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AiCure

Site and User Tracker (SUT)

The SUT serves as the master record for users and shipment information, and is critical to AiCure
operations for the study. The SUT will be utilized by AiCure to execute contracted operations for the
study, including but not limited to:
e User accounts - granting, revoking, or access
Site SIV Dates
Red alert email distribution list
Weekly reporting distribution list
Clinical Site Services outreach and monitoring reports
Technical support tickets resolution
Provisioning of initial, resupply, or replacement device requests

This powerpoint outlines the requirements for formatting and submission to AiCure.



AiCure

Authorized Requestor(s)

As this document captures user access information to the AiCure Platform with study data, and shipment information for
study equipment, it is the SPONSOR/CRO’s responsibility to approve and submit any updates to this document.

For added security, AiCure requires 1-3 individuals from the Sponsor/CRO team to be designated as an Authorized
Requestor.

Authorized requestors are responsible for....
1. Maintaining the SUT for the study
2. Reviewing/approving any changes to the SUT
3. Submitting the SUT to AiCure for processing

AiCure will not accept SUT updates from a site or person who is not authorized. For updates or changes to the
Authorized Requestor, the Sponsor/CRO must email the AiCure Project Manager for approval and processing.

NOTE: The format of the SUT document is not allowed to be edited without written permission from AiCure. Therefore, do
not add/remove columns.
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Format - High Level Overview
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Tab 1: Cover Page

e Study ID

D AiCure  Site and User Tracker (SUT)

Introduction: [ I I d I t f A th d
The AiCure Site and User Tracker (SUT) is a study level document which is utilized to capture site and user account access information, as well as site equipment shipment information for n C u eS IS O u O rlze

AiCure. Submission of this document from the Sponsor/CRO to AiCure will trigger user access and shipments of AiCure equipment such as provisioned devices per the contract. The SUT serves
as the master record for users and shipment information, and is critical to AiCure operations for the study Req u eStO rS .

Responsibility & Authorized Requestors
As this document captures user access information to the AiCure Platform with study data, and shipment information for study equipment, it is the SPONSOR/CRO's responsibility to approve and

submit any updates to this document. For added security, AiCure requires 1-3 individuals from the Sponsor/CRO team to be designated as an Authorized Requestor. Authorized requestors are

responsible for maintaining the SUT for the study, reviewing/approving any changes to the SUT, and submitting the SUT to AiCure for processing. AiCure will not accept SUT updates from a site or Th - t b - I I b I k d f
person who is not authorized. For updates or changes to the Authorized Requestor, the Sponsor/CRO must email the AiCure Project Manager for approval and processing. IS a WI e OC e O r

editing, the list of Authorized
T — s Requestors will be updated by
' AiCure after approval and

Sponsor/CRO Authorized Requestors

Only authorized persons from the Sponsor/CRO team are permitted to submit updated SUT to AiCure for processing. p ro Ces S I n g =
Authorized Req #1 Name Role / Affiliation Email
Authorized Req #2 Name Role / Affiliation Email
Authorized Requestor #3 Name Role / Affiliation Email

Need Help? Please contact your AiCure Project Manager for questions and instructions.

= Cover Page ~ Revision History ~  Site User Accounts ~  Site Shipment & CRA Assignment ~  Country Shipment ~  SponsorCRO User Accounts ~  Alpha-2 Codes ~
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Tab 2: Revision History

e Document the each version

Document Revision History

and date a new SUT was
submitted to AiCure

It is the responsibility of the Authorized Requestors to maintain this tab. AiCure will not make any changes to this tab.

Date Submitted By Submitted by
Client to AiCure (Authorized Requestor Name Breif Description of Changes
(dd-Mmm-yyyy) and Title)

Version
Number

Detailed description of changes made to the Process. If this is the original version (1) include
“original version” in this column.

Include brief description of the

changes

Responsibility of the

Authorized Requestor to

maintain this tab. AiCure will

not make changes to this tab.

= Cover Page ~ Revision History ~ Site User Accounts ~  Site Shipment & CRA Assignment ~  Country Shipment ~  SponsorCRO User Accounts ~  Alpha-2 Codes ~
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Tab 3: Site User Accounts

Site User Accounts

The format and fields below are required for site user account creation. By default, everyone on this tab will get access to the AiCure Site Dashboard.

