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Revisions 
 

 

Version Primary 
Author(s) 

Description of Version Date Completed 

1.0 Olivia McIntosh; 

Sara Sakson; 

Laura Weiss 

First release of InCircle Application webapp for 

Immunovant: Site, CRA, CRO, Sponsor, Extractor, 

Adjudicator 

28 November 2022 

2.0 Olivia McIntosh New software release, Document Upload section 

updated for Site User 

14 December 2022 

3.0 Olivia McIntosh; 

Sara Sakson; 

Laura Weiss 

New software release, Document Upload section 

updated for Site User following IMVT 

requests/feedback 

19 April 2023 

 

 

Review & Approval 

Requirements Document Approval History 

Approving Party Version 
Approved 

Signature Date 

 3.0   

 3.0   

 

Requirements Document Review History 

Reviewer Version 
Reviewed 

Signature Date 

 3.0   
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Site Users 

Portal Navigation 

1. Log into the Immunovant 

portal using your unique 

username and password.  

 

2. Once logged in, the home 

page will prompt users to 

select the Prescreen to 

access educational materials, 

the File Upload page to 

submit patient documents 

for adjudication, and the 

Dashboard to view statuses 

of previously submitted 

patients.   

3. The hamburger menu bar 

allows users to change their 

password, see contact 

information for help if 

needed, sign out, or access 

training material documents 

such as the protocol(s) and 

user manual. This menu bar 

will only appear once users 

advance from their home 

page. 
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Prescreen 

1. Log into the 

Immunovant portal 

using your unique 

username and 

password.  

 

2. To access the 

prescreen and 

educational 

materials, click 

Prescreen. 

 

3. To continue, 

Confirm the terms 

and conditions. 

 

4. The prescreen 

includes different 

calculators to aid 

in determining 

whether a patient 

meets study 

criteria. Select a 

section to expand 

and access the 

material included.  
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Phenotype Calculator 

5. If the phenotype is 

known, select the 

phenotype from 

the dropdown 

menu. Some 

phenotypes may 

require additional 

questions to be 

answered for the 

NCS calculator to 

produce a result. 

 

6. If the phenotype is 

not known, answer 

the questions to 

calculate. An 

outcome will 

appear in the 

bottom right box 

when all questions 

have been 

answered.  

 

7. Phenotype 

definitions can be 

accessed by 

clicking on the 

phenotype of 

interest under the 

phenotype 

definition section.  
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8. To navigate from 

one calculator to 

the next, scroll to 

the next section of 

interest and expand 

the section by 

clicking on the 

blue bar.  

 

9. Sections can be 

closed by clicking 

the blue bar at the 

top of a completed 

section. Data will 

be saved regardless 

of whether the 

section is opened 

or closed. Closing 

a section will not 

cause data entered 

to be lost.  
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Nerve Conduction Study IMVT 1401-2401 Criteria Calculator 

10. To calculate 

whether a patient’s 

NCS is supportive 

of demyelination, 

enter Motor NCS 

and Sensory NCS 

information. 

 

 

 

 

 

 

 

 

11. Once information 

is entered, select 

Calculate to view 

the results.  

 

12. If a phenotype is 

not selected, a pop-

up will appear. 

Click OK, select a 

phenotype and 

answer required 

questions as 

necessary, then 

select Calculate to 

calculate the NCS 

outcome. 
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Supplemental Evidence to Upgrade Weakly Supportive of Demyelination 

13. Click on 

Supplemental 

evidence to 

upgrade weakly 

supportive of 

Demyelination.   

 

14. Answer applicable 

questions using the 

drop-down menus.  

 

15. Click the Evaluate 

Current Data 

button. This will 

evaluate all entered 

information and 

advise whether this 

patient is Likely a 

Candidate or Not 

Likely a Candidate 

for the study.  
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16. Press OK on the 

outcome pop-up 

box.  

 

17. The page will reset 

for users to enter 

the next set of 

patient information 

for preliminary 

evaluation.  

 

Previously Evaluated Data 

18. Previously entered 

information will be 

available to view at 

a later time under 

the Previously 

Evaluated Data 

section.  
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List of Exclusion Criteria 

19. The trial’s key 

exclusion criteria 

will be available to 

view under the 

List of Exclusion 

Criteria section. 

 

Key Inclusion Criteria 

20. The trial’s key 

inclusion criteria 

will be available to 

view under the 

Key Inclusion 

Criteria section.  

 

21. To return to the 

home screen, click 

the Return to 

Home Page button 

in the upper right-

hand corner or 

click the 

Immunovant logo.  
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Document Upload 

 

Document Preparation  

All site users will be asked to perform document preparation prior to uploading information into 

the Immunovant study portal. Please adhere to the following steps to ensure all documentation is 

legible: 

1. Redact all patient documents by removing patient identifiers.  

2. Save all redacted documents as PDF files. 

3. If any written notes are not in English or are non-legible, they should be transcribed by 

typing them in English in a separate document. 

