ol

IST-2021-002 Training Study A Isn;;ssligator, Eﬂﬁg;gd {A.S::gfg Cand 318%0'000'00 Study Active :
IST-2021-003 Training Study B g‘;’;sgligam" Eﬂ‘r‘]%iigd Breast Cancer ﬁ;%o,oouoo In Contracting :
B T N
R R R
ST-2021-006 Training Study E g‘a";ssligam“ [F)L’I‘;%;gd Breast Cancer JA0e0i00 iwg?t’lﬁggﬁﬁted :
IST-2021-007 Training Study F g‘;’:qsptligaw" Eﬂﬁ%ii?,d Breast Cancer 31000000 e e :
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EXELIXIS

The study page will open. Click Update, make the updates and click SUBMIT.

=  Study Title: Training Study C A Home Support 5] Logoff

/ oveRVIEW CONCEPTDETAILS ~  CONCEPTREVIEW PROTOCOLDETAILS ~  PROTOCOLREVIEW  BUDGETDETAILS CONTRACTING & REGULATORY DOCUMENTS
7/ Update < Details
™ Alert Settings reated Date 02-Sep-2021

02-Sep-2021

©  Withdraw Study

& Print/Print to PDF

Yes

Once the study is locked by Exelixis for review, you will no longer be able to make any updates, unless the
protocol is returned to you for more information. Refer to the Resubmitting after Request for More
Information section on how to respond to Protocol Clarifications Requested.

When the protocol is approved and the Overall Study Status = In Contracting you will need to add the
IRB/EC Approval Date and Documentation, Regulatory Approval Date and Documentation as well as the
IND # and NCT #. Click the row of the study with the Overall Study Status of In Contracting.

| My Submitted Studies ¥ O
Taige  swymae  GoNT. Sl Demic  fosu ol
IST-2021-002 Training Study A g‘a":ﬁgam“ Eaﬁ%i?]gd S e e Study Active
IST-2021-003 Training Study B Isrg':_ls;)tligaton Elﬁ%x?\rg‘]d Breast Cancer 318%0'000‘00 In Contracting
cramoos  Taemgsuy SO Qugwd  fdeloms  Sooweo  sieworman
IST-2021-006 Training Study E 's”;;ﬁiegam“ ES;‘]%I?]’;" Breast Cancer F1o0000100 f\wgi{igg'p,ﬁﬁtfd'
IST-2021-007 Training Study F ‘S”;’;%‘I‘ga‘o“ Egﬁ%i?]gd Breast Cancer =4902000,00 e e

Click the Update button.

Study Title: Training Study B A Home Support 5] Logoff

Sponsor-nvestigat x, Samplo
Tracking : 1ST-202
Overall Study Status

/ OVERVIEW CONCEPT DETAILS CONCEPT REVIEW PROTOCOL DETAILS PROTOCOL REVIEW BUDGET DETAILS CONTRACTING & REGULATORY DOCUMENTS ENROLLMENT

L v Details
™ Alert Settings Created Date 02-5ep-2021

02-Sep-2021
© withdraw Study

& Print/ Print to PDF
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EXELIXIS

Scroll down to the Key Dates and Documentation sections to enter the information.

v Key Dates
IRB/EC Approval Date* J
dd-Mmm-yyyy o

Regulatory Approval Date* /
dd-Mmm-yyyy 0 E

v Documentation

EC / IRB Approval*

e

Regulatory Authority Approval/Exemption*

O sacorre

IND #

NCT#

No additional action is required until the study becomes Active. Once a study is Active you are able to do
the following:

* Submit an Amendment
* Submit Progress Updates
*  Submit Report/Manuscripts
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EXELIXIS

Submitting an Amendment

To submit an amendment click on the vertical ellipsis for the row where Overall Study Status = Study Active
and select + Amendment.