Action Title/Role

Email Address First Name Last Name (Alpha-2 Code)

Country Phone Number  |Site ID

ADD h

EDIT

REMOVE h

NO CHANGE ™

TR = Cover Page ~

Revision History ~

Site User Accounts ~  Site Shipment & CRA Assignment ~  Country Shipment ~  SponsorCRO User Accounts ~  Alpha-2 Codes ~

Enter all site users on this tab who
need access to the AiCure Site
Dashboard.

By default, everyone on this tab will
receive Red Alert Emails.

All columns are required for each
user.

If you select EDIT, please also
highlight the cell you have edited

(i.e. phone number). Please do not
highlight the entire row unless each
column was edited.

If you REMOVE please also
strikethrough the row data.

For users that do not require a
change, please update the action to
NO CHANGE prior to re-submitting
with other updates.
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About ‘Column A: Actions’

Utilize the dropdowns in column A to indicate what action is needed.

IMPORTANT Actions from the previous submission MUST be cleared prior to re-submission. If you have
submitted a user previously, please mark the row as ‘NO CHANGE’ for any subsequent re-submission.

Action Description

ADD ~ |[New users, grant access

EDIT ~ |Remove user, revoke access

REMOVE ~ |Edit account information (*Required: please also highlight the cell which was edited)
NO CHANGE ~ | Previously submitted users, no change to their account for this submission

NN o)Az Y e\/=s R Previously removed users that are now deactive
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. " " . For every site selected for the study,
Tab 4 Slte Shlpment & CRA ASSlgnment please enter the site information here.
IMPORTANT: please also include the
Site Shipment & CRA Assignment CRA NAME associated with each site.

All information below is required for all sites that have been selected fo the study. AiCure devices and equipment will be shipped to sites added to this tab per contract. ThIS |S utlllzed for Slte OUtreaCh
)

Site Name PI First Name Pl Last Name CRA First Name CRA Last Name. cRAEmail |sivbate = |Site Phone Number |Gountry (Alpha-2 | oy, aninping Address Shuipte depol7|(See

o Bl escalations, and site reports.

o |m

=55 #
2| °
@
@

If you do not know the exact SIV date,

entering the estimated SIV date is

permissible. This will be utilized to

coordinate shipping and CSS

outreach/training.

If you select EDIT, please also highlight

the cell you have edited (i.e. phone

number). Please do not highlight the entire

row unless each column was edited.

If you REMOVE please also strikethrough

= BN Cover Page ~  Revision History ~  Site User Accounts ~  Site Shipment & CRA Assignment =  Country Shipment ~  Sponsor: CRO User Accounts ~  Alpha-2 Codes ~

the row data.

For sites that do not require a change,
please update the action to NO CHANGE
prior to re-submitting with other updates.

IMPORTANT: Please do not forget to add the
CRA assignment here!
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Tab 5: Country Shipment

Centralized Country Shipment Information

All information below is required for any countries utilize a depot for central shipping.

Country (Alpha-2 Shipping to Central
Code) IOR Depot? Central Depot Address Depot Contact Other country considerations
+ = K Cover Page ~  Revision History ~  Site User Accounts ~  Site Shipment & CRA Assignment ~ Country Shipment ~ SponsorCRO User Accounts ~

Alpha-2 Codes ~

If depots are being utilized for
centralized country-level
shipping of AiCure equipment
(i.e. provisioned devices), this
tab is required.

Please capture all

depot/country level shipping
information here.

Include any special
instructions in column F.
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Include all Sponsor + CRO contact

Tab 6: Sponsor/CRO User Accounts information here.

Please include the country

Sponsor/CRO User Accounts assignment in column G. AiCure will
Please maintain this sheet for sponsor/CRO study team members including oversight and escalation points. By default, everyone listed on this tab will get access to the AiCure Sponsor Dashboard. Please include CRAs refe re n Ce th IS COl u m n fo r eS Ca | atl O n S ]

on this tab, and their site assignment on the "site shipment & CRA assignment tab".

shipping, and outreach.

