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Introducing targoDoc — Login

Login secured system with different user groups:
targoDoc
Investigator
Assistant / Study Coordinator
Monitor

Loginname

Plea_se use an up_-to-date version of ) .
ol i Mot e Reading Center
... and more

Impressum  Kontakt
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P targomed )
Introducing targoDoc — View as Investigator / Assistant / SC y 9 :)

targoDoc @ Dashboard & Documents & Example company

Welcome, JohnDoe Investigator \/ JohnDoe Investigator (2%

Query Management 2. Example company

G
(@ rorms with System Queries E ermany

@) Forms with Unanswered Queries Enrolled: 1 Patients
Finalised: O Patients

targomef') targoDac V174 Print this page
J © 2022 targomed GmbH Imprint

Contact

18.03.2024 3



Introducing targoDoc — View as Investigator / Assistant / SC

targoDoc

Example company

4+ New Patient

Example company

Center ID: 2
No. enrolled patients: 1
No. finalised patients: 0

Country: Germany

Patient ID &

02-001

02-002

02-003

02-004

02-005

targom@

Year of birth

1968

1970

1972

1954

1960

Gender

Mannlich

Weiblich

Mannlich

Weiblich

Weiblich

Ethnicity

Kaukasisch

Kaukasisch

Kaukasisch

Kaukasisch

Kaukasisch

@& Dashboard

Operative

Eve

ou

ou

ou

ou

ou

Investigator

JohnDoe
Investigator

JohnDoe
Investigator

JohnDoe
Investigator

JohnDoe
Investigator

JohnDoe
Investigator

targoDoc w174
© 2022 targomed GmbH

&8 Documents & Example company

E v JohnDoe Investigator @

Not enrolled
Q In Progress
. In Progress, Discrepancies
() Complete and Finished

Discrepancies Status Formscompleted PDF Download
0 @  4/6(66%)
0 0  2/6(33%
0 O  26(33%)
0 @  3/6(50%)
0 @ veume)

Print this page
Imprint
Contact

targom@

Overview of all Patients from clinic site
with some of the most important
information:

Status

Treated Eye

Status of data collection
Attending physician
...and more.
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Introducing targoDoc — View as Investigator / Assistant / SC

targoDoc @ Dashboard & Documents & Example company Patient Overview Wlth a”

planned visits and other

Example company E N/ JohnDoe Investigator @ . .

S forms including

* Discrepancies
Patient |D: 02-001 Created ® Sta t U S

Year of birth: 1948 Incomplete

Gender: Male
Ethnicity: Caucasian
Date of Informed consent: 01/01/2022

C Complete, but not confirmed

@ Confirmed, but with discrepancies
. Confirmed., is being monitored

. Confirmed, with comments
Complete, signed by monitor
omplete, signed by Monitor and Inve,

e Action

Random Group: Random Group 2

Planned Visits
Visit date (DD.MM.YYYY) & Title Discrepancies Status Action

02-01-2022 Visit 00: Screening o] . &4
03-01-2022 Visit 01: Preoperative o] O E®
Not yet started Visit 02: Surgery 0 -,
Not yet started Visit 03: 4-8 Weeks Post-Operative Visit 0 -,
Not yet started Visit 04: 4-6 Manths Post-Operative Visit 0 -,
- Demo Questionnaire 0 -,

Other documentation forms
Visit date (DD.MM.YYYY) & Title Term / Reason Discrepancies. Status Action
Not yet started Study Exit Form Not set ] -,
Not yet started Generate Adverse Event/Incident - ] +
Not yet started Generate Unscheduled Visit - 0 +
Not yet started Generate Protocol Deviation - 0 +
Not yet started Generate Concomitant Medication - 0 +

targomed’ ) targoDoc v174 Print this page
_\) © 2022 targomed GmbH Imprint

Cantact
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Introducing targoDoc — View as Monitor

targoDoc @ Dashboard &8 Documents

ull Evaluation =

Site list

targome:l”)‘

Welcome, JohnDoe Monitor

Query Management @ 1. Graphics
German
@ Forms with System Queries 0
Forms with Unanswered Queries E!'lrol_led: 0 F‘atignts
_o' Forms with Answered Queries Finalised: 0 Patients

