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Agenda = Build flexible studies to
manage protocols with
multiple cycles and/or
multiple arms

= Manage large number of
AEs

Manage List of Tumors
on Assessment Forms

Manage Local Labs
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Overview
> In Oncology Studies, there are frequently repeated
cycles L
( \
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| Ongang ¢ #E & Corcamitam Meds |
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» The number of cycles is not always known in
advance

> The start of a new cycle may be subject to
conditions depending on information recorded at
current cycle

Overview

> AEs are more difficult to handle for Oncology
studies, as:

v"The number of AEs is usually very high

v The same AE may occur several times during
the study

> Lab data is frequently collected via Local Labs

v The OC Lab system does not allow to handle
easily Local Lab Assignment

> Some data is usually collected repeatedly, e.g.
tumor measurement, and requires multiple entry of
the same information

> Unplanned data is frequently collected
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Building Flexible Studies

v Create Intervals

v Define DCI Rules & Interval Rules
v Access to Events and DClIs in RDC
v Manage unexpected DCls

v Calculate & Validate Expectedness of
DCls and Events

Flexible Studies

> Studies in OC may be setup as Flexible in order to
allow the creation of interactive DCI Books:

v'DCls and intervals may be set to accessible to
the User in RDC depending on the Data entered
in previous DCIs or intervals

> In order to use this functionality:

v The Study must be marked as flexible (before
Data Entry started)

v'The needed Intervals must have been created in
oC

v'DCI Rules and Interval Rules must have been
defined in the Enhanced DCI Book

Life Sciences Expertise
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Creating Intervals

> Intervals may be created from the Easy Study

Design screen:
_Ewli | Sawn|

Evanis | Croatn PP | Debete PP | Display PP

SRy s

!

0aon
» Or from the Intervals menu

vﬁ'—nmn red Shes

Dt

Creating Intervals

> Intervals in OC consist of phases that may contain
Periods and Sub-Periods:

Phases: Dosing Maintenance

C O C O
Periods: Dosing 1 Dosing 2

C OC J
Visits: Visitl  Visit2 Visit3 Visit4

> Periods and Sub-Periods are optional within
OC/RDC but may be useful when setting up
Flexible Studies

Life Sciences Expertise
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Creating Intervals

» Periods and Sub-Periods are created from the
Phases screen if needed

Wb S gl i (| :

Mach | Sem| Sugh S Tainh Rewguees)

> All types of Intervals (Phases, Periods and Sub-
Periods) may be used to define Interval Rules

Life Sciences Expertise 9

Make a Study Flexible

> Studies are made flexible upon creation:

> Or later in the Conduct - Security - Clinical
Study States screen:

> This setting cannot be changed once Data Entry
already started

Life Sciences Expertise 10
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Enhanced DCI Book

> In flexible studies, Visits and CRFs are displayed
dynamically in RDC depending on data previously
entered

» The Enhanced DCI Book screen allows DCI Rules
and Interval Rules to be defined:

v'DCI rules allow to enable individual DCls
v’ Interval Rules allow to enable one or more

S patten intervals o ——————
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Interval Rules

> Interval Rules are created to:
v Either enable one or more intervals
v"Or skip one or more intervals

> The Interval Rule can be based

v Either on presence of any data on a certain DCI
(=Trigger DCI)

v Or the response to a non repeated question
having a DVG attached

> Any DCI may be selected as a trigger DCI

Life Sciences Expertise
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Interval Rules

Choose the action tobe
performed _—

And the appropriate Interval(s):;

« And DCM, Question and Value if appropriate
| To define the condition under which the Interval

should be displayed
N

I + Select the Trigger DCI

Life Sciences Expertise 13

Interval Rules

> Example:

v The presence of the “Course Assessment” DCI
at a certain Interval enables the next Interval

2o
& o - T L —————
 —
S o LI-0 - 8-F 8B L 3
i e, DA~ Wiig. st Ve Deo AR P B
COUNSET ASSEISMENT
e | F D of G fFo-T2713] y
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et o Fyogrenman JTSIET)
Any AZ 1 twe Courmn? (7] Yem
(L

[_:n:m

Life Sciences Expertise 14

Life Sciences Expertise

OHSUG 2013



Oracle Clinical Documentation

Interval Rules

> Example (cont.):
v Define the corresponding Rule in the DCI Book

< Ty > Towst
Pt & et
mw/ Tt O
o FaRVi G e - S o
fcouer fo v | o AL s T

When data is present on the
‘ Course Assessment Form

The Next Interval
is enabled

v Note that [any data] means “Any Response”, a
DCI marked as blank would not enable the next
Interval