Action Sponsor/CRO Sponsor/CRO Sponsor/CRO Organization Title/Role :::Im r?me nt gcz::::oAiCum s;:i:l:’r;u::k"ll:hd g:z::s((:::i:rg;; IMsor::ilorIn . . .

First Name Last Name Email Address  |Name R D L‘:E,',’?pf,ﬂ}'d"""”’“ Report? 9 Please |nd|Cate Wh|Ch reports each
™ = = - - - user would like to receive in column
BT - - : - | and J.

NO CHANGE _~ - - -
- - - - If you select EDIT, please also
. highlight the cell you have edited (i.e.
- g - phone number). Please do not
- : - : highlight the entire row unless each
- column was edited.
- - - - If you REMOVE please also
- - - strikethrough the row data.
: . : For sites that do not require a change,
+ = N Cover Page ~ Revision History =  Site User Accounts ~ Site Shipment & CRA Assignment ~  Country Shipment ~ SponsorCRO User Accounts ~ Alpha-2 Codes ~ please update the aCtIon to NO

CHANGE prior to re-submitting with
other updates.
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Tab 6: Sponsor + CRO Team - Access & Reports

In Columns | and J, please select “YES” or

A . c o . ‘ ‘ ; . . ; “‘NQO” from the drop downs to indicate
Sponsor/CRO User Accounts whether the user would like access to the
Please maintain this sheet for sponsor/CRO study team members including oversight and escalation points. By default, sveryone listed on this tab will get access to the AiCure Sponsor Dashboard. Please include CRAS fOl |OW| ng .
on this tab, and their site assignment on the "site shipment & CRA assignment tab".
T R M U IR o T ot s LU e oo D (ST SRR [Tl e o 1el7 Gl
ret tame S Emall Address. |Name or"All" " |Dashboard?  [ROTEE (RIS 12 | Roport? demand access of study, country, site,
7DD : TS . : : and participant level data.
oMo - : : :
e : Sponsor Weekly Reports - Select
: yes if this user would like to receive
- - - the standard sponsor weekly reports
- - - - including adherence, red alerts,
- - - - provisioning, technical support, and
- - - - site accounts.
- - - Receive Clinical Site Services
- - - (CSS) Reports - Select if this user
- - - would like to receive the weekly
- - - - monitoring report from the CSS team.

+ = EA Cover Page ~ Revision History ~  Site User Accounts ~  Site Shipment & CRA Assignment »  Country Shipment ~ SponsorCRO User Accounts ~ Alpha-2 Codes ~
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Tab 7: Alpha-2 Code

https://www.iso.org/glossary-for-iso-3166.html

English short name

= Alpha-2 code

Afghanistan
Albania
Algeria
American Samoa
Andorra
Angola
Anguilla
Antarctica
Antigua and Barbuda
Argentina
Armenia
Aruba
Australia
Austria
Azerbaijan
Bahamas (the)
Bahrain
Bangladesh
Barbados
Belarus
Belgium

Belize

+ — Instructions ~

Site Us

AF
AL
Dz
AS
AD
AO
Al
AQ
AG
AR
AM

Site User Accounts

The format and fields below are required for site user account creation. By default, everyone on this tab will get acces: d Dashboard.

Action

Title/Role

Email Address

First Name

Last Name

’hone Number

Site ID

ADD

EDIT

REMOVE

NO CHANGE _~

Cover Page ~  Revision History ~  Site User

- Site Ship

& CRA Assi

~  Country Shipment ~  SponsorCRO User Accounts ~  Alpha-2 Codes ~

The Alpha-2 Code must be
used for country on the Site
User Accounts Tab for
processing.

Tab 7 references the Alpha-2
Codes.
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Formatting Requirements
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If formatting requirements are not followed, your SUT
submission will be rejected and not processed.

Formatting Requirements

1. Maintain one master SUT per study. Any and all updates should be made to the most recent SUT, and saved with a new date and new version
number. Therefore, it is NOT permissible to submit one SUT per country, or create a single SUT per site or per request.

1. Save the SUT according to the following nomenclature, updating the date and the version number for each new submission.
File Name:
FORM-OPS-012-03 AiCure Site & User Tracker_(STUDY ID) (DATE OF SUBMISSION)

1. All fields on the SUT are required, and must be completed for each user at time of submission. The SUT Template may not be modified without
written permission from AiCure; meaning addition or removal of columns is not permitted.