4. The typed notes document should be attached to the patient during the upload process. 

5. If scans of foreign, non-English documents are blurry or not legible, they will need to be 

transcribed electronically. This can be done by typing the content into a separate 

document. 

6. The typed document should then be attached to the patient during the upload process. 

 

By following these steps, the site can ensure that all documentation uploaded to the portal is 

legible and easily readable. 

Patient Preparation Worksheet – OPTIONAL 

A worksheet is available for download as an aid for users to print and provide to the PI in 

preparation for participant submission. This file is not necessary for patient submission and 

should only be used to gather additional information about the patient from the PI if needed. 

1. Log into the 

Immunovant portal 

using your unique 

username and 

password.  
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2. Choose File Upload 

to add patient 

documents for trial 

screening.  

 

3. If it is helpful to print 

the questionnaire for 

the PI to complete, 

click on the 

Participant 

Worksheet link to 

download and print. 

After the PI 

completes the 

worksheet, the 

answers should be 

entered into the 

prompted questions 

on the participant’s 

file upload page. 

 

4. The Participant 

Worksheet will 

contain the same 

prompted 

information that 

displays on the File 

Upload page. 
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5. Answer the questions 

such as the 

Participant ID, 

Cohort, Time of 

Progression, and 

Phenotype. 

Questions requiring 

answers will be 

prompted with an   

icon. Fill in the     

icon to track the 

appropriate answer. 

 

6. If the answers are 

unknown, provide 

your PI with the 

Participant 

Worksheet and 

appropriate patient 

documents to answer 

the unknown 

questions.  

 

7. Gather all documents 

with the information 

listed in the 

document checklist. 

Documents, listed on 

the right, will have a 

paper      icon.   

Information may 

appear within the 

same document. If 

information appears 

in the same 

document, upload the 

document with all 

requested 

information once. 
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8. If any of the 

documents listed are 

unavailable or 

unclear, provide the 

Participant 

Worksheet to your PI 

so they can write a 

summary in the 

prompted sections on 

the second page. 

 

9. If the prompted 

sections are not large 

enough to capture the 

appropriate 

information, your PI 

can write their 

summary on a 

separate sheet of 

paper. For any 

additional papers, 

include the 

participant ID and 

document title. 

 

Physical Exam Summary Example:  

Patient was seen by another neurologist at the time they presented so notes are not available. By history 

the patient had proximal and distal weakness in both the upper and lower extremities that made them 

unable to walk without a walker. They needed assistance with showering due to arm weakness. 

Response to Therapy Summary Example:  

Prior to therapy patient required a cane to walk and after 6 months of IVIG they walked 

independently. 

Worsening with Taper Examples: 

Example 1: Patient had returned to normal function. A taper of steroids was instituted after they 

patient was reduced to 20mg a day they had an increase in lower extremity weakness requiring 

an increase to 30mg. 

Example 2: Patient showed a significant improvement in strength after IVIG and no longer 

needed an assistance with walking. The IVIG interval was every four weeks and the patient had a 

clear worsening by day 21-22 requiring us to decrease the interval to every 21 days. 

10. Scan and save all 

pages of the 

Participant 

Worksheets and 

additional summary 

pages as PDF 

documents.  
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11. Redact and save all 

gathered documents. 

Information to be 

redacted includes the 

participant’s name, 

birth month and day, 

address, phone 

number, email 

address, SSN, 

insurance 

information, and 

emergency contacts’ 

information. The 

participant’s birth 

year cannot be 

redacted. 

12. Save all redacted 

documents as PDF 

documents and begin 

portal entry for the 

participant. 

 

Portal Entry 

1. Log into the 

Immunovant portal 

using your unique 

username and 

password.  

 

2. Choose File Upload 

to add patient 

documents for trial 

screening.  
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3. To start a new 

patient, select New 

Patient from the 

dropdown list and 

enter the name/ID#. 

 

4. To add documents to 

a previously existing 

patient, select the 

patient from the 

Patient Information 
dropdown list.  

NOTE: Patients will not 

show up automatically in 

the drop down list after 

documents have been 

uploaded. Please allow one 

or more business days for a 

previously entered patient 

to appear. 

 

 

 

5. To select a cohort, 

click Select a 

Cohort and choose 

from the drop-down 

list.  

NOTE: The application will 

not allow documents to be 

uploaded without selecting a 

Cohort. 

 

6. Open and view each 

section by clicking 

on the expandable 

headers.  
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7. Open Original 

CIDP Diagnostic 

Information – 

Initial Presentation 
to answer questions 

related to the 

participant’s initial 

presentation of CIDP 

and view the required 

documents associated 

with the section.  

 

8. If the phenotype at 

presentation is 

known, click the 

drop down to select a 

phenotype. 