() Forms with Resolved Queries

50. Test-Center
Test-Land

Enrolled: 16 Patients
Finalised: O Patients

targomef") targoDoc V174
J © 2022 targomed GmbH

@ v JohnDoe Monitor @

2. Example company
Germany

Enrolled: 1 Patients
Finalised: O Patients

Print this page
Imprint
Contact

18.03.2024 6



targoDoc

Site list

> Study Sites > Patients

< Back to overview

Patient ID: 02-001

Year of birth: 1968

Gender: Male

Ethnicity: Caucasian

Date of Informed consent: 01/01/2022

Random Group: Random Group 2

Planned Visits

Visit date (DD.MMYYYY) & Title
02-01-2022 Visit 00: Screening
03-01-2022 Visit 0: Preoperative
Not yet started Visit 02: Surgery
Not yet started Visit 03: 4-8 Weeks Post-Operative Visit
Not yet started Visit 04: 4-6 Months Post-Operative Visit

- Demo Questionnaire

Other documentation forms

Visit date (DD.MM.YYYY) & Title

Not yet started Study Exit Form

Not yet started Generate Adverse Event/Incident
Not yet started Generate Unscheduled Visit

Not yet started Generate Protocal Deviation

Not yet started Generate Concomitant Medication

Term / Reason

Not set

targomji_‘)) targoDoe 174

© 2022 targomed GmbH

& Documents

Introducing targoDoc — View as Monitor

ull Evaluation & Site list

@ v JohnDoe Monitor @

Created
Incomplete
O Complete, but not confirmed
. Confirmed, but with discrepancies
. Confirmed, is being monitored
. Confirmed. with comments
. Complete. signed by monitor
) complete, signed by Monitor and Invs

Discrepancies Status Action
® BY

[ ] lad

@

@

L]

L]

Discrepancies Status Action

0 -]
0 @
0 £-]
0 +
0 -]

Print this page
Imprint
Contact

Patient overview with all
visits including
* Discrepancies

* Status
e Action

18.03.2024



77 targomed'
Introducing targoDoc — Query Management = 7 :)

targoDoc @ Dashboard & Documents ull Evaluation & Site list
Query Management Overview @ v/ JohnDoe Monitor @
@ system Queries @ Unanswered Manual Queries ) Answered Manual Queries () Resolved Manual Queries apply
Queries
Patient ID Title Type Count Last Edit Action
02-002 Visit 01: Preoperative @ System Query 2 08062022 @ The number on the envelope indicates, that
50-001 Visit 03: 4-8 Weeks Post-Operative Visit @ Unanswered Manual Query 1 13.07.2021 ® an open query of one of the following types
50-005 isit 00: Screening (O Answered Manual Query 1 17.02.2021 ® has been created:
50-009 isit 01: Preoperative @ Unanswered Manual Query 1 21.04.2021 ® SyStem Query
Unanswered Manual Query
50-009 Visit 02: Surgery () Resolved Manual Query 1 - ®
Answered Manual Query
02-002 Visit 01: Preoperative () Resolved Manual Query 2 08.06.2022 ®
Resolved Manual Query
tar gomeﬂ') T AL Print this page
)) © 2022 targomed GmbH Imprint
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Introducing targoDoc — Evaluation

targoDoc

Evaluation

Forms to evaluate

Planned Visits
Select all f| Deselect all
[] Visit 00: Screening (1)
[] Visit 01: Preoperative (2]

[ Visit 02: Surgery

[] Visit 03: 4-8 Weeks Post-Operative Visit (4]
[ Visit 04: 4-6 Months Post-Operative Visit ()
[) Demo Questionnaire (2 /)
Other documentation forms
Select all
[ Study Exit Form (5}
[ Unscheduled Visit1(7)
[ Unscheduled Visit 2 ()
[ Unscheduled Visit 3 (7]