My Submitted Studies b -
N 7 Sponsor- Support Therapeutic Total Study Overall Study
Tracking # Study Title Investigator Requested Area(s) Budget Status \
= 0 i Investigator, Drug and Adrenal Gland $100,000.00 : .
1ST-2021-002 Training Study A Sample Funding Tumors UsD Study Active :
o 4 Investigator, Drug and $1 00,000.([ +  Amendment J
IST-2021-003 Training Study B Sample Funding Breast Cancer UsD
: - p d PE—— rm—— Submit Progress Update
. . o nvestigator, rug an arcinoi ,000.
1ST-2021-004 Training Study C Sample Funding Tumors UsD ‘ 7
-+  Submit Report / Manuscript
. : e Investigator, Drug and Adrenal Gland $100,000.¢
1ST-2021-005 Training Study D sample Funding ramars UsD B Teminatestidy
2 iy - Investigator, Drug and $150,000.¢ :
1ST-2021-006 Training Study E Sample Funding Breast Cancer UsD Withdraw Study
S v o Investigator, Drug and $150,000.00 Concept
IST-2021-007 Training Study F Sample Funding Breast Cancer UsD Resubmitted

The Add Amendment page opens. Enter the Title for the amendment. Amendment Request Date will auto
populate with the current date. Use the dropdown arrow to select the Type of Amendment. What you
select as Type of Amendment will determine what additional fields show to be completed.

= & AddAmendment A Home B Support 5] Logoff

@ Details

v Details

Title*

This field is required.

Amendment Request Date*

06-Sep-2021 =

Type of Amendment*

of

This field is required.

If Type of Amendment = Protocol Only or Protocol and Budget you are able to upload the new protocol by

& REPLACE
clicking on the Amended Protocol field.

Amended Protocol*

®] Sample Doc.docx \"&*_%}  CLEAR.
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EXELIXIS

Use the dropdown arrow to select Yes or No for Will the proposed amendment impact the total study
enrollment? If Yes, use numbers to enter the Amended Target Enrollment. Use free text for Please provide
a brief description of changes proposed. If you have additional Amendment Supporting Documents click
on the (4 toadd them.

will the proposed amendment impact the total study enrollment?* \
Yes >

Amended Target Enroliment*

100

Please provide a brief description of changes proposed*

This field is required \

Amendment Supporting Documents @

O  Description Document

There are no records to display.

The New Document page will open. Enter a Description and click to upload the document.
Repeat the steps for additional documents.

x New Document

~ Details

Description*

Document* /
&> SELECT FILE...

A You have 2 incomplete fields.

If Type of Amendment = Budget Only or Protocol and Budget, use numbers to enter the Amended Amount

Requested from Exelixis. You are able to upload the new budget by clicking on the Amended
Budget field.

v Budget

Amended Amount Requested from Exellxis*
50000.00 usp

Mone;

nended Budget*

@] sample Doc.docx () INCEEARN "+ YLISJWXS

Click SUBMIT in the lower left-hand corner when all fields have been completed. Your amendment will be
reviewed by Exelixis.
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EXELIXIS

Submitting Progress Updates

To submit Progress Updates click on the vertical ellipsis for the row where Overall Study Status = Study
Active and select + Submit Progress Update.

My Submitted Studies

Tracking # Study Title
IST-2021-002 Training Study A
IST-2021-003 Training Study B
I1ST-2021-004 Training Study C
I1ST-2021-005 Training Study D
I1ST-2021-006 Training Study E
I1ST-2021-007 Training Study F

Sponsor-
Investigator

Investigator,
Sample

Investigator,
Sample

Investigator,
Sample

Investigator,
Sample

Investigator,
Sample

Investigator,
Sample

Support
Requested

Drug and
Funding

Drug and
Funding

Drug and
Funding

Drug and
Funding

Drug and
Funding

Drug and
Funding

Therapeutic
Area(s)

