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Thank you for joining. We
will be starting shortly.
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Data Cuts vs Data Variance

Data Cuts

Used to focus your data review
on a specific subset of data.
Typical use cases include:

Target a specific review
milestone

Focus on a defined patient
population

Monitor issues and queries
for a subset of data

Reuse complex filters

Data Variance

Used to identify what has
changed Iin your study's data
between two points Iin time.
Typical use cases include:

Review only newly imported
data

Identify changes made to
the data since last review

Track deleted records
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Data Cuts: Creating vs Using

Creating a Data Cut: Using a Data Cut:

= Requires the Data Central Designer = Requires the Data Central
privilege | privilege

= Advanced Filters must already be
defined o Only the enabled Data Cuts are

= Only 3 Data Cuts can be made available for use
enabled to use at a time, although = User can select one of the three to
more than 3 Data Cuts can be apply
created

— *a Data Central eCS-D5-001 Data Central ~ W= g

* The Data Cuts icon always displays, even if Data Cuts are not available.
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Create a Data Cut

Create the
Advanced
Filter

Data Central ~ V= {0

Data Cuts

Enabled

Enable up to 3

o Site
-

et Lips

Disabled €3

gy
*~*  Last Updated: 04

+ Add Data Cut

Open Data Name your Enable the
Cuts > Add Data Cut Data Cut
Data Cuts

Add Data Cut

* MName

Description

Enable and Dizable a Data Cut

To ensure optimal performance Data Central will only allow three data cuts to be enabled at a fime.

Enable - Once prep his will be available to be applied in Data Central,

@) Disable- Thizs wi ad in a list of possible dats a for this study.

* Advanced Filter

Select the
Advanced
Filter

Save the
Data Cut




Use a Data Cut

o e [ DetaCut e 13 +
SLIL B AE"DAT)?_UZ‘IJ‘G1!'IG| x| Default * L@@

Data Cut Apglied : :
Subjects €ZD : TE+AMDEBQ®B X S HLBA®B X

Clean Status Subjact i FirstDoseDate DerivedStatus DatecfinformedConsent MostRecentd Site Subject Folder Farm Field Label Log #

<l 0001-001 2071-01-15 Off Study 2021-01-05 2021-10:10 Mansfield Hospital  0001-002  C1DB Chemistry (limited) LBYN Was Serum Chemistry Sample Colle
=, 0001-002 2021-02-28 Off Study 2021-0215 2021-07-06 Mansfield Hospital 0001010 SFU Survival Follow-up SFUDAT Date of Follow-up
=, 0001-003 2020-02-14 Off Study 2020-02-02 2020-06-06 Mansfield Hospital 0001010 SFU Survival Followup SFUDAT Date of Fallow-up
g =, 0001-004 2021-03-09 Off Study 2021-02-16 2021-10-06 Mansfield Hospital 0001002  C1D7 Pharmacakinetic Blood Sample PCHND not dane
O p e n D a ta 578 1 =, 0001-005 2021-04-01 Off Study 2021-03-13 2021-07-22 Mansfield Hospital  0001-00Z  C1D71 Fharmacokinetic Blood Sample PCTIM time of sampling
6 = 0001-006 20210220 Enralled 20210115 2021-07-03 Mansfield Hospital  0001-002  C1D1 Pharmacokinetic Blood Sample PCDAT date of sampling
C u S 1 2 0001-007 201-07-22 Off Study 2021-07-01 202203-16 Mansfield Hospital  0001-002  C1D1 Pharmacokinetic Blood Sample PCTIM time of sampling
= 0001-008 2071-02-25 Off Study 2021-02-05 2021-09-26 Mansfield Hospital 0001002 C1D1 Pharmacakinetic Blood Sample PCDAT date of sampling
=, 0001-009 20720204 Off Study 2022-01-14 2022-09-30 Mansfield Hospital 0001002 C1D1 Pharmacokinetic Blood Sample PCTIM time of sampling
=, 0001-010 2021-03-23 Off Study 2021-04-02 20210812 Mensfield Hospital 0001002  C1D1 Pharmacakinetic Blood Sample PCDAT date of sampling
=, 0001-011 Off Study 2021-05-22 Mansfield Hospital  0001-002  C1D1 Fharmacokinetic Blood Sample PCTIM time of sampling
S 0001-012 Off Study 20210517 Mansfield Hospital  0001-00Z  C1D71 Fharmacokinetic Blood Sample PCDAT date of sampling
= 0001-013 Enralled 2023-04-01 Mansfield Hospital 0001-002  C1D1 Pharmacokinetic Blood Sample PCEXTIM | Time of dose prior to PK sampling
2 0002-001 2021-01-08 Off Study 2021-01-01 2021-10-02 Mansfield Hospital  0001-002  C1D1 Pharmacokinetic Blood Sample PCEXDAT = Date of doze prior to P¥ sampling
= 0002-001 2071-01-08 Off Study 2021-01-01 2021-10-02 Mansfield Hospital 0001002 C1D1 Pharmacodynamic Blood Sample = PDEXTIM  Time of dose prior io PD sampling
=, 000z-002 2020:01-15 Off Study 2020-01-02 20200813 Mansfield Hospital 0001002 C1D1 Pharmacodynamic Blood Sample  PDEXDAT = Date of dose prior to PD sampling
=, 000Z-002 20210318 Off Study 2021-03-15 2021-07-23 Mansfield Hospital  0001-010  SUBJECT  Study Drug Dosing EXDEWK  Dose Week 4
=, 000Z-004 20Z22-08-24 Off Study 2022-08-04 2022-11-03 Mansfield Hospital  0001-010  SUBJECT  Study Drug Dosing EXDOSE Dose 3
=, 0002-005 20zz-08-11 Off Study 2022-08-22 202z-11-21 Mansfield Hospital  0001-010  SUBJECT  Study Drug Dosing EXREGCH =~ Has dosing regimen chenged since| 3