[ Unscheduled Visit 4

[] Unscheduled Visit 5 (11)
[] Adverse Event/Incident 1(12)
(] Adverse Event/Incident 2 (15)
[ Adverse Event/Incident 3 (14)
[ Adverse Event/Incident 4 (15)
[ Adverse Event/Incident § (16)
[ Protocol Deviation 1(17)
[ Protocol Deviation 2 (1)

[ Protocol Deviation 3

[ Protocol Deviation 4 (20)
[ Protocol Deviation 5 (27)
(] Concomitant Medication 1(22)
[] Concomitant Medication 2 (23]
[J Concomitant Medication 3 (24)

[ Concomitant Medication 4 (25)

[J Concomitant Medication 5 ()

targom e\:—‘))

@ Dashboard ] ull Evaluation & Site list 5

£

@ v/ JohnDoe Monitor G2

Study Sites

[ Graphics (1)

[] Example company (7)

[] Test-Center (©0)

Select all | Desele

Filters

[ Include all patients, regardless if the form is started or not
[ Only evaluate forms without discrepancies
[ Only evaluate confirmed forms

[ Only include patients with a finished/confirmed
Visit 00: Screening v

[ Only include patients where the finished/confirmed form has no
discrepancies

[) Remove all dummy- & old-fields from the form

[ Export subforms (for forms where this is applicable)

Use with caution: Filters may impact performance or exclude each other.
Export-Format

Uploads
O Uploads

Files
O CSV-Table

O XLS-Table
O XML-Table

Special Adverse Event Exports
O AE Listings from AE Forms generated for all sites

ect Screening Visit and at least one Stud

Protocol Deviation Export
O Protocol Deviation Exports

for PD Deviation

t Screening Visit and at least one Study

Compliance
O Compliance Report (Please select Screening Visit)
Browser
O HTML-Output (0ne table for cach center)
O HTML-Output (combined table)
O Graphics (Legacy)
&, Generate
targoDoc V174 Print this page
® 2022 targomed GmbH Imprint

Contact

targomed’

Targodoc offers a comprehensive evaluation tool:

Selection of planned visits and other
documentation forms, Study sites

Filters to support the evaluator
Exports to different formats including EDC
data, uploaded images, special exports etc.

18.03.2024 10



Introducing targoDoc — Evaluation — Data export

targoDoc

Evaluation

Forms to evaluate

P

Select all |§ Deselectall

[] Visit 00: Screening

Visit 01: Preoperative
[ Visit 02: Surgery
[] Visit 03: 4-8 Weeks Post-Operative Visit
[ Visit 04: 4-6 Months Post-Operative Visit
] Demo Questionnaire
Othe tation f

Select all || Deselect all

[ Study Exit Form

"] Unscheduled Visit 1

[ Unscheduled Visit 2

(] Unscheduled Visit 3

[ Unscheduled Visit 4

_] Unscheduled Visit 5

[ Adverse Event/Incident 1
[ Adverse Event/Incident 2
[] Adverse Event/Incident 3
[ Adverse Event/Incident 4
[ Adverse Event/Incident 5
(] Protocol Deviation 1

[] Protocol Deviation 2

[ Protocol Deviation 3

[] Protocol Deviation 4

[] Protocol Deviation §

[] Concomitant Medication 1
(] Concomitant Medication 2
[] Concomitant Medication 3
[ Concomitant Medication 4

[J Concomitant Medication 5

targomej—))

targaboc vi74
® 2022 targomed GmbH

@ Documents ull Evaluation & Sitelist 52

Study Sites
[J Graphics
Example compa

[J Test-Center

Filters

Include all patie:
) Only evaluate fo XLS-Export

CJ Only evaluate cd

] Only include pa Form Applied Filters Date Time

Yo% Sereeni Visit 01: Preoperative (2)  » Include all patients, regardless if the form is started or not 08 Jun 2022 16:41
] Only include paf
discrepancies

) Remove all dus K
F 2 downlo e it ext 2 hours
In case of a warning in Excel, please click "yes" to continue using the file.

) Export subform:

Use with caution:

Export-Format
Uploads

) Uploads
Files

O CSV-Table
@© XLS-Table
O XML-Table

Special Adverse Ev

AE Listings fro

Protocol Deviation

Protocol Deviati

Compliance
Compliance Rep

Browser
HTML-Output
O HTML-Output

O Graphics (Le

targomed’

Example of data export for

the preoperative visit and
filter options.