DCI Rules

» DCI Rules are created to enable one or more DCls
v Either within a Visit
v"Or across Visits

» Definition of DCI Rules is similar to definition of
Interval Rules

| D1 St Bk 026001
| - [ Pve— Poy Targe
| o T e e

03 pie Cwew e - o= Se o Sy ool
|5 R o i ~par o o7 vieaton SRR
P RELEGrT Con B pv Lmnn, e e G I YRT ® 0 r KEeiiasinr veie M-S

! - T

s — ==

| i For DCI Rules, only DCls : S
13 L 2 containing non repeated The same Target DCI -
’ 2 questions with DVGs may be cannot be selected for ==
o selected as Trigger DCI more than one DCIRUIE
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Interval and DCI Rules

> All possible Interval Rules and DCI Rules cannot
be defined using enterable questions:
v"Rules for which the Trigger Question is a
numeric value or a Date
v'Rules based on multiple conditions, e.g.
+Enable DCI when Question A=Yes and
Question B=No
+Enable Next Interval if all mandatory CRFs
have been completed
v'Rules based on DVGs in repeating Question

Groups
> In such situations, Derived Questions may be used

Example of a DCI Rule

> When data for a new Patient is entered:
v Initially only the Eligibility and randomization
CRFs are displayed:

Carebonm Soreactstert
wt ot Pirin Petmme: [T R
retam tre
Cobect Pathents sl v [Sa] | asevwarege | At ither Page
Fatire Day 14
Do Moot vl MasceSer YL BgSoten  Mieseso  OoddSer Sl

Sefert C. Masber ™

v'If all Inclusion Criteria are answered Yes and all
Exclusion Criteria are answered No, then all
CRFs in the Screening Visit are enabled

OHSUG 2013

Life Sciences Expertise



Oracle Clinical Documentation

Example of a DCI Rule

> Include a Derived Question (with a DVG) in the
non-repeating Question Group of the Eligibility
DCM

Example of a DCI Rule

> Create a Derivation Procedure checking whether
all Eligibility Criteria are answered as expected

8 r:n'.rlm CRTZRMA SOHELG1S 3] i CIOHiREO0N L Cucks £l sighiy sIiwm wv wwawnt 34 e

. Set the Execution Context
EaN | S| Chaimpe Stady GG Deleis oo Duer e o Code to ON-LINE/DCM !

> Include the two Question Groups in the procedure
> Create two User Variables

Initial Value reset to O
for each new Patient

Life Sciences Expertise
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Example of a DCI Rule

> In the Custom Code, count the number of “correct”
responses in the repeated Eligibility Criteria

Contnms Cadn for Frocsdurs TLRIILITY CRETUMA.

> At the Detail level, assign the value of the User
Variable to the Derived Question

Sivsits (st

' FRELETALS

0 CUALTYING WALTYINCLUSION st if BORSES=E T_hete are 3 |nC|US|0_n
$4 CORTN = COUNT. B+ & St Criteria and 3 Exclusion

malil O VNG VOMLLE=TX0LISION osd Lo g . P .
e AN / Criteria in this Study

i

WOOUNT B =B fus NOLUTION = YER obia MCLLZSION = WO, end 2

Skl e

Example of a DCI Rule

> Define the DCI Rule in the DCI Book:

v"The remaining DCls should be displayed only
when the derived value is set to Yes

{ DO Ao b o
Vi Touget
Dvater D07 T ¢ vty
oM/ W Aswir Tuge Dlln)w
oa Lo due S o Y re—res D
™ I T r . =

This DCI Rule only '
impacts the first
Visit of the Study

"~ Selectal DCIsto |

be collected at Visit
Day -14
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Example of a DCI Rule

> All CRFs for the Screening Visit are displayed in
case the Eligibility Criteria are entered as expected

o

Scfent Potiewts andh. Tererass Pemsy Diote Beert = l-.. A N Fage Al (1Thes oy
Fatent By A4

bt [ Wb by Prpue i D e e Mt
£ 1 1
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Example of a DCI Rule

> Otherwise only Randomization CRF is available

Sedent Pabents .. Serai Mt e bt A st Page | | A b Puge
0 | semzvaee
Porsent By 14
Setert L Sawier S Deww Mot Pwywed Mnerts TS tgSoee Meoecter DwMSer  Reed
o 2. i
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Validate the DCI Book

