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The first challenges to study design can
emerge as early as the project planning
phase.  Recruiting enough suitable
patients or test persons, for example, can
be complicated and confusing. CentraXX
Trial offers a solution which improves

Rule-based and individualized study
processes can be created using the built
in rights-based control, eCRF

Designer and randomization functions.

access

While collecting study data, the user works
via intelligent forms, which they may
view and edit according to their specified
user role. Validation rules from simple to
very complex and automatically detected
discrepancies are integral parts of CentraXX
Trial. This leads to significant improvements
in the entire workflow and data quality. Data
entry is verified automatically and CRFs can
be finalized, released, reviewed, or locked
depending on the role of the user.

Task lists and statuses allow the processing
status of each patient to be checked at
any time. In addition, the CentraXX study
module can always be linked to all other
CentraXX system modules so that, among
other things, the creation and receipt of
sample collection kits is documented and
so that the medical data already known to
the study participants can be used directly.
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patient analysis and makes recruitment
more effective. CentraXX Trial can map all
relevant points of study design (including
eCRF modeling) from population-based,
health care-related, and clinical studies.

A prerequisite for campus-wide or cross-
site recruitment is the registration and clear
presentation of all available content in a
web portal. In the central Study Register,
various study profiles from a variety of
departments can be flexibly displayed and
managed according to the designated rights
of the user. The inclusion and exclusion
criteria of all studies are structured, as
much as possible, so that these criteria can
be compared with the entire patient/test
person population in CentraXX in order to
promptly find potential study participants.

Would you like to find out more about the
CentraXX TRIAL/CTMS? Or are you already a
CentraXX user and would like to integrate
this module into your existing CentraXX
architecture?

Then please contact KAIROS >info@kairos.us

NOW IS THE TIME. > kairos.us
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CENTRAXX" TRIAL OVERVIEW

PHASE 1  Project/Study Definition

CentraXX has a lot to offer from the moment
of defining the study and study criteria.
Combining this information with available
data through queries, searches and analyses
helps evaluate the feasibility of a study.
CentraXX users can determine the number

Tool-based study preparation in CentraXX

of participants in comparable past studies
and assess how recruitment would have
turned out in the past. This allows users to
eliminate "low performing clinical trials*“
during the study definition stage.
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PHASE 2 Releases

As soon as studies are approved by the  will be able to access them anytime and
ethics committee or by a sponsor, the  anywhere.Userscanthendesignthe consent
corresponding documents can be added to ~ forms structured in the system.

the study and selected project members
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Structured recording and presentation of declarations of consent
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PHASE 3 Project / Study Initiation

Using a web-based administration tool,
CentraXX users with minimal IT knowledge
can manage the study participants and
resources for a study without long delays.
The CentraXX Study Register allows all

Edit study - NCT021435570004 (Dietary Treatment of Infants With Chylothorax)

—
\‘m Paediatrics

ode: NCT021435570004 automatically

ietary Treatment of Infants With Chylothorax

I content
| |

¥ General Information o)

Last updated: 2014-05-21 | @)
Name: Dietary Treatment of Infants With Chylothorax
Startdate: 2014-0521 & @)
Number of recruited persons: 16
Goals: Supportive Care
Short Name; DTIWC
Further general documents: DGBT_IC.pdf
ClinicalTrials.gov identifier: NCT02143557
Brief Summary: 7Chy\othurax oceurs in ~3 to 5 % of infants undergoing cardiac surgery. ~
Standard treatment requires discontinuation of breast milk feeding,
due to the abundance of long chain triglycerides, and transition to a
medium chain triglyceride (MCT) based formula. Objective: To
v
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authorized persons immediate access
to important study information such as

inclusion and exclusion criteria.
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¥ Results to Date