18.03.2024 11



Introducing targoDoc — Evaluation — Data expor

targomed’

A B T D E F G H J K L | M o} p Q R
1 Form-Name Applied Filters Export-Date |Export-Time
Include all patients,
regardless if the form is
2 |Visit 01: Preoperative (1) |started or not 13 Jun 2022 (16:44
3
0L Master:
) ) ) Is-the |.)atient Was the aptic Biometry /
Indicate all Indicate all previous Thereisa using different nerve and nerve Keratometry -
Informed eianTed previous and and current T Medical history medications fiber layer OCT Device
Patient-ID Surgeon Country |Year of Birth|Gender| Ethnicity Consent lens Date of Visit Examiner current diseases, | diseases, conditions =y T [non-ocular) - |other than noted S — calibrated
Signed mnditiorts and | and surgeries (non- - Date diagnosed | in the sta-ndard =l .?mording .to tI'!e
SUrgeries. ocular). mrm.:ml.tant BT eyes? interval given in
medication? the user
4 manual?
there is @ medical | hypertension.
5 06-001 John Doe (02) Germany 1960 female | Caucasian| 11.01.2022 | Trifocal 11.01.2022 Dr. Doe there are none history depression 11.01.2022 no YEs YEs
there is @ medical | hypertension.
i) 06-001 John Doe (02) Trifocal 11.01.2022 Dr. Doe there are none history depression 11.01.2022 no Yes Yes
there is a medical asthma
T 06-002 John Doe (02) Germany 1952 female | Caucasian| 14.01.2022 | Trifocal AASS oo o e e e Srmsabisls o i == - e
S T u v w X Y AN AD AP AQ AR
g 06-002 John Doe (02) Trifocal 1
g 06-003 John Doe (02) Germany 1955 female | Caucasian| 17.01.2022 | Trifocal
10 06-003 John Doe (02) Trifocal 2
11 06-004 John Doe (D2} Germany 14955 female | Caucasian| 20.01.2022 | Trifocal 3
12 06-004 John Doe (02) Trifocal
13 06-005 John Doe (02) Germany 1956 female | Caucasian| 27.01.2022 | Trifocal
14 06-005 John Doe (02) Trifocal Manifest
Anterior . White-to- = Manifest |Refraction UDVA (4m)
Axial Length| Chamber Thickness White K1 (flat) Bz Axis Refraction { Spherical |UDVA (4m) 207 CDVA (4m)
Depth, ACD distance Axis Equivalent logMAR
(sEQ)
4
5 22.97 274 0 12.3 42.19 4272 106 \ 25 225 05 o
Data expOFtS as easy b Owser 6 2317 2.69 o] 123 4193 4213 129 o] \ 2 06 0.1
VieW Or downloads as EXCEI to T 2373 31 (] 118 44 35 4494 108 (] 0.5 032 0.2
H H H 8 23.83 3.17 1] 12 44 .06 4476 74 1] 1 0.6 0.4
Work on StatIStICS and analytlcs 9 22.33 264 119 43.05 43.32 26 O} 80 2.25 on 0.3
10 22.22 2.62 12.10 43.16 4372 95 ’ 25 06 (]
11 21.87 3.09 12.0 46.36 47.67 87 l 4 1380 0.75 03 01
12 2196 3.06 119 46.68 4760 98 A 15 0.75 03 0.1
13 23.08 2.89 119 44 53 45.36 91 / ] (] 04 0.4
14 23.15 296 119 4441 45.36 SV /O 1 02 (]

18.03.2024

12




Introducing targoDoc — Graphical evaluation

Evaluation

Forms to evaluate

Planned Visits
Select all § Deselect all
[ Visit 00: Screening (1)

[ Visit 01: Preoperative (2]

[ Visit 02: Surgery
[ Visit 03: 4-8 Weeks Post-Operative Visit (4]
[ Visit 04: 4-6 Months Post-Operative Visit (5]
[J Demo Questionnaire (2]