S e I e Ct th e = 0002-007 2021-01-21 Enrolled 2021-01-01 2021-03-03 Mansfield Hospital  0001-010  SUBJECT  Study Drug Dosing EXREG Doaging regimen 2

G == + %0 @ @8 X||lssues D & D - B82BO®B X

Site Subject project SiteNumber SiteGroup InstanceName Issue I y Domain Site ID Subject ID Visit ID Status Priority Izsue Text Due Date

Mansfield Hospital  0001-007  eCS-DS-001 0007 World Adverse Event 259 it 0001 Canceled Moderate  march22 128ep 20
260 ity 0001 Closed Moderste  discuss with CRA 13 Sep 20
00a1 Clozed Moderate  review for accuracy 11 Sep 20

0001 Closed >4 Moderate check on sae report 11 Sep 2(

Cancelad Moderate  review for accuracy 13 5ep 20

Cancaled Moderate  discuss with CRA 11 Sap 2(

Canceled Moderate  march22 128ep 20

Canceled Moderate  dizcuss with CRA 138ep 20

Cenceled  Moderate  review for accuracy 11 Sep 20

Canceled Moderate  check on sze report 11 Sep 20

R 2 Sit
.
eVI eW it Caneeled Moderate  review for accuracy 13 Sep 20

Canceled  Moderate  discuss with CRA 11 Sep 20
d .t 2 7 Sit Canceled  Moderate  study teamito conduct an addiio.. 11 Sap 20

yO U r a a 2 Sit Closad Moderate  march22 12 Sep 20
2 Sit Closad Maderate  discuss with CRA 13 Sep 20

Canceled  Moderste  review for acouracy 11 Sep 20
Canceled  Moderate  check on sae report 11 Sep 20

Cancelad Moderate  review for accuracy 13 Sep 20
Cancelad Moderate  dizcuss with CRA 11 Sep 20

Hovering over the Data Cut outlines BE e e
the listings affected by the data cut.
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Data Variance: Enabling vs Using

Enabling Data Variance: Using Data Variance:

= Requires the Study Configure = Requires the Data Central privilege
privilege = Define the date /time range

= Enabled from ETL tab in Settings = Records highlight, if criteria met

= Each Data Store must be enabled B Highlight New Records

. Highlight Updated Records

= Display a listing of Deleted Records

Clinical: AE m TeviEn m

* The Data Variance icon only displays if it has been enabled.
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Use a Data Cut

Open Data

Variance

Select the

date range

or to show
Deleted
Records

Review
your data

Clinical: A

0

oM Y POR

Site

Mansfield
Mansfield
Mansfield
Mansfield
Mansfield
Mansfield
Mansfield
Mansfield
Mansfield
Japan

Japan

This example only shows updated records.

i
Subject

997-0001
997-0001

S997-0001
S997-0001
S997-0001

998-0065
998-0065

project

eC5-MEDWDEMO
eC5-MEDWDEMO
eC5-MEDWDEMO
eC5-MEDWDEMOD
eCS-MEDVDERMO
eCS-MEDVDERMOD
eCS-MEDVDERMOD
eCS-MEDVDERMOD
eCS-MEDVDERMO
eCo-MEDVDEMOD
eCo-MEDVDEMOD

3 05 B

>

SiteNumber SiteGroup

World
World
World
World
World
World
World
World
World
World
World




Can | use both together?

While often used together, Data Cuts and Data Variance solve different problems:

Feature Purpose

Data Variance What Changed? Shows new, updated, and deleted records between two points in time.

Data Cuts What data do | want to review? Filters the study to a predefined subset of subjects or
records.

1. Apply a Data Cut for all subjects included in an interim analysis.

2. Turn Data Variance on to review only the changes made to those subjects since the
last review cycle.

Using both together allows reviewers to focus on the right subset of data
and only the records that have changed, making data review more efficient.
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