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My Patients

Q, Search by name, ID

Eleonor Pena
g ID: 101568

Screening visit1 UPCOMING TS-2021
,' Marvin McKinney
ID: 10 0
Screening visit 2 OVERDUE TS-Z
Jenny Wilson
ID: 101571
Screening visit1 UPCOMING
Jesse Roper
ID: 101591

Screening visit 1 UPCOMING

: Antony Cortes
. ID: 101581

Screening visit 1 UPCOMING TS-2021

£‘ Jim Smith

Screening visit1 UPCOMING TS-2021
Allan Freeman

g ID: 101555

Screening visit 2 IN7-10 DAYS TS-

@ Amanda Jones
ID: 1C 2

Screening visit 2 IN7-10 DAYS TS-2022

Eleonor Pena

ID: 101568

2 Profile details i

Visits @)
VISIT NAME
Next day follow up visit...
Visit 1 follow up
1 week follow up visit (Va...

Vax 2

Completed &
VISIT NAME
Screening

Vax 1

Visits

STATUS

SCHEDULED

SCHEDULED

SCHEDULED

SCHEDULED

STATUS

COMPLETED

COMPLETED
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Patient profile
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IN 2 DAYS

IN 1 WEEK

IN 2 WEEKS
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15.05.2022

9:41
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Q, Search by name, ID

Eleonor Pena
g ID: 101568
Upcoming visit

Duein

Protocol ID

qv Marvin McKinney
ID: 101570

Upcoming visit
Due in

Protocol ID

Jenny Wilson
ID: 101571

Upcoming visit
Due in

Protocol ID

Screening visit 1
UPCOMING

TS-2021

Screening visit 2
OVERDUE

TS-2021

Screening visit 1
UPCOMING

TS-2021

site staff

Companion app, Patient

management. Vision - replace Rave
EDC, eCOA, Patient Cloud.

Site staff: CRCs, Nurses, Raters, Home
Health Nurses and other personas

who interact with patients at a site.



Easy data entry on the go -

mobile EDC

incl. multimedia notes

Visit worksheet

P Compliance

Time and date of last dose (day prior to visit)

HH

September 17, 2022 |

HDPE Bottle number (that the Participant has been dosing from)

Does this Bottle number match the expected number provided by the MetaSite?

Yes ® No*

Number of tablets remaining

Does the number of tablets remaining match the expected number?

Yes ® No*

p
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Notes

The bottle was almost full.
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Details

Receptive

Expressive

Written

Personal

Domestic

Community

Relationships

Play and leisure

Coping skills

Gross motor

Fine motor

Internalizing

Externalizing

Critical items

Summary

On-device processing for . - ,
Ability to visit patients at

score calculation and privacy | ,
their locations (DCT

management

Behaviour scales

Inclusion criteria check

Behaviour scales Total score: 120

Details

Respondent's name Jane Pena

Relationship to Examinee Mother

Receptive Section score: 10

Question Score Est

1. Looks toward parent or caregiver when hearing parent’s or caregiver's voice.
2. Looks toward parent or caregiver who is gesturing to get his/her attention.

. Responds upon hearing his/her name called (for example, turns toward
speaker, smiles).

. When parent or caregiver looks or points at something, looks in that
direction.

. Understands at least 10 words.

. Responds appropriately to at least three basic gestures (for example, head
nod for yes, head shake for no, hand out for give me, reaching, waving,
clapping).

. Understands the meaning of no.




Clinician - Patient
experience
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N B Create and manage ClinRG,
PRO, ObsRO and other

forms completed at the site.

Create and manage ClinRO,
PRO, ObsRO and other

forms completed at the site.
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o Create and manage ClinRO,
" PRO, ObsRO and other

forms completed at the site.

eCOA Designer
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Patient Cloud

ao : [IEE

Rave EDC

At - v 9o« RO Bt +

Other...

o

1 |

@ % Pl / CRC, Nurse, Other Site Staff
&

Tablet app, fill in ClinRO
and PRO forms.

