—
S 0sto HC

Clentl

Advancing science for life™

INVESTIGATOR SPONSORED REASEARCH
(ISR)

Step-by-Step System Process and System
User Guide

Page | 1



Boston Scientific ISR Website User Guide

Table of Contents

1. Submission process SUMMAry and flOW........ooi it e e e e e e e e 3
2. HOMME PGttt et ess s s e ss s s s RS R R AR ER SRR AR R AR R 5
R 2= o4 1] = L o) o P 6
4. Sign ON ANd PASSWOTT RESEL .....cuierieiireeeieseiecseieet e esssesss s s b esse e s s s R AR bR a s bbb 9
5. HOME PAZE NAVIGALION .ourvuirerreereeereetseesssesseesseesssesssessseessesssesssse s s s ssse s s s s bR SRR 11
6. SUDMIT NEW STUAY REGUEST c..ccuueeeeeeereteesseeeetseiseisessseesessessessssssss s bbb s s b s b b b sebaeeERs e neabas 12

6. CONCEPT SUDIMISSION weuurviierririeersisisssssssssss s ssesssssessss st s s st st st s s s 13

6b. Proposal submission (AaPPIrOVEd CONCEPL) ... mmmmermerersseesseesseessesssessessseesssssssesssssssesssessssssssesssessssssssssssesssessseseas 19

6C. NEW PIOPOSAL..uiiiiriiciiiiinsississssiss s ssssss s st s s s s £ s 21
7. APPIOVEA PIOPOSAL ... cuuceeeeeesreesreceseeeseemseesessseesssesssesssesssessseesssesssessseessee e sssess s s s s s e ssees s s e s sasssesssesssesssssssseens 29
G U L] 0 o PP 31
0O 5 =] o TSP 33

Page | 2



Boston Scientific ISR Website User Guide

1. Submission process summary and flow

FUTURE STATE ISR PROCESS FLOW: NEW SYSTEM IMPLEMENTATION
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CONCEPT
DECISION

COMMITTEE
REVIEW

ACCOUNT CREATION:

Seff-registration
Attestation

SUBMISSION:

Pl Selects Division
Pl Selex
P1 Selects Therapey

Request Full
Proposal

PROPOSAL

Proposed research overvdew In Englith;
Sty Pretocol, nchaling:
Frofect tithe
Patient proftie and sample soe
Preducts 10 Be used/itudied
Duwation of sudy
Project objectives of Inpothesin
Study rationadv (0 g, novelty)
Methods, study dedgn, eod polats
Stasistical anadysis plan, &5 appiicatie

Funding device dosations o add®ional product or stady wpport being requested.

An ostimace of the number of Investigative utes and countrles)

Carticsdum Vise of Pt;

Contact information from concept orginator and person submitting the proposal.

Arik assessment, Including expectod patient risk and peoduct appeowsl statu
Confitmation of o wdety ssent and complaint handing plan:

Dty detinls a5 may be hedptul n rendering a recommendation 10 the ISR Geant Committee

Submission Process Summary:

1. Access the ISR portal https://qga-bsc-isr-portal.corp.idea-point.com/

2. Click “Log-In" on the right corner of the screen (see p. for further detail)

a. Upon successful sign on, you will arrive at your ISR home page. From the home page you

are able to:

e Edit your profile

e (Create a new submission

e View in progress submissions
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3. Select Create Submission
a. You have the option of submitting to the ISR committee as a concept first, or go directly to
a full proposal:

i. Concept - a high level summary of the research for which you would like support
with a rough budget; submitted to get committee feedback prior to investing your
time in a full proposal. (recommended for most submissions)

ii. Proposal - a detailed description of the research for which you would like support
including protocol and line-item budget.
b. Attach required files
c. Submit
4. The Investigator Sponsored Research Committee will review and a BSC representative will

contact you following the next committee meeting with a decision and next steps.
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2. Home Page

The ISR website URL address is: https://qga-bsc-isr-portal.corp.idea-point.com/

,Boston,.
fic

CREATE ACCOUNT CREATE A SUBMISSION MY SUBMISSIONS
HELP

Scienti

Adwancieg scierxe e We*

Investigator-Sponsored Research Program
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3. Registration

If you do not already have a user ID and password to the ISR website:

1. Click the “Create Account” link from the sign on page.

O

2. Fill in all the required fields.

Create New Account

Afghanistan
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3. Enter Data Privacy Notice code shown on your screen and click on Create Account.

