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ltemsto present...|

Overview PAREXEL’s Laboratory Services

How do we work with CDISC Laboratory Standards?
Short Overview about the “2 Lab standards’ in CDISC
PAREXEL Implementation feedback

The Future...
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Whoweare.. |

PAREXEL's
European Clinical Logistics Center

» |ocated in Berlin, Germany

 operating unit within Clinical Operations (Monitoring).
WETIRES &

 coordinating and organizing the whole process

e from provision of diagnostic supply material

e Uup tothe provision of clean |ab data results for clinical data management
and clients

In close cooperation PAREXEL’ s own L aboratories/Pharmacies and our

Partners.
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he Laboratory Network...|

PAREXEL’s own Laboratories and partners in Europe
Austria, Germany, France, Romania

ROW ©
South Africa, Australia

and

Client’ s own Laboratoriesin
Austria& UK
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L aboratory L ogistics Services...|

Courier Management 14 i
. Courler

L aboratory M anagement —
i : LL]
. : Transport control (Inv. -> LAB) >
Lab Manuals : Result distribution to Investigator LL]
*SUPPLY/LAB-KITs : |_aboratory Data Management
*Request Forms : 4 i h
«Transport Control Forms <
al
o .
3 Investigators I
,bg) <« \ 4 >
Samples j

Local Lab’'s Central Lab
Analytics Analytics
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Has CDISC any influence?.. ]

 None of the Laboratories deliver datain CDISC LAB format
or CDISC SDS/LB table format right now

 Two Clients have asked for CDISC SDS LB data

e Do you speak like an native English Speaker?
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CDISC LAB Format...|

FIELD MAME REQD |SAS DEFAULT MAX | DATA |EEPLANATION |SUGGESTED
VARIABLE REFPRE- LEN TYPE CODELIST
MAME SENTATION

Good Transmission Practice (GTP) Level

siudy Level

Site Level

Dvrestizator Level

Suhject Level

Wizit Level

Accession Level

Record Type Level This level reguired
Basze Specimen Level

Base Test Level

Basze Result Level

11 levels of data

*93 variables to be filled per record

DATA |EEPLANATION SUGGESTED
CODELIST
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CDISC SDSYLB Table Format...

Approximately 40 variables focus on Clinical Data Management,
Biostatistics and Reporting

2.2.3 The Findings Observation Class

1"1131-: 2.2.3: Flndlngs — T:}plc and Qualifier Variables, One Record per Finding (--TESTC Di

--TESTCD Short Name of “h: .‘:hurt character value for --TEST used as a column name when converting a
urement. Test or dataset from a vertical format to a horizontal format. The short value can be
1 up to 8 characters. Examples: PLATELET, SYSBP, PR, EYEEXAM.

Name of Measurement, Char® | Verbatim name, corresponding to the topic
Test or Examination 1 to obtain the measurement or finding
Blood Pressure. PR Interval. Eye Ex:
If the value of --TEST 1s modified s
modified text 1s placed here.
Used to defin
URINALYSIS,

sed to define a further ¢ zation level for a group of related records.
mple: DIFFERENTL:
Position of the subject during a measurement or examination. Examples:
SUPINE. STANDING. SITTING.
Class that 1s involved in an event or measurement from
ample: the Primary SOC in MedDEA.

Result or Finding 1 Chs: Result of the measurement or finding as oniginally received or collected.
Original Unats
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How CDISC LAB & SDS/LB helped?...|

*\We build up an Web-interface to an analytical LAB in Germany.

Basic functionality:

eBarcode Process for each lab sample implemented at PAREXEL & LAB
«Study Nurse still has to enter Patient |D on sample |abel

«Sample will be scanned at Analytical LAB, ID datawill be captured
*Validation aertswill be tracked

*Analysis gets started

L ogistics Managers clean the ID data in the meantime on-line (if required
before analysis)

*Download of the data after analysis

*CDISC LAB format contains ca. 90 % of Variables for data exchange
*Perfect Basis for a System specification
*We finally split into arelational DB model for processing
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How CDISC LAB & SDS/LB helped?...

Phase III System (P3S) Peter Knieling (pk)

| Eingang | Laborfreigabe | Alerts | Environment | Besultate | Mismatches | Missing | Studieninformationen | Upload Menil / Logout €

i_Resulta'zlte

Study 12001 '1 Process I:I Screening I:l PCode l:l Gender |all m
Center I:I Yisit I:I Random I:l WTCode l:l Alert ignore | * i
FollowUps |all 'i LabID I:I MatNo l:l AexCode |either 'i

[p)fsegr::iﬂ:ze 10 already downloaded ieiiher '! Result ready |ves 'i

Suchfelder zuriicksetzen Download

| Anzahl der Ergebnis-Datensatze: 135
lvon 14 == =]
Study Center Process Visit Sequence Random Screening Initials Birthday WITCode WTPlabel ResChar ResMum Unit RefRange Abnormal Remark Gender

1 01 u] 123 01001 29.10,1945 NMHCT  Hematocrit 24 24 11 0034?5_ H

GOT (45T,

Bl o1 123 01001 29.10.1945 GOTA 270

20 LA 5.0-34.0 H
33,0

01 123 01001 29.10.1945  CREA Creatinine urnol,1 970

LOL-

o1 123 01001 29.10.1945  LDLK chalesteral

mmalfl 0-3.90

02 123 01001 29.10,1945 MNHE Hemoglobin g/l 1237193
0.36 -
0.45

93,05
970

=] 123 01001 29.10,1945  MHCT  Hematocrit I/l

02 123 29.10.1945 Creatinine Ll

3 123 29.10,1945 Creatinine
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How CDISC LAB & SDS/LB helped?...|

Phase III System (P35) Peter Knieling (pk)

Eingang | Laborfreigabe | Alerts | Environment | Besultate | Mismatches | Missing | Studieninfor mationen | Upload Menii / Logout €

‘Mismatches

Einschrankungen

i cleared
Studyno | 12001 1 Processno |:| Visit |:| Error Code |:| I =y
Einschrinkungen aufheben Download

anzahl der ausgewshlten Probleme: 12

S Clear Status
i dr dr
Filter by ?7? Detected Studyno Processno Visit Error Code Error Info Cleared MOD USR

IIIE.EIEu.EIS 18:37 jwh
Process 26.05.2005 10:14 12001 Gender: F --> M i

Error Bearbeiten —

02.06.05 18:37 jur
Process 26.03.2005 10:31 4509 Streeningno: 01003 —-> 01004 E——— 5

Errar Bearbeiten -

02.06.05 18:37 jw
Process ehiBa 20051050 e Birthday: 10.12,1960 > 10.10.1969 [Tast PR z

Errar Bearbeiten -
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A successful futurefor CDISC LAB...|

e CDISC LAB should consider the balance between biopharmaceutical
Industry, CRO’s & Laboratories

* Most databases work in relational or object models; thisisin contradiction to
CDISC LAB exchange format

e Eliminate redundant data in the current LAB structure

« Recommendation: split (Lab Data, Reference Ranges Data) and Methods
Data consequently

e Many of unused variablesin DB implementations

» Specific mandatory flags/descriptions: Selection of variables according to
the needs of special users (sponsor, provider e.g.)

» Thisallows project specific views to the data.
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CDI SC brlngsthe World together...|
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