Other documentation forms
[ Study Exit Form (4]
[ Unscheduled Visit 1(7)
(] Unscheduled Visit 2 (5)
[ Unscheduled Visit 3 (7]

[ Unscheduled Visit 4 (10)

[ Unscheduled Visit 5 (1)

[ Adverse Event/Incident 1

[ Adverse Event/Incident 2 (12)

[ Adverse Event/Incident 3 (
[ Adverse Event/Incident 4 (15)

[ Adverse Event/Incident 5 (1¢)

[ Protocol Deviation 1(17)

(] Protocol Deviation 2 (1%)

[ Protocol Deviation 3 (1%)

[ Protocol Deviation 4 (20)

[ Protocol Deviation 5 (21)

[ Concomitant Medication 1(22)

[ Concomitant Medication 2 (2

)
[J Concomitant Medication 3 (24)
[ Concomitant Medication 4 (25)

[J Concomitant Medication 5 (26

targom j‘)

@ v JohnDoe Monitor @

Study Sites
[ Graphics (1)

Example company (2]

[ Test-Center (50)

Selectall f Deselect all

Filters

[ Include all patients, regardless if the form is started or not
[ Only evaluate forms without discrepancies
[ Only evaluate confirmed forms.

[ Only include patients with a finished/confirmed
Visit 00: Screening -

[ Only include patients where the finished/confirmed form has no
discrepancies

[ Remove all dummy- & old-fields from the form

[ Export subforms (for forms where this is applicable)

Use with caution: Filters may impact performance or exclude each other.
Export-Format

Uploads
O Uploads

Files
O CSV-Table

O XLS-Table
O XML-Table

Special Adverse Event Exports
O AE Listings from AE Forms generated for all sites

ct Screening Visit and at least one St

creation)

Protocol Deviation Export
O Protocol Deviation Exports

lease select Screening Visit and at least one Study S

Export]

Compliance
O Compliance Report (Please seloct Soreg
Browser

O HTML=0utput (0ne table g R center)

O HTML-Output (o0 2bic)
© Graphics
targoDoc v174 Diese Seite ausdrucken
© 2022 targomed GmbH Impressum

Kontakt

Various predefined graphical evaluations for

publications or presentations

18.03.2024 13



P targomed' )
Introducing targoDoc — Graphical evaluation e 7 :)

Graphical Evaluation

Date
08 Jun 2022

Time
13:45

Bestcorrected Distance Visual Acuity (BDVA) monocular

Generated Graphics

BDVA monocular over time
Each graph can be downloaded by clicking on it

p - = i o
Visual Acuity/Refraction: Preoperative Visit to 6 Mo MEE Always up to date, graphic
g_ exports are aligned with
Refraction over time gt currently entered data
and can be used for your
- oo final reports.

Bestcorrected Distance Visual Acuity (BDVA) binocular

Spherical Equivalont (SEQ) D]

4w BDVA binocular over time
n = pumber of patients evaluated

M Lens Z gruppe 1 [ Lens 2

n=0 n=0 n=0 n=0

Bestcorrected Distance Visual Acuity (BDVA) monoc

BDVA monocular over time

Pre Op 4-BwW 4-6M
n = pumber of patients evaluated
N Lens Zufalisgruppe 1 I Lens Zufallsgruppe 2

18.03.2024 14




Introducing targoDoc — Individual patient reports

targoDoc

Site list

> Study Sites

< Back to overview

Example company

Center ID: 2

No. enrolled patients: 1
No. finalised patients: 0
Country: Germany

Patient ID &

02-001

02-002

02-003

02-004

02-005

targomf;))

Year of birth

1948

1970

1972

1954

1960

Gender

Mannlich

Weiblich

Mannlich

Weiblich

Weiblich

@ Dashboard

Ethnicity

Kaukasisch

Kaukasisch

Kaukasisch

Kaukasisch

Kaukasisch

Operative
Eve
ou
o] V]
au

au

ou

& Documents

Inw:

