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Objectives

The purpose of this guide is to:

• Introduce users to the Otsuka Medical Affairs Ecosystem and how to get started 

- Demonstrate how to navigate the modules using the global tools

• Introduce external investigators to the Oak ISS module

- Demonstrate how to create and submit investigator sponsored study applications.

Additional Support

• Otsuka Support 

- Support Line US: +1 800 438 6120 

• Envision Technology Solutions (ETS) Help Desk:

- Email: iEnvision_General_Request@EnvisionPharmaGroup.com

- Phone USA: +1 860 266 4944 

UK & EU: +44 1403 322 095
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Navigating iEnvision:

• Website entry point

• Register for a new account

• Forgot Login/Password

• Logging in

• Dashboard

• Navigation tools overview 

o Navigation menu

o Breadcrumbs 

o Global tools

• Global tools: Profile 

o Context bar

o Workbench and task cards 

• System icons

Investigator User guide:

• Create a New Application

- Application Type

- Acknowledgement & Table of 
Contents

- General Information

- Personnel

- Concept

- Scientific Summary

- Attachments

• Further Application Details

• Funding Request

• Product Request 

• Sites

- Primary Site

- Attachments

- Submit Protocol

• Additional Information Request

• Project Setup

• Project Status Updates

- Milestone Updates

- Invoices

• Amendments

• Final Study Report 

• Study Closeout 

• Technical Support
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Quick and easy navigation to specific topics are provided via the hyperlinks by clicking the topic titles above.

Click the home           icon to return to this Table of Contents.
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• The main website entry point is at www.otsukagrants.com.

• Scroll to the bottom to select the module you would like to use.
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http://www.otsukagrants.com/


• From your module login page, you can register 
for an account by clicking Register for New 
Account.

• Should you experience technical difficulties, 
you can contact Envision or Otsuka technical 
support using the emails listed under the 
Contact Us.
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From System Login…
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• Click Forgot Password? and fill out the 
pertinent information, then click Submit to 
receive an email with password reset details.

• Click Forgot Login ID? and enter your email address 
to receive an email with your login details, then click 
Submit to receive an email with your login details.



• Enter your User name and Password provided from your registration, or by your Otsuka contact.

• Click Login and then the iEnvision logo button to open your Dashboard.
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• After logging in, you will arrive at your Dashboard.

• This contains a preconfigured set of widgets that enable you to see information about your areas 
of interest, tasks, and associated metrics.
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• To navigate through iEnvision applications, you can use a variety of context bars, cards, and icons.

• Some of the navigation tools are specific to the particular application.

• In the following pages of this guide, we will run through key navigation tools that are common in all 
applications.

• Click on topic titles below to navigate to guides on specific tools.

Tools include the following:

Navigation menu

Breadcrumbs
to location

A Workbench 
task card

Context bar

Global tools

Task card 
detail

Actions menu (as required for each steps)



• To navigate through iEnvision, click the navigation menu icon        and select your desired 
destination from the menu. 

• Because iEnvision is a web-based publication planning platform, you will be able to use the 
back/forward buttons on your browser, as well as create Bookmarks direct to 
your commonly used pages.

• You can also have multiple tabs open while navigating through iEnvision by simply right-clicking on 
the link you want to follow, and then click Open link in new tab.

11Return to Navigation Tools OverviewReturn to Table of Contents



• Breadcrumbs show your location within the system and the path by which you arrived.

• Your current location is shown in black and you can navigate back within the path by clicking any of 
the blue Breadcrumbs links.

• Because iEnvision is a web-based publication planning platform, you will be able to use the  back 
buttons            on your browser, as well as create Bookmarks for your commonly used pages.
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• These icons are always visible at the top right corner of your screen: 
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Notifications - Click to view your notifications and files.

Profile - Click to manage your personal preferences.

iEnvision logo - Click to view information about Envision Pharma Group.

Return to Navigation Tools OverviewReturn to Table of Contents



• To update your profile, click the Profile icon         at the top right corner of your screen and select 
from the following menu:

14Return to Navigation Tools OverviewReturn to Table of Contents

Manage your contact information, and change your 
password or security questions.

Change the default country and language (ISS only).

End your session.



1. The Context Bar is located below the Breadcrumbs area and provides information about the 
record, or set of records on display.

2. In this example, the Context Bar will display the total number of records that result from a search:

- The Search icon is used to open/close faceted searches.

- The Open menu allows you to choose a set of records grouped by task.

- The View menu provides options to change how the records are displayed.

- The Actions menu and gear icon, display lists of actions available.
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• Select Workbench from the navigation menu icon.

• Your Workbench displays groups of records related to your tasks.

• Records related to your tasks are located on the Workbench.