Data Privacy Notice

BSC collects and processes personal information, including your name, business address, business contact information, and the institution
ch you are affiliated (collectively. "Personal Information”). ESC will use the Personal Information to manage and track the submission,
approval of investigator spensored research {1SA) requests. BSC and certain authorized third parties will use appropriate safeguards
to protect your Perscnal Infermation from improper or unauthorized access or disclosure, such as Access Control and Authentication
Procedures, Peeudondnymization / Encryption of Perscnal Data in Motion; Werkstation Security a Metwork Security Measures.

You may (1) access your Personal Information collected about you, {2) have inaccuracies corrected, and (3) request the discontinuation of the
use and disclesure of your Personal Information by contacting the Boston Scientific Global Privacy Oifice at Global Privacyi@bsci.com or if you
are a European Resident, contacting the EU Data Protection Officer at EuropePrivacymbsci.com.

You may refuse to provide Personal Information to BSC or withdr, ur consent to use your Personal Information, although if you do so you
may no longer be able to use the Boston Scientific ISR database Finally, you have the right to lodge a complaint with the data protection
authority of your country [see EU list] where you believe that your rights have been violated.

BSC collect. store and process your information on servers located in the United States ¥our information will be accessible to the companies
of the Boston Scientific Group, where this is necessany 1o manage the 1SR and to third party supporting this objective.

To lawfully transfer information to the United States, BSC has adhered to the EU-U.S. and Swiss-US. Privacy Shield.

Your persenal Information will be kept on these servers for so long as you have an account on IdeaPoint or longer if necessary to comply with
a legal obligation (eg of transparency).

By clicking "Create Account' below, you agree:

» that BSC and its affiliates may process your Personal information for the purposes described above;
s that your Personal Information may be disclosed to third parties by BSC, including other BSC affilistes or third parties appointed to
Carry aut services on behalf of BSC.

By clicking "Create Account' below, you also agree to the following (US o

= ‘You atiest that you have not been disbarred by the FDA.

Create Account

Once you have successfully created your account, the following message will appear:

Account Validation

Thank you!

We are attempting to validate the information you entered. You will receive an email shortly with further instructions.
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4. You will receive an email notification from no-reply@idea-point.com to continue the process of
your account.
a. Click on the link and enter your validation code.

Validate Account

To comnlete the validation nrocess, enter the code that was sent to you.

Validate

5. Once your account is validated you can Login to the system by simply clicking on Login Now

Validated

Your account has been validated. You may now login with your
credentials.

Login Now
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4. Sign on & Password Reset

Enter your email and password into the designated area fields of the sign on page.

Portal Login

E-mail *

Password Reset

1. Toretrieve your password, click on “Forget Password”

2. Enter your Email address and the provided code shown and click Submit.

Password Reset

Submit

Cancel
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3. An email with your Reset code will arrive shortly, once received you need to enter the code that
was sent to you and click on Validate

Password Reset

4. You can now enter a new password and click on Save Password,

Password Reset

5. Once your password has been successfully saved you will be guided back to the login page.

Password Reset

Portal Login
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5. Home Page Navigation

Upon successful sign on, you will arrive at your ISR home page. From the home page you can:
e Edit profile
e C(reate a submission

e View in progress submissions
e Request Help
e Logout

Welcome, Veer
Dejong! LOGOUT

qBost.onﬁc

ocientl EDIT PROFILE CREATE A SUBMISSION MY SUBMISSIONS HELP

Advancing science for Me™

Investigator-Sponsored Research Program
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6. Submit New Study Request

To submit a new study
1. Select “Create Submission”

2. Enter The Title of your Submission and select “Create New”

Create a Submission

The Title of your Submission

You will be taken to a page in which you can choose to submit a concept or a proposal. It is

recommended to submit a concept prior to submitting a full proposal if possible. Submitting a concept

will allow Boston Scientific to review your submission at a high level. If your study fits current Boston

Scientific areas of interested and is strategically aligned, the committee would request a full proposal

submission.