» Once the Enhanced DCI Book is created, and
DCl/Interval Rules defined, the DCI Book must be
validated
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Validate the DCI Book

> If any error is found:

/A error message ¥ ...I :;:I::Ii:;: e Bl F WL "W Yl i i o o s

is displayed

v The findings can be reviewed
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Validate the DCI Book

> In case the DCI Book is valid:

1T aldil Baok wak Bl

> The Validation Status is updated

Nanw Qralveryen Denat® Vdeas Bma  Sara Donesent
D 2P foees | v &3
| { r |
| i # :
| [ = !
“ B { r i
!
\ EE—
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Access to Events in RDC

» Once Interval Rules are defined in OC, only Visits
matching these rules are accessible in RDC

> Example: R
- - \ [ 2 e ;m.x-
v For Patient X1 s i -
uu:—.lul--'....‘v - =
sebent 5 : ™~ oot e s
v For Patient X3
A et
C o e B ...\..’
T
S0 g e = e
| B = [ i =
A = = = B
* .I 28
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Access to DCIs in RDC

> Once DCils rules are defined, only DCIs matching
the rule are accessible in RDC

Pathert Oay 34
Select £ by iy Oeems et Pyt s
a4 U = 1 I?_:] : . : rg
A : K =3 B
A B
g [ 2 M .
I & N < |2 B
& ™ @ i . 3 E{’
: / I
Unexpected
Expected DCI 1 DCI non expected DClI entered
entered based on rules

Expected DCI '
not entered yet

Unexpected DCls

> Unexpected pages are managed via the DCI Book

Ext | Sawe! ChangoStudy | Nowgator | Coosiioiis  IntervalRules | DCiRules |

Maintain DCI ook Constrains lor Book BOOK1

Unplented Use Aliywed If 03t bsted 2oiow? ™
Flanres Use Prlerst
OCt Mame o Yook Version
e {ELGBLTY CRITERW - LRRENT
[cEmocRAPHY 1} = CURRENT
o v, SCURRENT
Use these two flags to indicate whether s Povamenos
unplanned use is allowed: i > T
+ Entry of an unplanned page for a visit s e
« Entry of a second version of a planned & j- .
page as a subevent o
Fc =
.

+ [RANDOMZATION

Back  Save
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Unexpected DCIs

Lanrbind wmradelanet
ot P Palsewt Vi Leseheck: ¥ Yom 2
Patweda i v
Seboct Patinnts sl | e 5ie Pate v [G2] | sscvnre
- l - -
Fetient
bt Nesiber oy - Mt
¥ L —
v A = [
a =B 2

> To add unexpected DCls in RDC:

v'Select the Patient and
v Click on “Add Visit Page” or “Add Other Page”

Add a new version of a DCI that
was planned at this visit and
that has already been entered
(new subevent)

Add a DCI that was not
planned at this visit

Life Sciences Expertise

Calculate Expectedness

> The expectedness of DCIs based on the defined
rules is automatically calculated when data is
entered or modified

> Itis also possible to re-calculate the expectedness

of DCIs manually

Eopmomenesd Doturenstus Cares
00 Basks -
. Curwet Bk
- Ak e Coren
Ean

Paowriy

© A P

Oy Pawets By
T vedee

oo
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Verify Expectedness

> The information related to the DCls, Visits and
Intervals expected for each Patient is stored in the
three tables:

Table Name
PP_EXPECTED_INTERVALS Planned Intervals for each Patient
PP_EXPECTED_CPES Planned Visits for each Patient
PP_EXPECTED_DCIS Planned DCls for each Patient

> Note that:

v The corresponding Audit Trail is stored in the
tables [Table Name]$JN

v Equivalent tables exist in Test Mode ([Table
Name]T)

Verify Expectedness

> These tracking tables can be used to produce
reports verifying which pages or events are

expected for a given patient: 'PP_EXPECTED_DCIS |

_ CLINICAL_STUDY_ID
CLINICAL_STUDY_ID PATIENT_POSITION_ID
PATIENT_POSITION_ID CLIN_PLAN_EVE_ID
PLAN_INTERVAL_ID DCLID

BYPASSED_FLAG CREATION_TS

CLINICAL_STUDY_ID
PATIENT_POSITION_ID
CLIN_PLAN_EVE_ID
BYPASSED_FLAG
LAST_EXPECTEDNESS_MOD_TS

Life Sciences Expertise

OHSUG 2013
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Other flexible features

v Define conditional Blocks in Data
Entry Layouts to restrict data to be
collected

v Display the Interval in addition to the
Visitin RDC

Conditional Blocks

» Conditional Blocks can be setup for Conditional
Branches and Indicator Questions in order to
display in RDC only the Questions that should be
filled in