• Each record on the Workbench is represented by a task card; click on a task card to display task 
details on the right.
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• Glossary of system icons used throughout the Otsuka Medical Ecosystem applications include:
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iEnvision Logo

Back Calendar

Hover Search

Exit Help
Navigation 

Menu
Dashboard

Close 
Spreadsheet 

Additional 
Info

Approver

Collapse Expand

Language Last Login List Meetings

Actions 
Menu



18

Save
Verbal 

Approval 
TableShareSearch WorkbenchViews

Print Remove 

Nearly Due Overdue

Reports

Notifications

ProfilePeople Products

PDF PreviewNo FileMy Files

• Glossary of system icons used throughout the Otsuka Medical Ecosystem applications include:
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• To start a new application, click Start New on your Dashboard.

• You will then be prompted to select the Application Type based on 
your planned research. 

• Please note that fields and steps outlined in this guide are specific to 
Interventional or Non-Interventional as an application type. 

• When choosing Pre-Clinical Research as the application type, you will 
fill out a consolidated version of the application that will include a few 
alternative field names and steps than outlined in this document that 
specifically details Interventional or Non-Interventional. However, 
general functionality and concepts are consistent.
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• Once the application type has been chosen, 
you will be prompted to read Otsuka’s 
Acknowledgement statement.

Please read these terms and conditions carefully. 
You must agree to all the terms and 

conditions before you proceed.

• Once you have read the terms and conditions, 
check the box at the bottom of the page, and 
click General Information to proceed.

• As you progress through the application 
process, you will see that there is a table of 
contents on the left-hand-side. 

• As you complete a section, check marks will 
appear denoting successful completion of a 
section.
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• The first section of the application is 
the General Information. Please note 
that mandatory fields are indicated 
with an asterisk (*) and must be 
completed in order to progress the 
application. 

• Required fields for the General 
Information section include Study 
Title, Short Title, Primary Product, 
Therapeutic Area, Indications, Type 
of Support, Estimated Budget (if 
applying for funding), On Label, 
Multi-Site Study, Number of Sites, 
and Number of Countries. 

• Once all mandatory fields are 
complete, click Personnel to 
continue.
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• The next step is to enter all key study 
personnel, including Study Coordinator, 
Contracts Coordinator, etc.

• If you are one of the key personnel, you can 
click Copy My Profile to fill in fields that are 
found in your profile.

• You can also search for personnel associated 
with your past ISS applications in the search 
bar next to Copy My Profile.

• Once all personnel have been added, click 
Concept at the bottom of the page.
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• On the Concept screen, fill out the 
appropriate information. Additional 
information about requirements for 
these fields can be found by clicking 
the Additional Information icons
next to each field.

• For Overview/Hypothesis and 
Background/Rationale, you can enter 
information directly into the space 
provided, or import a Word 
document by clicking Insert Word 
Doc.

• Once the Concept section has been 
filled out, click Scientific Summary to 
progress to the next section of the 
application.
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• In this next section, Scientific Summary, 
you must provide the following study 
details:
- Primary Objectives
- Secondary Objectives
- Primary Endpoints
- Secondary Endpoints
- Inclusion Criteria
- Exclusion Criteria
- Treatment Plan
- Sample Size/Statistical Power

• You can enter information directly into the 
space provided, or import a Word 
document by clicking Insert Word Doc.

• Once you have populated the required 
fields, click the next section, Attachments,
at the end of this section.
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• The Attachments section is where you will 
be able to manage all documents included 
as part of the application. If you would like 
to upload additional information that 
would assist in making a support decision, 
click the Actions menu and select New 
Supporting Material.

• You can review a consolidated version of 
your application by clicking Summary at 
the end of this section.

• Once you are satisfied with your application and supporting materials, select Submit Concept from 
the Actions menu.

• Once Submit Concept has been selected, you 
will be prompted to confirm the accuracy of 
your application on the Confirmation screen. 
Click Yes to submit your application for review.
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• Once your application has been reviewed, and if the concept approved, you will receive a 
notification email requesting the protocol for your study. 

• The application status will also update on your Workbench to “Protocol Requested”. 

- Note: Protocol Requested status is for clinical studies only.

You can check the status of our application at any time by opening your Workbench
to view the status listed alongside your application title. 

• Upon opening the application, you will be taken directly to the Protocol section of the application.
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• The next step in the application process is to provide a copy of the protocol that aligns with the 
previously submitted concept. Please click the Additional Information icon        to review minimum 
requirements for protocol submission. 

- Note: For Pre-clinical studies, the Protocol is requested at time of proposal submission.

• Click Attach file, and select the file from your computer to be submitted for review. Once the file 
has been attached, click Requested Funding on the bottom right.
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On the Requested Funding page, you will find:

1. Download Budget Template: Click here to 
download an Excel budget template where 
you can enter start-up fees, salary and benefits, 
detailed patient costs, and other costs. 
Once the template has been filled in, click 
Upload and Extract. All values entered will be 
extracted from the template and moved to the 
table.

2. Currency: Select the local currency in which 
you wish to be paid.
Note: this option is not currently available for 
Japanese applicants; instead manually build 
the budget by using the “Add Line” feature as 
described below

3. Add Line: As an alternative to filling out the budget template, you can manually add a line item to the Funding 
Table or use this feature to edit data populated using the budget template.