Result 1.: | Infants in this arm of the study were fed their own mother's breast milk whe [
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Result 2.: 2 fed a MCT-containing medical food which is the current standard of care. [
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Structured recording and presentation of studies in the study register
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PHASE 4  Patient Recruiting

advanced
admission

CentraXX Trial contains an

recruiting tool. Anonymous

data is queried and patients are displayed
anonymously by the system as study
participants at any time if they correspond
to the inclusion and exclusion criteria. Users
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can draw the attention of the attending
physician to a study and ask for support
with recruitment.
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Anonymous representation of suitable study participants
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PHASE 5 Project/Study Implementation

The eCRF Designer is the central element of
the CTMS. It allows for flexible design of the
forms required for study documentation.
CentraXX Trial supports the entire life cycle
of electronic Case Report Forms (eCRFs) from
signing, testing and use to archiving and
subsequent versioning. This functionality
and life cycle approach is tightly integrated
with the many other tools and functionalities
and reflects the CentraXX implementation
concept. The eCRF-Designer is linked to the
Workflow/Rules Engine and Data Dictionary,
as well as additional essential functions
such as:

> Discrepancy Management and

Reporting

CRF-Monitoring

Job- Controlled Review
Documentation of Adverse
Events

In addition to the documentation and
monitoring of the study, it is always
important  to management
information. If users want to query and

receive

analyze important key figures for all studies
in an institution, the CentraXX reporting tool
can help.

E
i
;
:
!

x_
=t

&3 Demeashies v a8 = ot

a ot i Cancons Medicaten (1] s 00

L] {Eor and Concomiant Wedbcaten (1) (] ] K4

2 Errenansy v . 0o

- st and Cancomat Medicaten (11 @ w w_
Buisies Envomrens Doty LA SRR X_a2

- ‘Eaters Cupstoraa e v aK_tn2

- [ v 15

0 Basetne Enolers Dot L4 %1

b Eatent Questorname ki Medciien L "

5 Fnora0d Carcemiant Medaten 1) X

2 Demoguactcs L 1 SK_004

2l Demoguehes (] ,

% EBaspine Enioamem: Lta v

% Daygire Loremmert Uita L4 RN

o "

£ ‘Sutie Cwaton Tupcian (1) *

™ » .

0 Satiact Dirsicn Teackin (1 '

e acien (1)

E
<
TEERRRRRESZ

?
i
EL)

Folow 1o wvihiamers Foliew up Vi 2 Esparemartsi

Presentation of validation violations in already documented eCRFs
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PHASE 6 Study Results

Study results are not presented in silos.  similar results. This way, users can carry
Rather, they are viewed alongside results  out the important benchmarking for further
from previous and ongoing studies. This  studies in the CentraXX system.

allows for a comparison of studies with
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Presentation of study results in graphs and tables
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PHASE 7 Release of Results

In the end, the user wants a very simple  daily clinical practice. This functionality
publication of their results. The CentraXX  allows users to select all important results
publication assistance works similarly to  and export them for use in other software
the description of the findings written in  solutions.

Verification of the results by the user
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44l Biinding <) Pianned number of participants 4 study type
 Double or multiple Placebo 54 interventional
Double or multiple Placebo 1050 interventional
' Double or multiple Placebo 300 interventional
Double or multiple: Placebo 150 interventional
Double or multiple Placebo 86 interventional
Double or multiple Placebo 280 interventional
Double or multiple: Placebo 10 interventional
Double or multiple Placebo 50 interventional
Double or multiple Placebo 70 interventional
Double or multiple Placebo 278 interventional

|| Double or multiple Placebo 50 non interventional
Double or multiple Placebo 2000 interventional

Single blinded Placebo 200 non interventional
Double or multiple: Placebo 90 interventional
Questionable Placebo 520 interventional
Double or multiple Placebo 100 interventional
Double or multiple Placebo 150 interventional

Double or multiple Placebo 500 non interventional
Deuble or multiple 140 interventional
e CREF T T : :

Presentation of the selected study results for export for further use in other software
solutions
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