Example

te. NOT SUBMITTED

10 4511

Submission Form Files

Submit ‘

m
D

\ H Submi ‘
Concept
\ asearct r Documentation
must include the following: CV
Proposal i
tull proposal d 1 26 Boston Scler t for the research Documentation must include the
following: Protocol, Budget, CV for Primary Investigator, and W-9 for the institution (US ONLY)
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6a. Concept submission

To submit a concept:
1. Select Concept
Indicate if you are the Primary Investigator by selecting Yes or No.
Select Therapeutic Area (Dropdown list)
Select Disease state

Select Products

AN

Fill in Concomitant Medications/Devises as applicable.

A Concept Submission is a high level summary of the research for which you would like support. Approval of a
Concept submission by Boston Scientific Research Grant Review Committee is an invitation to submit a full
proposal for your Research and does not guarantee Boston Scientific support for the research. Documentation
must include the following: CV.

A Proposal Submission is a detailed description of the research for which you would like support. Completing the
full proposal does not guarantee Boston Scientific support for the research. Documentation must include the
Tollowing: Protocol, Budget, CV for Primary Investigator, and W-9 for the Institution (US ONLY).

Please select Concept or Proposal:
@® Concept O Proposal

Concept

Are you the Primary Investigator?
®Yes ONeo

Strategic Alignment

* Therapeutic Area

Interventional Cardiclogy/Structural Heart |

" Diseaze State | - |

* Products |

Concomitant
Medications/Devices
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7. Check the box(s) for type of support you are requesting

o To add additional products, click on the + button, another screen will appear where
you can choose from a dropdown list.

o Once the additional product is requested please add the quantity.
o To enter more products, repeat this process.

Support Requested

What type of

support are you MFinancial B Product O Other

reguesting from Boston

Product If Other

=>C

Cuantity

Add Mew
Product ﬂ
[f Grther

Cuantity

") requirad

B Submit % Cancel
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8. Fill in the Study Summary Section and provide:

(@]

©)
@)
©)

Main Scientific Question.

Study Design

Projected number of subjects

Primary country. [

= To add other Sites and/or Countries, click on the + button, another screen
will appear where you can choose other countries from a dropdown list and
enter the site name(s).
= Once the country and site are selected you must select submit.
= To enter more countries and sites, repeat this process.

—
LILUESTIO

* Study De

* Main scientific

* Projected Number of
Subjects

y Country

sign

L T N Fri
Other Sites/Countries

=D

Countries

l Add New
]

Countries

Sites

(*) required

I | i

rilliilli‘

¢ B Submit % Cancel

ﬂilii
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9. Legal Statement:
o Read legal statements

o Acknowledge the statements by checking the box’s
10. Click the Save button.

Legal Statement

O * | certify that | am qualified to practice medicine or gualified to conduct this study

O *lunderstand that completing this form expresses my interest in conducting this study, but does not

=L
guarantee support for this Investigator Sponsored Study

= |f you are submitting a Concept please upload your CV in the “Files™ tab above.

= |f you are submitting a Proposal please upload your CV, Budget, and Draft Protocol in the “Files” tab
above.

Please be sure o save your changes before leaving the page.

Submit

Back To Top

You will know your Concept has been successfully saved when the below message appears and your
Concept receives a unique Submission ID number.

JBoston,.

Aelc = \Vee
ocient : EDIT PROFILE CREATE A SUBMISSION My SUBMISSIONS HELP ‘H’_El* ome, Veer

Advancing sckence

This request has been saved but not submitted. Please come back to complete at a later time.
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The final step required before submission is complete is to upload your CV.

11. Select the Files Tab and click on Select file(s) to upload your CV

Example
External Status:
ubmitted Date: NOT SUBMITTED

S
Submission ID: 4511

Submission Form Files Emails Milestones

iy

Fill out the form below then Click Save or Submit to save your progr

Form

i}

55

12. Click on “Select file(s) to upload - add your CV
13. Select the File Type from the dropdown list
14. Click on Save Files

Submission Form Emails Milestones

Files

This section contains all related

Select file(s) to upload. .. ‘

File Type
I | —MNone-- b

When you are done uploading and selecting the options for each file, ¢

back to the listing.

ck this button
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15. Once your CV has been uploaded, go back to the Submission Form tab, scroll down and click
on submit. You will see if your concept has been successfully submitted if you see below
notification.