1. For all users on any tab, use the dropdown’s in ‘Column A: Action’ to indicate what change is needed for each entry. A detailed description of the
dropdowns & corresponding required actions are on slide 8.
IMPORTANT Actions from the previous submission MUST be cleared prior to re-submission. If you have submitted a user previously,
please mark the row as ‘NO CHANGE' for any subsequent re-submission.

1. For updates regarding site shipment information
a. If the exact SIV date is not known, it is permissible to use the best estimate of the SIV date, if the exact date is not known.
b. The shipping address must include street address, city, state, and zip code.

1. Duplicate entries are not permitted. Please search for the user and update the existing entry instead of adding a duplicative row.

1. AiCure highly recommends the SUT is updated weekly, and requires at minimum an update each month.



@ AiCure

Submission Process
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Submit SUT to the AiCure Help Center

Access & Log In

&« ¢ & support.aicure.com/hc/en-us

) AiCure Help Center

I need help with...

PATIENT CONNECT APP

AiCure Support | Call Us for Support! | support@aicure.com

Emailed us for suppo

New to AiCure Suppo!

Sign in to AiCure Support

Switch to agent sign-in »

Navigate to the AiCure
Help Center
(support.aicure.com) and
Login.

Authorized Requestors
must login.

If you do not have a login,
you can sign up with your
email.
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Submit SUT to the AiCure Help Center

&« C @ support.aicure.com/hc/en-us % o N0 o ] |

@) AiCure Help Center o

SUT Submission Form

e After you've logged in, select
the ‘Submit Request’ button in
the upper right hand corner.

B From the dropdown menu,

select ‘SUT Submission

(Authorized Requestor

PATIENT CONNECT APP AICURE APP

.

%) AiCure Help Center

Only)’

AiCure > Submit a request

AiCure Support | Call Us for Support! | support@aicure.com S u bm It a req uest NOTE: On Iy authorized req ueStorS Wi II have
access to this dropdown. If you (1 - 3
What would you like to get help with? (If you are a study participant, please do not use this form. Reach out .
to your site if you are experiencing issues.) requeStorS permltted per StUdY) If yOU have
- questions, please contact your AiCure Project
Technical Support Manager.

(Authorized Requestors ONLY) SUT Submission

Data Change Request Form

Supply Request

Vidan Rauwvi Ranuiacte
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? Fill out the SUT Submission

Submit SUT to the AiCure Help Center Form

2) AiCure Help Center e Fill out the required fields,
AiCure > Submit a request attaCh the updated SUT, and
Submit a request press Submit.

What would you like to get help with? (If you are a study participant, please do not use this form. Reach out
to your site if you are experiencing issues.)

(Authorized Requestors ONLY) SUT Submission

Your AiCure Project Manager

cc

will automatically be notified
of the new submission.

You can track the status of
o v your request under your
AiCure Help Center account.

Ticket Subject

The AiCure Technical Support
team will email you once your
P request has been processed

Brief description of issue

Please enter the details of your request or the issue you are experiencing providing as much detail as you are able.
A member of our support staff will respond as soon as possible.

(typically within X business
Attachments d ays )

Add file or drop files here If formatting requirements are not followed, your SUT
submission will be rejected and not processed.
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Questions?
Email your AiCure Project Manager




	Slide Number 1
	Site and User Tracker (SUT)
	Authorized Requestor(s)
	Format - High Level Overview
	Tab 1: Cover Page
	Tab 2: Revision History
	Tab 3: Site User Accounts
	About ‘Column A: Actions’
	Tab 4: Site Shipment & CRA Assignment
	Tab 5: Country Shipment
	Tab 6: Sponsor/CRO User Accounts
	Tab 6: Sponsor + CRO Team - Access & Reports
	Tab 7: Alpha-2 Code
	Formatting Requirements
	Formatting Requirements
	Submission Process
	Submit SUT to the AiCure Help Center
	Submit SUT to the AiCure Help Center
	Submit SUT to the AiCure Help Center
	Questions?
Email your AiCure Project Manager