JohnDoe
Investigator

JohnDoe
Investigator

JohnDoe
Investigator

JohnDoe
Investigator

JohnDoe
Investigator

targoDoc w174
© 2022 targomed GmbH

ull Evaluation

Status Forms completed PDF Download
@ 4/6066%)
O 26(33%)
O  2/6(33%)
®  3/6060%)
® Vs

=

& Site list

v JohnDoe Monitor @

Mot enrolled
c In Progress
. In Progress, Discrepancies
() Complete and Finished

Print this page
Imprint
Contact

Create individual patient reports

with just one click

targomed’

18.03.2024

15




Introducing targoDoc — Individual patient reports

Study Patient Profile: 50-006

Export Date: 06-13-2022 05:29:23 PM

Subject Information and Demographics
oD oS
Subject ID 50-006 Surgery Date (MM/DD/YYYY) 0712172021 Surgery Date (MM/DD/YYYY) 07/20/2021
Age 47 implanted ICL EDOF Toric IOL implanted ICL EDOF IOL
Gender Female Size [ Diameter 121 Size | Diameter 12.6
Race Asian ICL sphere -16 ICL sphere -16
Enroliment date (MM/DD/YYYY) 06/07/2021 ICL cylinder 1.0 ICL cylinder
ICL axis ICL axis
Subject Visit Assessment Data (OD)
Visit Visit date Study day 1OP UDVA MR MR cyl [MR axis| MRSE | CDVA UIVA UNVA" [ DCNVA [ CNVA ECC Lens Vault | ofation
(MM/DD/YYYY) (mmHg) | (logMAR) | sphere (logMAR) | (logMAR) | (logMAR] | (logMAR) | (logMAR)
Pre Op 07/06/2021 15 20 0.80 3 1.5 90 2.25 -0.20 0.10 0.10 0.30 0.00 52
target refraction
Day 0 07/21/2021 0 15 180
Day 1 0712212021 1 15 0.16 0.2 0
Week 1 07/29/2021 8 18 0.36 0.5 0.5 0.44 0.5 0.1 L
Month 1 08/22/2021 32 18 0.25 -0.25 -0.2 0.06 0.1 0.1 0.2 0.2 a0
Month 3 10/10/2021 &1 20 1.60 -0.25 60 -0.13 0.30 1.10 1.20 0.40 0.00 0.1 0
Month 6 01/10/2022 173 20 0.9 0.25 50 0.13 0.00 1.14 1.12 0.34 -0.04 55 0.2 0
Subject Visit Assessment Data (0OS)
Visit Visit dafe Study day TOP UDVA MR MR cyl [MR axis | MRSE CDVA OVA URVA E CNVA ECC Lens Vault | ICL Rotation
(MM/DDIYYYY) (mmHg) | {logMAR) | sphere {logMAR) | (logMAR) | logMAR}) | (logMAR)
Pre Op 07/06/2021 14 20 0.80 3.25 -1 2.75 -0.20 0.10 0.10 0.30 0.00 55
target refraction
Day 0 0712012021 0 15
Day 1 07/21/2021 1 15 0.2 0.5
Week 1 0712912021 a9 16 0.18 0.25 0.25 90 0.13 0.2 0.24
Month 1 08/22/2021 33 18 0.1 0.5 -1 2 -0.1 0.1 0.1 0.04 0.1 0.2
Month 3 10/10/2021 82 20 0.2 0.5 1.0 0.02 1.10 0.9 0.20 0.00 0.1
Month & 01/10/2022 174 20 1.80 0.5 0.75 013 0.30 1.20 0.9 0.30 0.10 50 0.1
Subject Visit Assessment Data (QU)
Visit Visit date (MM/DDIYYYY) Study day UDVA (logMAR) CDVA (logMAR) UIVA (logMAR) UNVA (logMAR) DCNVA (logMAR) CNVA (logMAR)
Pre Op 07/06/2021 -14 0.80 -0.20 0.10 0.00 0.3 0.00
Day 0 07/21/2021 0
Day 1 07/22/2021 1
Week 1 07/29/2021 8 0.2 0.24 0.26
Month 1 08/22/2021 32 0.2 0.06 0.1 0.1 0.2
Month 3 10/10/2021 81 1.60 0.30 1.10 1.10 0.40 0.00
Month 6 01/10/2022 173 0.8 0.00 1.14 1.02 0.34 -0.04
(S)AE
Date of the Date S(AE) Occurence (OD /1 O8 Serious? AE DD Type HRelation to MD Relation to procedure Severity
report first noticed / non ocular)
 (MM/DD/YYYY) | (MM/DDIYYYY)
0972012021 09/19/2021 oD yes adverse event anterior subcapsular opacities related related moderate

targomed’

Individual patient report

adaptable to your needs.