> Example:

Amvewrrnre Ows

[ 4 SSTCHOTHONC THILS TREATMENT HST0aY

P S 3 g B ]t g e e

v

D | o || e | e |

N The Drug Treatment History

block of Questions should only

be displayed when the “NONE* = —
check box is left blank

Life Sciences Expertise

OHSUG 2013

18



Oracle Clinical Documentation

Conditional Blocks

» Define the “None” Question in a non repeating
Question Group

- ——pomz

Note that for OC Studies you would defi i
branches, but for RDC Studies only the
not always displayed should be d

Life Sciences Expertise

37

anditional Blocks

Create the correspc
Conditional Bloc

Note that the Condi
Blocks may apply
several pag

Life Sciences Expertise
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Conditional Blocks

SRV TSP ORI TRRA TR b TONT The repeating QG

D

SIS v——— weswe [| €= (displays if the NONE
e | box is unchecked
A ——

|
i
i
{
i

If NONE is checked__:'/

the repeating QG is
not displayed

Life Sciences Expertise 39

Display the Interval in RDC

> Flexible Studies allow to enable/disable Intervals to
match Study Protocols based on multiple courses

v"However Data Entry is still done at the CPE level
and not at the Interval level

> To facilitate the entry of data, the Interval can be
displayed in RDC

Erpaemontns W Saes
Erchedie

SPagart Postions
E-Tust » Sudy Dexgrt

#‘W

3
‘!
.

b 2300 Form Local S300y Sen?

*51'1” Shaty Sattnge

g B
ctc‘ctv‘oti
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Display the Interval in RDC

€ S TN YO Prr—
ORACLE ROC Onwme

ks 34 30 Sy

- “8  The Name of the Interval " " «
is displayed here

J

D S ] asdneram >

pen 4 | Smectinnn
at BV E: R 8 B £ B B B2 B-
s B W N N 2 £ 8 B
a0 M 2 3 & -
s BW 0 8. £ g
ac B8 0@ F -
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Assign DCI Book to Patients

v A DCI Book must be assigned to each
Patient for RDC Data Entry

v Several DCI Books may be created
for complex study Protocols

Life Sciences Expertise 42
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Studies with multiple Arms

> Designing flexible studies is a way to handle
studies with complex protocols

> However depending on the complexity of the DCI
and Interval Rules that need to be created, it is
sometimes difficult to setup a DCI Book that
matches the study Protocol

> Itis possible to create multiple DCI-Books in a

study and assign the appropriate book to the
Patients

v"Assigning a DCI Book to Patients is required for
RDC

v This can be done manually, or via a procedure

Studies with multiple Arms

> Example:
Age
1. <50 years —
A %“?
= B N
Size of primary tumor =
1. Zlem o
2. xlcmand £25cm IM Trectrment A
2 %5 +
Prior treatment with X)X . Treatment B

1. No
2. Yas

Create one DCI Book for each Arm,
and assign the appropriate DCI Book
to the Patients based on the Data
collected at Screening or Baseline

Life Sciences Expertise
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Assign a DCI Book to Patients

> The usual way to assign a DCI Book to Patients is

to use the Patient Positions screen:
v Either enter manually the DCI Book name for

each Patient PatomPostman o Sty 501
ETR ™ S — e
o W hedifs BeBOde e be Amed g

{0 T i
E TN W

(Mark Sees | Geis 00 Bk Weghe

v Or Use the “Assign DCI Book” button
D=t ——

Assign a DCI Book to Patients

» This usual method is not convenient when the DCI
Book assigned to the Patients depends on data

collected

> In this case it is possible to assign a DCI Book to a
Patient using a Validation Procedure

Procedure Mava
JON UNETCM

=

(B | Sewn| ChaageSudy  OGew  Detalls Sy Ui et Van Custem Code)

Yemien ﬁn!u Evac Contoxt rescng
B }"‘-.’.:un; DS Book to Patwre

| 0C1_BOCK |ORSUG1Z
- l - |
. AEESS———————— v

Life Sciences Expertise
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Assign a DCI Book to Patients

> In the Custom Code use the procedure

set_patient_book provided by Oracle and apply
any needed condition

[ irtir st vomsibs emtos ia eo3nn e x]