Electronic data capture
system. Record all data
from patient visit

activities.

Imaging, eConsent,

Sensor Cloud etc.

Patient

myMedidata

Smartphone app and
web for PRO forms.

Patient Cloud

— — —
e g e
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Tablet app (available at

Pt prae w

a site only) for filling in
PRO forms.

Paper forms

Filling in paper forms

at a site.
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Create and manage ClinRO,
PRO, ObsRO and other

forms completed at the site.

Create and manage ClinRO,
PRO, ObsRO and other

forms completed at the site.

Create and manage ClinRO,
PRO, ObsRO and other

forms completed at the site.
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Designer

2
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Study Builder, Data Manager

Replace Rave Architect.
Manage SoA, trial forms

etc...
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Study Builder, Data Manager

| STUDY START UP

Designer

Replace Rave Architect.
Manage SoA, trial forms

etc...
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Study Builder, Data Manager

@ % Pl / CRC, Nurse, Other Site Staff
/<

Patient Cloud

Tablet app, fill in ClinRO

| STUDY START UP

Designer

Replace Rave Architect.
Manage SoA, trial forms

etc...
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and PRO forms.

Rave EDC

At - v 9o« RO Bt +

Pt Ot Tont

,,,, Electronic data capture
system. Record all data
from patient visit

activities.

Imaging, eConsent,

Sensor Cloud etc.
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| STUDY START UP

Designer
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Study Builder, Data Manager

Replace Rave Architect.
Manage SoA, trial forms

etc...

@@ Pl / CRC, Nurse, Other Site Staff
D

Tablet and smartphone

companion app




Study Builder, Data Manager

STUDY START UP

Designer

Replace Rave Architect.

Manage SoA, trial forms

etc...
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@ % Pl / CRC, Nurse, Other Site Staff
&

Patient management

Medidata app

. |2 Bl Taoblet and smartphone

companion app

Patient

myMedidata

Smartphone app and
web for PRO forms.

Patient Cloud

s o s - ®
i o == st v =
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Tablet app (available at

a site only) for filling in
PRO forms.

Paper forms

Filling in paper forms

at a site.
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Study Builder, Data Manager @ %- Pl / CRC, Nurse, Other Site Staff

Patient

| STUDY START UP

Designer

. Smartphone app and
Replace Rave Architect. ,
. web: apply to study, sign
Manage SoA, trial forms

consent, fill in forms,
etc...

receive sensors etc.

II
Tablet and smartphone

companion app
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@ ﬁ Pl / CRC, Nurse, Other Site Staff
/<

Tablet and smartphone

companion app
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Things under
design &
development today




Medidata LIVE

Inclusion/Exclusion Criteria video visit
Patient details

Visit notes

T Nomal v A

Consenting wit]|

TI-E

e Schedule and manage video visits

between site staff and patients

p
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Patient Management

Using the Multiphase Optimization Strategy to Adapt Cognitive Processing ...apy

Next best actions

ACMH Hospital

Theresa Webb
#101595

Q Marvin McKinney

My patients

Q Searchb

Medidata App

< Visit details

g Eleonor Pena

L Profile details [o Visits

. Anna Joya &  #101581
#101568

A Loremipsum @@ Prehenderiture A Culpaquiofficialap @ Elitsedvo f Deseruntmoliita @@ Sedvo Elit © rPrehenderiture @ SedvoE

| . I
9101 } ? 53

-+ Add patient

ION FLAGS
£ Lorem ipsum
A Excepteur +1
& Excepteur +5
« Registered 2. Consentec A Reprehenderit +1
» Invited - 8 Laborisnisi  +12
y Invited = Con ing fi Deserunt mollita
f Elit sedvo