Boston.-
Scientific EDIT PROFILE ~ CREATE A SUBMISSION MY SUBMISSIONS  HELP

Adhvancing science for life™

Welcome, Veer
Dejong! LOGOUT

submitted Date: 9142018
ubmission 1D: 4511

Note: You will be notified from a Boston Scientific representative once your study has been
reviewed.
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6b. Proposal submission (Approved Concept

To access an approved concept:

1. Login to your account and go to My Submissions

Boston

Scientific EDITPROFILE  CREATE A SUBMISSION

v)

Q)
5
s

Investigator-Sponsored Research Program

’\>|

2. Click on the tab “In Process / Editable”

My Submissions

Submitted In Process / Editable

Create New Submission ﬁ

Here is a collection of all your submissions.

EDIT PROFILE CREATE A SUBMISSION MY SUBI
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3. Click on the study Title

a. The approved concept will indicate an “Editable Until” date. If you are unable submit your
proposal before the date indicated, kindly reach out to your Grant Coordinator.

Submitted n Process / Editable
Title Current Status Date Submitted 1
Concept o n e
Example o 9/14/2018

&
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6¢c. New Proposal Submission

1. To submit a new study, select “Create Submission”

Investigator-Sponsored Research Program

4

® O, ®
2. Enter The Title of your submission and select “Create New”
Create a Submission
Please create a Title for your submission. Pleaze remember that the Title can NOT be changed once created

The Title of your Submission

You will be taken to a page in which you can choose to submit a concept or a proposal,
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3. Select proposal and submit.

Example

NOT SUBMITTED

4511

Submission Form Flles

Form

| seve || soom |

Conceplt Subrr

muslt include the following: CV

Proposal

| f 1 o ) antee B r =] L I
following: Protocol, Budget, CV for Primary Investigator, and W

ncept O Proposal

| Save H Submit ‘

m
3

N Documentation

: n Documentation must include the
9 for the Institution (US ONLY)

Select Disease state

Select Products

Select Therapeutic Area (Dropdown list)

Fill in Concomitant Medications/Devises as applicable.

Indicate if you are the Primary Investigator by selecting Yes or No.
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Interventonal Cardiology’Structural Heart VW

v

9. Check the box(s) for type of support you are requesting

o To add additional products, click on the + button, another screen will appear where

you can choose from a dropdown list.
o Once the additional product is requested please add the quantity.
o To enter more products, repeat this process.

Product If Other
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B Submit ¥ Cance

Add New x

10. Fill in the Study Summary Section and provide:
o Main Scientific Question.

Study Design

Research Design Setting

Statistical analysis

Main Efficacy Measurement

Regulatory Status

Primary country

O O O O O O

* To add other Sites and/or Countries, click on the + button, another screen
will appear where you can choose other countries from a dropdown list and

enter the site name(s).

=  Once the country and site are selected you must select submit.

= To enter more countries and sites, repeat this process.

|

Countries Sites

- — '
$ 0 »s w10 [F]

Add New x
Countries I v |

Sites

(*) required

¢ B Submit X Cancel
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o Total enrollment (planned subjects to be enrolled)
* Projected dates.

o To enter your Projected dates, please click on the + button, another
screen will appear where you must add your Expected milestone and

estimated date. Once the required information has been entered you
must select submit.

= To enter all, please repeat this process.

S ———
*Total Enroliment ‘ 250
rojected Dates Milestone Date
¢ + & T ag| 1

A e 1 > w1 10 Ll

Add New *
Lo Milestone
Viiles Study Start

N Enrollment Complete

#  Date Lazt Subject Visit

. ) Data Available

[*) required

B Submit % Cancel

o Publication strategy:

= Manuscript submission
= Conference Presentation
* Proposed timelines

o Safety and complaint Reporting

o Organizational overview
o Legal Statement

11. Legal Statement:
o Read legal statements

o Acknowledge the statements by checking the box’s

12. Click the Save button.
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Legal Statement

fy that | am qualified to practice medicine or qualified to conduct this study

rstand that completing this form expresses my interest in conducting this study, b

r this Investigator Sponsored Study

= |f you are submitting a Concept please upload your CV in the “Files™ tab above.
= |f you are submitting a Proposal please upload your CV, Budget, and Draft Protocol in the “Files” tab
above.

Please be sure o save your changes before leaving the page.

Back To Top

Your Proposal will receive a unique Submission ID - if your concept was approved and you are
submitting as a proposal, the Submission ID will remain the same.