Adrenal Gland
Tumors

Breast Cancer

Carcinoid
Tumors

Adrenal Gland
Tumors

Breast Cancer

Breast Cancer

L
Total Study Overall Study
Budget Status
$100,000.00 : 7
USD Study Active :
$100,000( + Amendment
usD
l +  Submit Progress Update J
$100,000.(
usD g 2
<+ Submit Report / Manuscript
$100,000.(
usD § Terminate Study
318500'000.( € Wwithdraw Study
$150,000.00 Concept
UsD Resubmitted

The Add Progress Update page will open. Using numbers, enter the Patients Enrolled (Consented), Screen
Failures, Treated Patients and Active Patients. Enter the number for each Dose and use free text to enter
Any comments releaed to the study (Responses, toxicities, enrollment concerns, etc.)

*If this is the first progress update, the fields will be empty. If this is the second or later progress update the

fields will be populated with the information from the previous progress update.

© SteepRock, Inc. 2021. All Rights Reserved. Confidential. Last
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EXELIXIS

v Details

Date*
06-Sep-2021 =

v Enrollment

Patients Enrolled (Consented)*

5 (7]

Screen Failures*

0 S0

Treated Patients*

0 (7]

Active Patients*
5

Dose (60mg qd)

Dose (40mg qd)
5

Dose (20mg qd)

Dose (20mg qod)

Any comments related to the study (Responses, toxicities, enrollment concerns, etc.)

Select Yes or No for Any anticipated amendments? If Yes, you are required to provide details regarding the
anticipated amendments.

~ Amendments

Any anticipated amendments

Yes o -

Please provide details*

This field is required
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EXELIXIS

Use the calendar icons to enter any dates that require updates in the Timelines section.

v Timelines

Planned Study Start/Study
Activation

dd-Mmm-yyyy o

Actual Study Start/Study Activation
dd-Mmm-yyyy =

Planned First Patient, First Visit
dd-Mmm-yyyy E

Actual First Patient, First Visit
dd-Mmm-yyyy a

Planned Last Patient, First Visit
dd-Mmm-yyyy m

Actual Last Patient, First Visit
dd-Mmm-yyyy B

Planned Last Patient, Last Visit
dd-Mmm-yyyy o

Actual Last Patient, Last Visit
dd-Mmm-yyyy o

Planned Study Completion (End of
data collection)

dd-Mmm-yyyy o

Actual Study Completion (End of
data collection)

dd-Mmm-yyyy a

Actual Final Study Report Date
dd-Mmm-yyyy |

Planned Final Study Report
Submission

dd-Mmm-yyyy B
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EXELIXIS

In the Publication Plans section, you are able to add any additional publication plans by clicking on the ™
Publication Plan @

O Type Planned / Estimated Date of Submission Meeting Journal

There are no records to display.

The New Publication Plan page will open. Use free text to add a Title. Use the dropdown arrow to select
the Type and click on the calendar icon to select the Planned/Estimated Date of Submission. You can also
add the anticipated Meeting and/or Journal and click SAVE in the lower right-hand corner.

X New Publication Plan

v Details

Title*

Type* /

Planned / Estimated Date of
Submission*
dd-Mmm-yyyy o

Meeting

Journal

A You have 3 incomplete fields.

Lastly, if you have reached your next mileston, place a check in the box to the left of Have you reached
your next milesone?

v Enrollment

0 Have you reached your next milestone? J

Click SAVE in the lower left-hand corner.
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EXELIXIS

Submitting a Report/Manuscript

To submit a Report/Manuscript click on the vertical ellipsis for the row where Overall Study Status = Study

Active and select + Submit Report / Manuscript.