A culpa qui officialap

e Search patients and view patient profile
e Add patients to study

e Add paper consent form

e Countersign consent form

e Withdraw patient from study

* Manage sensors

e Activity log

Eleonor Pena
& oo
Screening visit 1 UPCOMING ( Visits o
c' Marvin McKinney . VISIT NAME
ext day follow up visit (Vax...
Screening visit2 OVERDUE Next day follow up visit (Vax

’ 1 week follow up visit (Vax 1)
Jenny Wilson

Vax 2

Screening visit 1 UPCOMING T

Completed €
Jesse Roper

Screening

Q Antony Cortes

21 Vax 1

Screening visit 1 UPCOMING

Jim Smith
 p—
Screening visit1 L

ﬂ Allan Freeman

e Manage and conduct patient visits

and visit activities
e Fill in ClinRO forms
e Fill in PRO forms (on the CRC device)

e Plan unscheduled visits

+ Add visit

21



Future concept first
Iiterations
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> Patients > Overview

Study group Study
Study group A Low oxygen environmental chamber in...

Overview Profile details  Visits Documents  Data capture

Alison Smith

ID: 345252 9 Female 27 YRS

© Adverse event

Site ® Patient
ACMH Hospital Alison Smith

The reaction of the immune system to the drug was discovered according to the results of a blood test. Please take all necessary action as soon as possible

Review event

Alergies & To-do’s s

MEDICINE Penicillin

((-)) Szen%or D 4

(*) Unregistered sensor HIGH

Sensor for the patient is not registered
Patient #101567

ACCOUNT REGISTERED
Register sensor

CONSENT SIGNED

Statuses

(7] Upcoming visit MEDIUM

SENSOR NOT REGISTERED Fill out the forms

Patient #101567

Conduct visit

Upcoming visits

Sort by date v

Screening
Field ordinal test, hours test, vital signs and 6+ activities

May 13, Friday 09:00 - 09:30 GTM
View details
Visit 1
X-Ray and hours test

Aug 24, Monday 11:00-12:00 GTM

View details

23



p
2S MEDIDATA

Home
Studies
@i Sites

Patients

(?) Help

a Brian Jones
4L
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Hello, Brian!

My to-do's by priority

High
Medium

8 Lo

To-do's @)
I Open queries 50 ) Overdue tasks 15 ™ Upcoming visits

VISIT PENDING MEDIUM

Eh Eleonor Pena visit #2 is pending
. Patient 101568

Patient management > TS-2021

COUNTERSIGN HIGH

Countersign patient’s HIPAA and ICD documents
Patient 101572

Patient management > T7S-2021

UNREGISTERED SENSOR HIGH

Register patient’s sensor

V)
h\ Patient 101567

Patient management > Safety and Feasibility...

Last login: June 7, 2022 12:35 PM

Patients by flags

Countersignature needed

P ¥
I
[ 'F:Hh”’)”‘W‘,T:UI virﬁn _

Countersignature needed 1 A Unregistered 30

OPEN QUERIES HIGH

» Resolve query "“Please verify date of visit”
Patient 454455

Rave EDC > TS-2021

SENSOR MISMATCH MEDIUM

Contact patient about not using their sensor correctly
Sensor mismatch

Patient management > Rehabilitation After Br...

OPEN QUERIES LOW

s« Resolve query “"Metrics differ from the source”
Patient 775345

Rave EDC > TS-2021

Hello, Brian!

Last login: June 7, 2022 12:35 PM

My to-do's by priority

42

High Medium @ Low

Patients by flags

Sensorm ssing |

No account

Countersignature

needed

Upcoming visit

10 15 20

Patients number




Conceptual design
focus areas
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¥ Site

== Bedsite (site)

M Home

User Persona

@ Clinician
= Nurse

B Rater

& |n-Home Health Nurse
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Site visit
experience




Victoria checks her schedule She looks through the activities Victoria starts making preps before
upfront to find out what visits are needed for a patient visit to ensure the visit, e.g. book X-Rey scan, CT,
planned for the next few days. everything is well prepared. List of order ice for blood samples etc.

activities is normally printed from
the study protocol.