Camturs Code fer Troceders 2C1 HOOR

Assign a DCI Book to Patients

> The Detall line of the Validation procedure should
not generate any discrepancy:

> Set the Execution Context field to the appropriate
value:

Life Sciences Expertise
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Manage Adverse Events

v The number of AEs per Patient may
be very high

v This may cause troubles when
designing the AE form and when
updating existing AEs

Manage AES

> The first concern regarding Adverse Events is how
to setup the forms:

v Create one form per AE and one Visit to collect
Adverse Event seems the easiest option

+However this means that new AEs are
created with new subevents, which means the
maximum number of AEs per patient is 100

v Create one AE form with multiple repeats is a
good way to handle data when the number of
expected AEs is high

+However designing such a layout with many
guestions and repeats may be difficult during
setup and data entry

Life Sciences Expertise
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Manage AES

> The first concern regarding Adverse Events is how
to setup the forms (cont.):

v Create several AE forms or collect AEs at
multiple Visits (for example one visit per cycle)
seems a nice setup alternative

+However when updating AEs (entry of
resolution or followup information) the site
user may have troubles to find the correct AE

2t Vit P atrorer [ t
Patierte
Sodect #atioets and_ . E A et Ay Ak 1
Potoss Unsval label VAT ASverte | vt
et L Neerbes -~ ~Y AL ~ ~aA LA}
A = =i Bz B =}

Manage AES

> The Special Listing View in RDC allows to review
all AEs and retrieve a page that needs to be

updated ORACLE ROC Onsite

o | Canebockn | Review | Bepgonts

> Select the Patient and the type of data you want to

review: UL IL L ——
Doy OMSUGI0L ) e 226310
L1 Seah
Patwrt | “ largTow MEIRARAL/E -
The Special Listing >
View only displays data Any data collected on
for one specific Patient a page that is coded _
may be displayed Click on Go

OHSUG 2013
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Records may be sorted . —

Manage AES

» All AEs for the selected Patient are listed:

FILDORA 8.0 | AL for Pabest K1
Vst I
Rasre Dute Marme Verbatwn Terms - Ausfary Inforwrtion
ACATSIE SVENTS  D2Aug- 2013 AL rEAACT Sre s arry A T | Dermaa AZ - Peaat | AL
e s Seop 3 ifetanors 27510

IGOMOA

5
m m

by clicking on the
header (e.g. Verbatim At

Term or Visit Name) AEL
|- ——-
ADVESZE SNy ¢

ShnyX1 1

AOVESSE EVENTS I A XY AL 3 pesms

= Once the CRF to be updated is |
& identified, data can directly be
updated from this screen

“"= " All data entered for | -
wwcig  the AE is shown

A = ACES SI0MaH B8
S A e S AN R g

> Alternative solution: Create a new Activity to be
displayed on the Home Page

Manage List of Tumors

v At each cycle there is usually a tumor

assessment form listing all tumors
previously evaluated

v This list is usually entered manually,
but may be derived (if not batch
loaded)

Life Sciences Expertise
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Manage List of Tumors

> The Tumor Assessment CRF usually looks like this:

A RTINS 8 e 0S| e |

T er— - MmN v HaBH

TUMOR EVALUATION
Lemon Oue ot Nooa of Lt
Nevter  Desophonof Lesion  evahunos Neasyemes S
Tl e 1 Bl 35 = 1 B
£J | - | B=-54] | F 1o
Z/PW | Fre=] oS 1 .i_]""
This information is re- | ¥ '
| w0
entered at each cycle = .

Life Sciences Expertise 55

Manage List of Tumors

> If the data is batch loaded, it is easy to incorporate
a preprocessing check verifying that the Lesion
Number, Location, and/or Description are
consistent across cycles

> However when the data is entered manually, it
would be more convenient to be able to enter this
list only once and then display automatically the
information on further cycles

v Default Values cannot be used for that

v’ Create a Thesaurus DVG would not help to
ensure that the data is properly entered at each
cycle as the data depends on the patient

Life Sciences Expertise 56
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Manage List of Tumors

> Create a derivation procedure might help, but:

v Either the Site User enters the assessment data
without seeing the Lesion Description, as a
derivation procedure can only be executed when
saving the page

v Or the User opens simultaneously a previously
completed Tumor Assessment form to view the
Lesion details

TH A W

= Next Cycle

First Cycle
Bbanse | o |

Manage List of Tumors

» To create such a procedure:
v Create two subsets for this DCM

Sl Lrped
DOW by v e
romce_ssicames 1 v Tass)