My Submitted Studies

Tracking # Study Title
IST-2021-002 Training Study A
IST-2021-003 Training Study B
IST-2021-004 Training Study C
1ST-2021-005 Training Study D
1ST-2021-006 Training Study E
IST-2021-007 Training Study F

Sponsor- Support
Investigator Requested
Investigator, Drug and
Sample Funding
Investigator, Drug and
Sample Funding
Investigator, Drug and
Sample Funding
Investigator, Drug and
Sample Funding
Investigator, Drug and
Sample Funding
Investigator, Drug and
Sample Funding

Therapeutic
Area(s)

Adrenal Gland
Tumors

Breast Cancer

Carcinoid
Tumors

Adrenal Gland
Tumors

Breast Cancer

Breast Cancer

L

Total Study Overall Study
Budget Status \
$100,000.00 : A
USD Study Active :
$100,000( + Amendment
usbD
Submit Progress Update

$100,000.(
usD

+  Submit Report / Manuscript
$100,000.¢
UsD # Terminate Study
S‘IS%O'OOO’( Withdraw Study
$150,000.00 Concept
UsD Resubmitted

The Add Report / Manuscript page will open, use free text to enter the Title. Use the dropdown arrows to

select the Type and Version of Submission. Click to upload the report /manuscript. Once all
required fields are completed click SUBMIT.

= & AddReport/ Manuscript

@ Details

SUBMIT

v Details

Title*

Training Study A

A Home Support

3] Logoff

Type of Submission*

Document*

SAVE DRAFT

Version of Submission*

-

© SteepRock, Inc. 2021. All Rights Reserved. Confidential. Last

updated: 9/13/2021

35

/ “SteepRock



EXELIXIS

How to Closeout a Study

When you have reached the end of your study and you are ready to closeout, click on the update button,
scroll down to the Closeout Details section and place a check in the box to the left of Request Study
Closeout Questionaire. Then click SAVE in the lower left hand corner.

v Closeout Details

Request Study Closeout Questionaire ]

Exelixis will review the request and open the study closeout questionnaire for you to complete. You will
receive an email when closeout information is requested.

Click on the study from the homepage with status of Study Completed, Awaiting Final Documents.

| My Submitted Studies b - ]
mowes  wmeme  SoRe St Tewei oWy ol
IST-2021-002 Training Study A g‘:;?ligam" El:‘r‘]gi?]gd AR Gl STEREE Study Active
IST-2021-003 Training Study B g‘;’:f;ligaw" Eﬂﬁ%ﬁ?,d Breast Cancer 3?3%0'000'00 In Contracting :
IST-2021-005 Training Study D 'S";/:fptligamﬁ E{.ﬂ% i?]?}d ‘T\Srf:grasf Gland 313%0'000-0(3/ Study Withdrawn :
1ST-2021-006 Training Study E g‘;;?{gato“ Eﬁ%;’;‘j Breast Cancer = dmon i‘\;’g%lgggﬁﬁted
IST-2021-007 Training Study F g‘;’:fgligaw’- Eﬁg;’é‘j Breast Cancer 31330*000'00 Sbis i g
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Click Update

EXELIXIS

Study Title: Training Study E

Sponsor-Investigator: Investigator, Sample
Tracking #: 1ST-2021-006

Overall Study Status: Study Completed, Awaiting Final Documents

OVERVIEW CONCEPT DETAILS CONCEPT REVIEW PROTOCOL DETAILS
4 - Update v Details
P Alert Settings Created Date 02-Sep-2021
Request Date 02-Sep-2021
+ Amendment
Created By Investigator, Sample
st SubmitBiogressUpdate Assigned Admin(s) Admin, Sample
©  Withdraw Study Are you the sponsor-investigator for the study?
Yes
@ Terminate Study
Primary Site Sample Organization
= / S /Institution Name
& Print/ Print to PDF
Primary Site / United States

The Closeout Details section now shows 10 additional required fields. Use the dropdown arrows to select
Yes, No or Not Applicable for each question. If you select Yes you are required to enter the Action Date. If

you select No or Not Applicable you are required to enter a Comment explaining the answer.