18.03.2024 16



targoDoc

Evaluation

Forms to evaluate
Planned Visits
Visit 00: Screening
[] Visit 01: Preoperative
[] Visit 02: Surgery
[] Visit 03: 4-8 Weeks Post-Operative Visit
[] Visit 04: 4-6 Months Post-Operative Visit
[ Demo Questionnaire
Other documentation forms
[ Study Exit Form
[ Unscheduled Visit 1
[ Unscheduled Visit 2
[ Unscheduled Visit 3
[ Unscheduled Visit 4
[ Unscheduled Visit 5
[ Adverse Event/Incident 1
[ Adverse Event/Incident 2
[ Adverse Event/Incident 3
[ Adverse Event/Incident 4
[ Adverse Event/Incident 5
[ Protocol Deviation 1
[ Protocol Deviation 2
[ Protocol Deviation 3
[ Protocol Deviation 4
[ Protocol Deviation 5
[ Concomitant Medication 1
[ Concomitant Medication 2
[ Concomitant Medication 3
[ Concomitant Medication 4

] Concomitant Medication 5

mrgome:‘)

@ Dashboard

&8 Documents ull Eve'

Study Sites

[ Graphics
Example company

[ Test-Center

Select all select all

Filters

[ Include all patients, regardless if

[ Only evaluate forms without disc]
[ Only evaluate confirmed forms

[ Only include patients with a finis|
Visit 00: Screening v

[ Only include patients where the
discrepancies

] Remove all dummy- & old-fields

[ Export subforms (for forms wher|

Use with caution: Filters may impact pq
Export-Format
Uploads

O Uploads
Files

O CSV-Table

O XLS-Table

O XML-Table

Special Adverse Event Exports

(O AE Listings from AE Forms generated for all sites

Protocol Deviation Export
@ Protocol Deviation Exports

Compliance
© Compliance Report

Browser
O HTML-Output

O HTML-Output

O Graphics (Legacy)

targoDog V174

® 2022 targomed GmbH

hin th
In case of a warning in Excel, please click "yes" to continue using the file.

Xt 2 h

Download XLS § Download PDF

Patient- Date
D report

Did this deviation adversely affect

Date of
Deviation

Patient
rights /
welfare

Patient
safety

Integrity Deviation
of Other | involved
research

data

Description
of Deviation

02-001 3101.2022

30.01.2022

yes

no assessments

Description
of Deviation

Corrective / Report
Preventative completed
Action(s) by
JohnDoe
no correction . :
investigator

In case of a warning in Excel, please click "yes" to continue using the file.

Download XLS J Download PDF

ADVERSE EVENT
Adverse gSrAE]
Patient- | o, Date first Event/ineident |\ 1 \7icIPATED
ate report N or Adverse
ID noticed Devi DEVICE EFFECT
evice Effect (UADEY?
occured in:
if "Yes®

SERIOUS

Main Criteria

1. Type of
Adverse
Event/Incident

2.1sthe
Adverse
Event
believed to
be related to
the device or
use of the
device?

3
Secondary
intervention

4. Severeness
of Adverse
Event/Incident

02.02.2022

01.02.2022 [ela}

no

hypopyon

not_related no

mild

ID

Patient-

5.10-

Exchange:

procedures:

6. Diagnostic

7. Planned therapy

8.
Prognosis

9. Adverse Event/Incident
outcome:

Comments:

02-001 no

no Diagnosti

no planned

es therapy

ongoing

unknown

no
comments

Contact

Protocol deviation reports and
special adverse event reports
for easy preview or export to
different file formats e.g., for
authority reports.