 

9. Select the box for I 

Need Help 

Determining 

Phenotype for help 

if the phenotype is 

unknown. A list of 

questions will be 

revealed to aid in 

determining the 

participant’s 

phenotype at the 

time of initial 

presentation. 
 

10. Answer the questions 

and the calculator 

will calculate a 

phenotype that 

matches the 

participant. Some 

questions may 

prompt additional 

questions to be 

revealed. Please 

answer all present 

questions. 
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11. All information 

requested will have a 

document icon next 

to them. Check the 

boxes off next to the 

information as 

documents are 

uploaded.  

NOTE: The required 

document checklist is not 

1:1 with the number of 

documents being uploaded. 

All the required information 

may show up in only one or 

two documents. Use the 

required document list as a 

checklist to ensure all 

information is attached to 

the patient being submitted 

for adjudication. 

 

12. If a document with 

the requested 

information is not 

available, select 

Medical Record Not 

Available. A text 

box will appear 

where a free-text 

summary can be 

typed to support the 

requested 

information. 
 

13. Add supplemental 

information for the 

disease progression 

by selecting the 

dropdown when the 

medical record is not 

clear.  
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14. Move on to the next 

section when 

complete by clicking 

on the expandable 

header.  

 

15. Provide the 

participant’s 

response to therapy 

by selecting an 

answer in the drop-

down.  

 

16. Upload supporting 

medical records and 

check off the medical 

record once 

uploaded.  
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17. If a medical record is 

not available to 

support the evidence 

of response to 

therapy, select 

Medical Record Not 

Available and 

complete the 

prompted note 

section.  

 

18. Once the section is 

complete, move onto 

the Current Status 

section by clicking 

on the expandable 

header.  

 

19. Upload the most 

recent history and 

physical exam and 

click the checkbox 

once uploaded.  
 

20. If there are additional 

notes that the PI has 

that would support 

the participant’s 

diagnosis of CIDP, 

write them in the 

comment box.  

 

21. Additional 

documentation listed 

in the Supplemental 

Information section 

can be provided if 

the participant 

requires additional 

evidence to confirm 

their CIDP diagnosis.  

22. Click the check 

boxes for the 
 

DocuSign Envelope ID: FBF8498F-FDFB-4C26-ACCA-BF3036A76440



Immunovant Site User Manual - InCircle Review Application Tool v3                                             Page 21 of 26 
 

documentation that is 

uploaded. If no 

supplemental 

information is being 

uploaded, do not 

click the check 

boxes.  

NOTE: Ancillary testing 

included under 

supplemental information 

can be submitted as needed 

to confirm the diagnosis of a 

patient. 

23. To upload 

documents, click 

Browse to locate 

documents on your 

computer.  

NOTE: Ensure documents 

are redacted and saved as a 

PDF before uploading. The 

application only supports 

PDF files.  

 

24. Click Upload to 

upload the 

documents selected. 

Files will save 

automatically once 

they are uploaded. 

Uploaded documents 

will show up in the 

Files section of the 

page.  

 

25. To upload multiple 

documents, repeat 

the process of 

selecting Browse, 

then Upload.  

 

26. Add comments and 

pertinent, de-

identified 

information as 

needed.  
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27. To continue 

uploading documents 

for another patient, 

select Next Patient.  

 

28. A pop-up box may 

appear when 

selecting next patient 

or returning home. 

Select OK to 

acknowledge 

documents uploaded 

have been 

sufficiently redacted, 

and a blank screen to 

upload another 

patient will appear.  

 

29. To exit the upload 

page and return to 

the landing page, 

select Return to 

Home Page. 

Information that has 

been inputted into the 

document upload 

page will save 

automatically.  

NOTE: Recently uploaded 

information will not appear 

in the dashboard 

immediately. Please allow 

one or more business days 

for the patient to appear. 
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30. A pop-up box may 

appear when closing 

the page. Select OK.  

 

Dashboard 

1. Log into the 

Immunovant portal 

using your unique 

username and 

password.  

 

2. Click Dashboard to 

view participant 

statuses.  

 

3. The dashboard 

includes a report of 

prescreen and 

adjudication 

outcomes. The 

adjudication statuses 

display patient ID 

numbers, site 

affiliation, creation 

date, Cohort, Status, 

and Missing 

Documents. 
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4. Data from the 

dashboard can be 

exported using the 

Export button.  

 

5. Dashboard sections 

can be expanded and 

contracted by 

clicking the arrow 

buttons.  

 

6. To return to the 

home page, click the 

Immunovant logo in 

the upper left-hand 

corner.  
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7. To jump to the 

prescreen, click the 

Prescreen Patient 
button.  

 

8. To view a patient in 

Adjudication press 

on the link in the 

Site Pt ID column. 

Clicking on the link 

will open the 

Adjudication Details 

page where a 

summary of the 

adjudicator’s 

decisions for the 

patient will be 

available to view. 
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