~ Closeout Details

® Request Study Closeout

Patients are no longer being examined or tr

eat

ed on Investigational Medicinal Product (IMP). Input date Last Patient Last Visit occurred®

All IMP was dispensed and used in accordanc

e with the protocol and recorded in the

ceountabilty logs*

All used and unused (distributed, returned, ex

pired, and allocated but not dispensed) IMP has been recorded in the accountability logs, destroyed as per pharmacy manual, and there is no remaining drug on site*

All Adverse Events, including SAES have beer

n reported 1o Exelixis Drug Safety”

£l sppropriate Health Authorities have bees

 notified of study completion/closure®

All sppropriate IRB/EC(s) have been notife

d of study completion/closure*

The study status has been updated on ClinicalTrials gov*

All contractual obligations set forth in the Clinical Study Agreement have been met*

The Final Study Report and/or Manuscript ha

s been submitted to Exelixis for review and published®

Final Payment has been received®

Once all the questions have been answered, click SAVE to submit the closeout questionnaire to Exelixis.
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EXELIXIS

Terminating or Witdrawing a Study

If you wish to end your study before the anticipated start date, you may do so by withdrawing a study prior
to a contract being executed. If a contract is executed you are able to request to terminate the study. You
can withdraw a study from the homepage or from the study iteself.

To withdraw from the homepage click on the vertical ellipsis and select Withdraw Study.

My Submitted Studies

Tracking # Study Title
1ST-2021-002 Training Study A
1ST-2021-003 Training Study B
1ST-2021-004 Training Study C
1ST-2021-005 Training Study D
1ST-2021-006 Training Study E
1ST-2021-007 Training Study F

Sponsor-
Investigator

Investigator,
Sample

Investigator,
Sample

Investigator,
Sample

Investigator,
Sample

Investigator,
Sample

Investigator,
Sample

Support
Requested

Drug and
Funding

Drug and
Funding

Drug and
Funding

Drug and
Funding

Drug and
Funding

Drug and
Funding

Therapeutic
Area(s)

Adrenal Gland
Tumors

Breast Cancer

Carcinoid
Tumors

Adrenal Gland
Tumors

Breast Cancer

Breast Cancer

Total Study
Budget

$100,000.00
usb

$100,000.00
usD
$100,000.00
usDb

$100,000.00
usb

$150,000.00
usb

$150,000.00
usD

Overall Study
Status

Study Active

In Contracting

Investigator
Editing Protocol

Study Withdrawn

Study Completed,
Awaiting Final...

Concept
Resubmitted

C  Retrieve For Edits

€  Withdraw Study

To withdraw from the study iteslf, click the Withdraw Study button on the left hand side of the study

details.

Study Title: Training Study F

Sponsor-investigator: Investigator, Sample
Tracking #: 1IST-2021-007
Overall Study Status: Concept Resubmitted

/" Update

M Alert Settings
C  Retrieve For Edity
€ withdraw Study

Print / Print to PDF

v Details

Created Date:

Request Date:

Created By

Assigned Admin(s):

OVERVIEW

02-Sep-2021

03-Sep-2021

Investigator, Sample

Admin, Sample

Are you the sponsor-investigator for the study?

Yes

© SteepRock, Inc. 2021. All Rights Reserved. Confidential. Last
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EXELIXIS

Once you have clicked Withdraw Study you will get a Notice confirming the study has been withdrawn.

The Study has been Withdrawn.

—

Click Ok, the Overall Study Status is now Study Withdrawn.

Once a contract is Fully Executed you must request to terminate the study. You are able to submit the
termination request from the homepage or from the study itself, the same way you can withdraw. Upon

selecting Terminate Study you will see a Notice, confirming the study termination has been requested.
Click Ok.

Study Termination has been requested.

—

Exelixis will review the study and determine if additional information is needed. You will be informed via

email if additional documentation is needed or if your request for termination has been approved and the
study will be terminated.
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EXELIXIS

If at any time you need to update your profile information such as your name, address, phone number or
email, you are able to do so by clicking on the Settings tile.

Click on the My Profile tile.

My Profile

Update any information you needs to be updated and click SAVE.