/775 MEDIDATA 46



Victoria calls the patient to ensure
they are ready for the visit and
reminds them on the preps
needed.

p
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Patient visits the site.

Patient meets with the clinician
and site staff.
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Victoria checks for any adverse

events since the previous visit and
does the physical exam (regardless
of protocol specifications).

p
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Clinician goes through the order of
visit activities as specified in the
study protocol.

Clinician goes through ClinRO
forms required for the visit and
enters data to the EDC system or
into the paper forms.
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Patient goes through the PRO
forms by using the tablet provided
by trial sponsor.

p
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Clinician and patient agree on the

date and time for the next

scheduled visit.

Clinician or nurse receives the
results of the tests and enters them
to the EDC system.

55



Home visit
experience




Peter is checking the ToDo list from Peter goes patient by patient and Peter ensures he has all the
the Medidata app. He has 3 patient checks the required activities necessary equipment and things
visits scheduled for tomorrow. during the visit. needed for the upcoming visits.

7S MEDIDATA 57



Peter calls patients to confirm the
time of the visit during the day.

p
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When he gets to his car, he checks
the patient address from the app
and launches the nav app to help
him get there. He also calls the

patient again to inform about
arrival time.

Peter arrives to the patient house.

58



Peter meets the patient and walks Peter does the physical exam and Peter launches the app to go

them through the details of the other tests as needed during the through the required ClinRO
visit and procedures. visit as the first thing to do. and PRO forms during the visit.
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Once all activities are done, Peter
completes the visit from the app.

p
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Peter opens the app and launches
the address of the next patient.
Usually he has 3-5 visits a day.

Peter shares the details of the next
steps with the patient and leaves
the house. He informs the site

about visit completion.
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User interviews key
insights




Margaret Shulman

« Registered nurse with 46 years

of experience

« Visiting nurse for clinical trials in
Jan - Jun 2021 in Massachusetts

2
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ALUNMNI 4
ASSOCIATION |

Paisha Andersen

« Registered nurse with > 10 years of

health experience

« Visiting nurse for clinical trials in Oct
2021-May 2022 in Washington state

Viktoriya Khomenko

 Clinician with 19 years of experience in

conducting clinical research in Ukraine

in many roles, including Pl and rater

Is a psychiatrist but has been involved
in research for psychiatry, neurology,

rheumatology and gastroenterology

Y



Interviewee

2
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Problem

Upcoming visits schedule is a key data point that both the nurse
and the PI/ Clinician use before and on the day of the visit.

Visit activities are used all the time, before and after the visit and
are even carried around in paper form as a cheat sheet.

It is not uncommon that paper forms are used but since the
Covid-19 epidemic they are taken pictures of and uploaded to
software.

It is crucial to know about patient’s special medical conditions
and chronic illnesses when preparing for the visit.

Patients ALWAYS forget their passwords/PINs. Calling the help
desk to reset patient password takes too much time.

Solution

Visits sorted by due dates.

Visit information includes the checklist of
activities from the clinical protocol.

Letting the clinician attach documents and
photos to a visit / visit activity / digital form
keeps documentation organized.

Allergies is an example of a field that can be
included in brief patient info.

Security questions/OTPs are a secure and quick
way to reset password/ PIN.

63



Interviewee

2
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Problem

In case the clinician is managing organizational chores like ice
ordering and delivery services, they rely solely on their memory /
setting up reminders manually.

Unscheduled visits are approved by the CRO individually due to
budgeting and sponsor requirements. Approval process is done via

email.

It is the clinician’s duty to teach the patient to use a device for PRO
completion, even if they are afraid to use the technology or have no

such experience.

Solution

Notifications based on user personas / roles.
The Pl might remember an administrative task while
the nurse would be reminded to call the patient and

prepare them for sampling.