4. Overhead %: This is the amount paid to your institution to operate. Enter the percentage. 

5. Amount Requested: This is the funding requested from Otsuka to support your study.

6. Financial support sought from other sources.

7. Other sources of funding.

NOTE: completion of this section is only required when funding is being requested.

Once all pertinent fields have been filled, click Product Request at the bottom right-hand-corner of your screen.
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• To add a request for a product, click the Edit 
icon       .

• Required fields for this section are Product, 
Formulation-Dosage, and Quantity. 

• Once you have filled in the required fields, 
click the       check mark on the right-hand-side. 

• To add another product to the table, click 
Add Line at the top right of the table.
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For Clinical Studies:

For Pre-clinical Studies:



• The next update required for your application will be to add the 
Primary Site.  

• Use the table of contents on the left-hand-side of your screen to navigate 
to the Primary Site section of the application. Information submitted to

the Product Request section will 
be automatically updated.

• In the Sites section, you will be 
required to fill out the details of 
your Primary Site and any drug 
shipment or secondary sites. 

• If you have any additional sites to 
add, click Add Site at the bottom 
of the screen. 
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• Should you have any attachments regarding sites that you wish to 
include, upload them to the Attachments section.
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• Once all Sites details have been successfully added, click the 
Actions menu at the top right-hand-corner of the page and 
select Submit Protocol. 

• You will be asked to attest to the accuracy of your submission.
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• Your Protocol will now be forwarded for review. 



• During the review process, 
you may be requested to 
provide additional 
information regarding your 
application. 

• If this occurs, the application 
will be listed on your 
Workbench with a status of 
Additional Protocol Info 
Needed.
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• Once the application is opened, the Additional Information Questions box will list the area in 
question, such as the protocol document or budget.

• Locate content and fields that require an update to address the additional information request and 
amend accordingly.

• Click Actions and select Submit Protocol. 

• Your Protocol will then be forwarded for subsequent review.
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• After all application materials have been 
reviewed, including protocols and 
financial information, you will be 
required to provide additional 
information.

• Once you gain regulatory information, 
go to the Regulatory section to enter 
the required IRB/EC Approval and 
Expiration dates, Public Database 
Registration Number, and upload your 
IRB/EC Approval Document.

• Upon successfully filling out the 
required fields and providing the 
applicable documentation, click the 
Actions menu and select Submit 
Additional Regulatory Info..
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• Once the project is active, you will be required to provide regular updates via the Actions menu.

• These will include:  

- Milestone Updates

- Invoices 

- Publication Updates

- Product Shipping Requests 

- Regulatory Updates 

- Personnel
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1. Open the Milestone Updates section.

2. Enter the updated data points.

3. Select Add Milestone Update at the bottom on the screen.

4. If the milestone was reached on schedule with no change, click Add No Change Milestone 
Update.

5. Click the Actions menu and select Provide Project Update.
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• When updating a milestone, be sure 
to update Enrollment, Total Subjects, 
as well as any changes to Milestone 
Dates.

• Once all milestones have been 
updated, click the Actions menu and 
select Provide Project Update.
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• If a milestone has been 
completed, that action ties 
to a payment in your 
support 
agreement/contract. 

• To add invoices, click Add 
Invoice in the bottom 
right-hand-corner of the 
table.
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• From the Milestone Reached 
drop-down menu, choose to 
which milestone the invoice in 
question will be applied.  

• Select the box confirming that the 
milestone conditions have been 
met, and upload a copy of the 
invoice.  

• Select the Status of the invoice, 
the Decision Date, and the 
Amount Paid.

• Once all invoicing information has 
been updated, click the Actions
menu and select Provide Project 
Update/Save.
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• Amendments are entered 
during the course of the study 
if you would like to request 
changes to the protocol 
and/or budget. 

• Click Create Amendment to 
begin.
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• Enter a description of the change in 
the free text box, and select the 
Reason for the change from the  
drop-down menu. 

• Upload any protocol or budget 
amendments, as well as any 
supporting materials.

• Once all pertinent information has 
been entered, click the Actions menu 
and select Submit Amendment.

• A confirmation notification will 
appear once the amendment has 
been successfully submitted.
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• Before completing Study Closeout 
steps, ensure that the Final Study 
Report is uploaded to Attachments.

• If the Final Study Report is not yet 
uploaded, navigate to the 
Attachments section, click Actions, 
and select New Supporting Material.

• Select Final Study Report as the 
Attachment Type, and click Post.
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• At this stage, you will receive 
notification for the next step –
“Request of Closure Attestation.”

• When the record is opened, the Study 
Closeout screen will display the three 
Study Closeout attestations that you 
are required to answer to the best of 
your knowledge.  

- You may want to get in touch with 
your Otsuka contact if you are 
unclear on how to correctly answer 
each question.
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• To close out the study, ensure that the Final Study Report has been posted, click Actions and select 
Submit Study Closeout.

Note: The invoices table will remain open for the final milestone payment.
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Envision Technology Solutions (ETS) Help Desk

- Email: iEnvision_General_Request@EnvisionPharmaGroup.com

- Phone USA: +1 860 266 4944 

UK & EU: +44 1403 322 095
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