X  Edit HCP

v Contact Details

Salutation*

Dr. >

First Name*

Sample

Middle Name/Middle Initial

Last Name*

Investigator

Degree(s

Local First Name

Local Last Name

"

Profile Updated confirmation box will appear, click OK to return to the homepage.

Profile Updated

User profile has been updated successfully.

K3
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EXELIXIS

The Help tile will have a copy of this guide with step by step instructions on how to submit a study as well
as any other documentation Exelixis feels is useful for you as an investigator.

Helpful Settings
Pop-up windows must be allowed for certain features on the site to work.

1. Open MS Internet Explorer.

2. Select the ‘“Tools’ tab.

3.  Scroll down to ‘Pop-up Blocker.

4, Select ‘Pop-up Blocker settings’

5.  Type “*.steeprockinc.com’ into the ‘Address of website to allow:’ field.
6.  Select ‘Add’ and ‘Close.

1.  Open Firefox.

2. Select the ‘Tools’ tab.

3.  Select the ‘Content’ tab.

4. Select ‘Pop-ups’ ‘Exceptions’ button across from the ‘Block pop-ups windows’ check box.
5.  Type “*.steeprockinc.com’ into ‘Address of website:” field.

6.  ‘Save Changes.'

1. Open Chrome.

2. Select the Chrome menu = button on the top right-hand side.

3. ‘Settings’

4. ‘Show Advanced Settings.

5. Under ‘Privacy, select ‘Content Settings.’

6. Under ‘Pop-ups, select ‘Manage Exceptions.

7. Type “*steeprockinc.com’ into the ‘Hostname pattern’ field.

8. ‘Done’

41

© SteepRock, Inc. 2021. All Rights Reserved. Confidential. Last

updated: 9/13/2021
‘SteepRock

rl



EXELIXIS

1.  Open Safari.

2. Select the ‘Safari’ tab.

3.  Select ‘Preferences ‘and ‘Websites.

4, Under ‘General,’ select ‘Pop-up Windows’

5.  Under ‘Currently Open Website, select ‘Allow’
Support

For technical problems, please contact: support@steeprockinc.com or call +1 718-576-1406.

User Support

If you need assistance, please call
v +1 718-576-1406 or click g here to contact
Exelixis.
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EXELIXIS

IST Activation and Completion Process

Exelixis Investigator
- Submit study concept and

funding request (if applicable)

Review concept IST portal” https:ifist.exelixis.com

Study concept accepted -~ Receive acceptance letter
Execute CDA
Send Protocol Submission Package:
Protocol required elements Draft Dl'OtOCOl and budget

Investigafor’s brochure
Pharmacy manual
Access fo safety reports platform

Due within 4 months

~ Submit protocol and budget in the portal

Review Review |« — " Revise and resubmit protocol
budget protocol Submit revisions in tracked-changes
| Negotiate budget
Conduct Negotiate CSA
&) My g Consider insfifutional and partner company
In(':uSaLe PU— Appmvel E processes {some sfeps may differ)
protoco g
Y } Receive protocol approval letter
Ggﬁssmféyo — - Receive IND cross-ref. letter
letter :
- Obtain regulatory approvals (IRB, FDA)
Submit any protocol revizions in tracked-
Sm— m;? changes; Exelixiz must approve all changes
d - Regqister on CT.gov
Exgg:te ~Execute CSA

- Submit study start-up documents in the portal

Authorize site for drug shipment
Study activated 38— Order study drug

—— |nitiate enroliment

-~ Publish data (may occur at a different time)
Send fo Exelixis for review (5 days for
abatracta/postera/orals, 30 days for manuscripts)

~—— Complete enroliment
— Complete treatment for all patients

- Complete all contractual obligations
Destroy investigational product per SOP
Submit final study report or manuscript

CDA = Confidential disclosure agreement
CSA = Clinical study agreement
FMV = Fair market value analysis

43

© SteepRock, Inc. 2021. All Rights Reserved. Confidential. Last
updated: 9/13/2021
/ “SteepRock