Unifying the entire job-to-be-done under one
umbrella, eg recording an AE, creating a draft AE visit,
getting CRO approval, scheduling and conducting the
visit, all within 1 app.

Introducing patient / clinician onboarding to the app.
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Design Evolution



7= MEDIDATA

o ——— 7= MEDIDAT A e 7:;/ MEDIDAT A
P /\cg ks TZ}o\IZL&j e Tg\LQ \z TZ}OW‘»H B [ : ! ‘
(1l Dashbosed g 1 F (2l Dashbores . 17 1l DashboarDd 5y * |ID ) Prded Vive | |3
n | |
L\ Stoupies \\ % Stounies (L\ LT\ S+oupies D | ¥ o\S6é @E\eoma\?@p\m | ot
— — I
%{ S‘IJFES (\_/ = Si"_es J Eﬂ S;’s_es T ‘ M : 3 [
ﬁi{ PA,\:.QU%S &\’ Ps.r\r'ne,u%s _&‘"{ Pb\—\-\e.v‘!s E_’ ‘47 | \Olgé:}'{‘ @ AUV I‘)\c \(mvm’ |
® HQ\P e @ H‘E‘—\P ® HQ\P 0 ‘i lolStb ‘\ ® \Bﬂm\{ Wikom ‘
_,_-——~—T"”_'J_ | T
\ !
v “ 106%¢C | ® igge Qo?exz \
@ ?eczwlfg AV (r ) ( g) q J @ paCQ\/\)fS A ftﬂo _ DO g C% %) @ Qe_cem‘\g v ‘ ‘ | T ‘
e < \ ‘
Zi Paticot Vst 820 = L ﬁ_ Poticot Vst 820 E_ Poaticot Vil 820 D | ol ‘@Av\\'vm} Comkrcs :
(C;) Cousse. zes;s,*ulﬁov @“"ﬁ*p e o (:) Coume ze\cj;s’ru.lriw (:) Ceuse zej}s*ulnou ————‘v —— — @ | ‘ :
A Bl vk @€ L Elesnst Ei, X Bt viek @R 7 Bent viek QI | sz | @ Diel Locee) | :
‘ | .
e - ‘ | \0\SHZ | AT \‘)\ia\a@\ ‘ \ s
gt | | M
L__/’ \/ ) “ 1ol Sh) | @B\M M Dowl ;
\ \ \ “
i ammc AN /4—\\ O | 1o1$60 ‘® gﬁ\eab\ D’Cm“dﬂ ‘ “. :
S N e omon R
| @ B&Zimd Jo\mes 55,53‘ @ SB’\AU JoLnes ZC}? ‘ | @ SQ\AU \So\wnes SIC}\S\ | 2 |y’ | @ Sumw ng“’) ‘ ‘ :

p
2S MEDIDATA




p
2S MEDIDATA

A Home
/L Studies
) Sites
23, Patients

(2 Help

a Brian Jones
4L
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Hello, Brian!

My to-do's by priority

High
Total

4 2 Medium

8 Lo

To-do's @)
I Open queries 50 ) Overdue tasks 15 ™ Upcoming visits

VISIT PENDING MEDIUM

Eh Eleonor Pena visit #2 is pending
. Patient 101568

Patient management > TS-2021

COUNTERSIGN HIGH

Countersign patient’s HIPAA and ICD documents
Patient 101572

Patient management > TS-2021

UNREGISTERED SENSOR HIGH

Register patient’s sensor

V)
h\ Patient 101567

Patient management > Safety and Feasibility...

Last login: June 7, 2022 12:35 PM

Patients by flags

Non-compliant

= i
Sensor missing §

Countersignature needed

|
L
l'{:HA”)”‘W,T:J} \JiLSH _

Countersignature needed 1 A Unregistered 30

OPEN QUERIES HIGH

» Resolve query "Please verify date of visit”
Patient 454455

Rave EDC > TS-2021

SENSOR MISMATCH MEDIUM

Contact patient about not using their sensor correctly
Sensor mismatch

Patient management > Rehabilitation After Br...