:l.'__ ['_ AH:I‘..‘

[T w0 ABEERE

v'Subset 1 is used to collect the initial data:

Pogamd  Cakel ot

O tep nocw " "
Caton My Gl Denan S SaE D Tea mmgm ot D)) Erfauent g
N JOtess ‘< 0 vy X ) b
’ g - Data is entered in the enterable g g :‘ g ]
*_DWTE . - &
B ST questions _ B 5 = 5 %
1 * And also derived into the W (7] [ (7] »
¢ corresponding derived questions ¥ i i | L
- v Vv e I I ')

v'Subset 2 does not use at all the two enterable
guestions

Life Sciences Expertise

OHSUG 2013

29



Oracle Clinical Documentation

Manage List of Tumors

> When creating the procedure:

v Set the Execution Context to “ON-LINE/DCM”:

\/Include the Question Group twice (once for the
initial data and once for the new data):

‘:" B L
Al '. o Bt MQ- m*m \n-ocu.-m-u-
I‘I'  ———
FD - ’Y\ = T r »(l’\ T_SM =

\/Include the 4 Questlons in each Procedure QG:

Ok hse W gl hy-eodt
eed ik w

Manage List of Tumors

> When creating the procedure (cont.):
v"You need to create two User Variables:

}vu-m o... L] u’n.., Wl Ve Dowrr
£ DeS

TUN - VRO |
}

W - e sase ; | | r

v Assign a value to the User Variables in the
Custom Code: [

{- e oot

P TUMOVESIT SUMEIER = | thew hage

LES uu—k TUM LESION MUVEER
LES w TUN LESION DESCMPTION
e

e 31y

Les ittct: = POV LSDON_NUMEESE DTN
LES_[R5C = PREV IZSON DESIRSNON I
et ont 1

) i Crder®  Dlemestion Curstion Exprassion
v"And define the Details: [

1 LM LESION_MUWBER C | LES_NUMEER |
7] TLN LEEION_DEECRIFTE | LES_DESC

Life Sciences Expertise
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Manage List of Tumors

» Once the Site User enters new Tumor Assessment
data and saves the page

TH A N

> The Lesion information previously entered is
automatically populated:

Manage Local Labs

v Lab data is frequently collected via
Local Labs

v Assigning the correct Lab when

having a long list of Labs is a difficult
task particularly if done in RDC
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Manage Local Labs

> The management of Local Labs may be facilitated
by using Thesaurus DVGs and restricting the
values displayed to the current study and site
v'Define a Thesaurus DVG Listing Labs by
address and link Labs to Sites by location (e.qg.
country, state..)

v"Add a Question in the Lab DCM having this
Thesaurus DVG assigned

v The Site User will see only the list of Local Labs
(or enter a new Lab name)

v'Then derive the selected Lab Name (if found in
the DVG) to the Lab field in the DCM Header

Manage Local Labs

> Example:

|
In this example,

“Local” means “in the
6, ~1 same country”!

v"And define the matching Thesaurus DVG in OC:
L -
sy | 1 Vit bt e Wit
e b St L e o T ]
Doty Ty CF Loy D Lol S Chatiod Py wwm |
Wt Lot Vs s L e e

i
|
i

Do .
-
T e

1
L8}
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Manage Local Labs

> Example (cont.):

v'In RDC, the Site User can select a Lab from the

P I L T T = o —————
List: E===u .

| Aanmcne Lot W -
LABCRATORY

v"A Discrepancy is created when another Lab is
entered manually ==

U

Y PR

Manage Local Labs

> To fill-in properly the Lab field in the DCM Header:
v"You need to use a Validation Procedure

v Enter the SQL code populating the Lab field

based on the entry of the Site User in the
Custom Code

v’ Leave the Lab field blank in case a Thesaurus
DVG was created upon Data Entry

v Create a Detail that does not produce any
discrepancy (e.g. Expression = false)
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Isabelle.Laugel@LifeSciencesExpertise.com

Biography

> Isabelle Laugel has a background of
mathematician and software developer specialized
in security of computer systems and optimization

> She is working in the pharmaceutical industry since
15 years and provides training, validation,
consulting and support services for Life Sciences
applications and business processes to
pharmaceutical companies, medical devices
companies and CROs of any size worldwide

> She founded Life Sciences Expertise in 2011 in
order to share her experience in Data Management
and Drug Safety
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