The final step required before submission is complete is to upload your CV, budget, study protocol and a
W9 (US ONLY) for the institution.

Note: When submitting your budget please keep in mind the list of non-payable items as per
BSC’s policy:

Non- Payable Items:
- Proposal design fees
- Protocol development fees
- Reporting AEs or SAEs to IRB and FDA, or other regulatory agencies
- Directly paying of salaries to investigators, study personnel or third-party vendors etc.
This would not include Time and Effort that is included in the overall budget.
- Services rendered in the normal care of patients regardless of participation in the research
- Record storage/long term storage
- Archiving (beyond study closure)
- Time and effort for writing and publishing
- General education and training activities
- Fees or expenses related to routine operations
- Capital expenses; and
- Facilities Expenses.
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To upload the required documents:

13. Select the Files Tab

14. click on Select file(s) to upload the required documents.

15. Select the File Type from the dropdown list
16. Click on Save Files

Example

External Status:

Iomitted Date: NOT SUBMITTED

Submission ID: 4511

Submission Form Emails Milestones

Files

Seiect flels) 20 upioad J

Fiie Type

I I | —None— v

Save Flas 31
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17. Once all required documents have been uploaded, go back to the Submission Form tab, and click
on save/submit. You will see if your proposal has been successfully submitted if you see below
notification.

Thank you! This Request has been submitied.

Note: You will be notified from a Boston Scientific representative once your study has been reviewed.
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7. Approved Proposal

To follow-up on your submission, login in to the ISR portal and click on the In Process/Editable tab.
o Review your study by clicking on the study Title.

My Submissions

~F

Here iz a collection r submissions

7]

all you

Submitted In Process / Editable

Current Status Date Submitted 4 ditable Unti
Proposal e ,
| or1a/2018 0672

Approved

o Files can always be uploaded by clicking on the Files tab.

o Selectyour file which you would like to upload and indicate what you are uploading and click on
save files.

Files

Milestones

Submission Form Files Emails

coinn
310

w

m to submit your

Select file{s) to upload... ‘ I

Name

Uploaded w
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File Type
76065706.docx
cV
Budget
Draft Protocol
VWhen you are done uplogy] Protocol Amendment igns for each file, click this button Save Files | 40d go
Motification of Closure

back to the listing. Draft Abstract

Draft Manuscript
Final Abstract

Mame Uploaded » Final Manuscript

Status Update Report Form
Final 5tudy Report

RE Approval
Miscellanecus

Ll NP | Eﬁh"“ia (el
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8. Milestones

Upon completion of a Milestone or a Study Result you will be required to confirm they are complete.
To access Milestones or Study Results and Indication Completion:

1. Click on the Financial Milestones Link or Study Results.

Submission Form Files Emails

Milestones

+ Financial Milestones

s Sf dy Ee=zylis

Note: The Milestones or study results will be divided in separate columns which will indicate a Planned
Date, an Actual Date, A complete (Y/N), a Comments and an Editable Until column.

2. Select the row you are planning to edit and click on the pencil.

a. ANew Window will appear where you can select if you completed the row you selected. You
must select Yes to sign off for completion and add a comment with the completion date.
Once this has been filled it, please click on Save.
If you wish not to edit the selected row, simply click on cancel.

c. If your milestone is delayed you will be required to notify your Grant Coordinator for BSC
to understand the progress of the Study. “As Agreed in ARTICLE II - Institution’s
Responsibilities - Section 2.02 Reporting of The Agreement”.
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Submission Form

Milestones

. sults

Milestone If Other
Cortract Executed
25% Enrodiment

Irmterim Repart

20O

Files Emails

Milestones

I Planned Date

Actual Date Complete (YN}

Comments

Editable Until I

11/26/2018

Mo

Mo

1

1/27/201%9

[~

Edit Current

Complete {¥,/M

Comments

(") requaned

. cancc'
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9. Help

For additional questions, please contact your research areas site coordinator.

Research Areas

Suggested or actual address

Neuromodulation BSN.ISR@bsci.com
Urology and Pelvic Health UroPH.ISR@bsci.com
Peripheral Intervention PLISR@bsci.com
Rhythm Management / Electrophysiology | RM.ISR@bsci.com
Interventional Cardiology IC.ISR@bsci.com

Endoscopy

Endogrants@bsci.com
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