OPEN QUERIES LOW

s« Resolve query “"Metrics differ from the source”
Patient 775345

Rave EDC > TS-2021

Hello, Brian!

Last login: June 7, 2022 12:35 PM

My to-do's by priority
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High Medium @ Low

Patients by flags

Sensorm Ssing

No account

Countersignature

needed

Upcoming visit

10 15 20

Patients number

3
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75 MEDIDATA Hello, Brian! Q Search

My Patients

PATIENT NAME PROTOCOL ID STUDY ID NEXT VISIT

= Patients
Q. Search by name, ID

(?) Help

101567

101568

101561

101562

101563

101564

101565

101566

101569

101570

101571

101572

101573

101574

101575

101576

@
@

=
|

CT-3501

CT-3502

CT-3501

CT-3501

CT-3502

CT-3501

CT-3501

CT-3501

CT-3501

CT-3501

CT-3501

CT-3501

CT-3501

CT-3501

CT-3501

CT-3501

TS-2021

TS-2022

TS-2021

TS-2021

TS-2022

TS-2021

TS-2021

TS-2021

TS-2021

TS-2021

TS-2021

TS-2021

TS-2021

TS-2021

TS-2021

TS-2021

Screening visit 1

Screening visit 1

Screening visit 1

Screening visit 1

Screening visit 2

Screening visit 2

Screening visit 2

Screening visit 2

Screening visit 2

Screening visit 2

Screening visit 2

Screening visit 2

Screening visit 2

Screening visit 2

Screening visit 2

Screening visit 2

Overdue

Overdue

Upcoming

Upcoming

Upcoming

Upcoming

Upcoming

Upcoming

Upcoming

in 7-10 days

in 3-5 days

Upcoming

in 3-5 days

in 3-5 days

in 3-5 days

Eleonor Pena
g ID: 101568
Upcoming visit

Due in

Protocol ID

@ Marvin McKinney
ID: 101570

Upcoming visit
Duein

Protocol ID

Jenny Wilson
ID: 101571

Upcoming visit
Due in

Protocol ID

Screening visit 1

UPCOMING

TS-2021

Screening visit 2

OVERDUE

TS-2021

Screening visit 1

UPCOMING

TS-2021
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My Patients

Q, Search by name, ID

Eleonor Pena
g ID: 101568
Screening visit1 UPCOMING

‘g Marvin McKinney
ID: 101570

Screening visit 2 OVERDUE

Jenny Wilson
ID: 101571

JW

Screening visit1 UPCOMING

Jesse Roper
ID: 101591

JR

Screening visit1 UPCOMING
Antony Cortes
ID: 101581

Screening visit1 UPCOMING

El Jim Smith
" D: 101556

Screening visit1 UPCOMING

e Allan Freeman
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TS-2021

TS-2021

TS-2021

TS-2021

TS-2021

Eleonor Pena

ID: 101568

2 Profile details

Visits €

VISIT NAME

Next day follow up visit...

(e

1 week follow up visit (Va...

Vax 2

Completed &

VISIT NAME
Screening

Vax 1

Visits

STATUS

SCHEDULED

SCHEDULED

SCHEDULED

STATUS

COMPLETED

COMPLETED

Patient profile

DUEIN 1
UPCOMING
IN 1 WEEK

IN 2 WEEKS

COMPLETEDON 1

10.04.2022

15.05.2022

TYPE OF VISIT

Site

Site

Online

TYPE OF VISIT

Site

Site

+ Add visit
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Upcoming visit

Due in

Protocol ID

\R Marvin McKinney

ID: 101570

Upcoming visit
Duein

Protocol ID

Jenny Wilson
ID: 101571

Upcoming visit
Due in

Protocol ID

Screening visit 1

UPCOMING

TS-2021

Screening visit 2

OVERDUE

TS-2021

Screening visit 1

UPCOMING

TS-2021
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