18.03.2024 17




Introducing targoDoc — Ov

& Dashboard

targoDoc

@ Dokumente

ull Evaluation

rview: out-o

& Zentrenliste

Evaluation

Forms to evaluate

Planned Visits

ctall | Desel
1% Visit 00: Screening
[ Visit 0%: Preoperative

[ Visit 02: Surgery

(] Visit 03: 4-8 Weeks Post-Operative Visit
O] Visit 04: 4-6 Months Post-Operative Visit
[ Dema Questionnaire

Other document

all

[ Study Exit Form

CJ Unscheduled Visit 1

[ Unscheduled Visit 2

[ Unscheduled Visit 3

[ Unscheduled Visit 4
Unscheduled Visit 5

[ Adverse Event/Incident 1
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A | B c D E F G H | J K L M N
1 | Patient-ID | ICF Date Preop |15t Eye| OP 1st Eye | 2nd Eye | OP 2nd Eye | 1-2 Days Postop 1st Eye | 7-14 Days Postop 1st Eye | 1-2 Days Postop 2nd Eye | 7-14 Days Postop 2nd Eye | 30-60 Days Postop 120-180 Days Postop | 330-420 Days Postop
2 22.05.2019 - 23.05.2019| 28.05.2019 - 04.06.2019 | 12.06.2019 - 13.06.2019 | 18.06.2019 - 25.06.2019 10.08.2019 07.12.2019 04.08.2020
3 | 04002 |0205.2019|02.05.2019| OD (21052019 0% |11.06.2019 22.05.2018 29.05.2019 12.06.2018 19.06.2019 24.07.2019 30.10.2019 23.06.2020
4 26.06.2019 - 27.06.2019| 02.07.2019 - 03.07 2019 | 27 06.2019 - 28.06.2019 | 03.07.2019 - 10.07.2019 25082018 22122018 19.08.2020
5 | D4-0D3 |0805.2019|08052019| 0S [25062013| 0D |26.06.2019 26.06.2019 03.07.2019 27.06.2013 03.07.2019 14.08.2019 29.10.2018 11.08.2020
6 13.08.2019 - 14.08.2019| 19.08.2019 - 26.08.2019 | 15.08.2019 - 16.08.2019 | 21.08.2019 - 28.08.2019 13.10.2019 09.02.2020 07.10.2020
7 | 04004 |26.06.2019|26.06.2019| OD [12082019| o3 |[14.08.2019 13.08.2013 21.08.2019 15.08.20139 21.08.2019 25.09.2019 05.02.2020 22.07.2020
g 27.08.2019 - 28.08.2019| 02.09.2019 - 09.09.2019 | 29.08.2019 - 30.08.2019 | 04.09.2019 - 11.09.2019 27.10.2019 23.02.2020 21.10.2020
9 | 04005 |13.08.2019|22.08.2019| 0S5 ([26.082019| oD |28.08.2019 27.08.2018 04.09.2018 29.08.2018 04.09.2019 12.02.202
10 27.08.2019 - 28 19| 02.09.2019 - 09.09.2019 | 29.08.2019 - 30.08.2019 | 04.09.2019 - 11.09.2019 27.10.2019 2020 21.10.2020
11| 04006 |14.08.2019|22.082018| OD |26.08.2019| OS5 |28.08.2019 27.08.2019 03.09.2019 29.08.2019 07.1 28.01.2020 29.07.2020
12 18.09.2019 - 19.09.2019| 24.09.2019 - 01.10.2019 | 19.09.2019 2019 | 25.09.2019-02.10.2 L6 11 2010 15.03.2020 10.11.2020
13| 04007 |20082019|26082018| 0S |17.09.2013| OD |18.09.2019 18.09.2019 25.09.2019 ﬁg.zom g 30.10.2019 04.02.2020 29.09.2020
14 10.09.2019 - 11.09.2019| 16.09.2019 - 23.09. P18.09.2019 - 154 4.09.2019 - 01.10.2019 15.11.2019 14.03.2020 09.11.2020
5 o T - TR
If an examination is "out-of-window-visit",
it is automatically highlighted in color.
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Thank you for your attention.
Questions?
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