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Partnering — Together for medicines that matter

Nycomed is actively seeking partnerships
— Co-development from early research on
— In-licensing for marketing by Nycomed
— Out-licensing where Nycomed is not present
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The R&D Operating Model — contribution of Data Science @

=
In-house Outsourced
- State-of-the-art statistical capabilities - Data cleaning process and database set-up
- For statistical input into protocol and drug outsourced (to a large proportion) _
development plans Flexible data management capacities available

for in-house processing as well as for supervision

- Maintenan f naar
aintenance of standards of Data Management CROs

« Data acquisition

« Data integration

- Study specific statistical reporting and
generation of analysis data bases

- Ensure availability of integrated clinical trial outsourced with flexible resources for CRO
data for pooled analyses supervision.
(Data Warehouse Development, operation and
maintenance)

« Data quality
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Heterogeneous Data Sources

e CRO databases
— Standardised data based on Nycomed requirements (CDISC SDTM and ADaM datasets)
— Analysis datasets in proprietary format

e Data from in-licensing partners
— What-ever-they-have structures (now and in future)

e Legacy data from two prior companies
— What-ever-we-have structures
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Clinical data warehouse / Nycomed Business scope

Clinical Trial Data is the assets of our company. To ensure
— Data security
—compliance with regulations (21 CFR part 11, ICH E9)
— And fast data availability for all data-related questions

We decided to implement a clinical data warehouse solution focussing on

e Standardized data storage (CDISC SDTM 3.1.1) to
— Ensure data integrity and allow to explore across studies
— Efficient exchange of clinical trial data with external and internal partners

e Non-standardized data storage to
— Enable fast and secure data acquisition from partners in licensing projects
— Provide a platform for storage of legacy data / databases
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Data flow and data processing 52:.'&?52??5 L ey

finalisation Data Warehouse -

COde IiStS codel.xml

Full service CRO

-
trial data Data Mgmt.+

SDTM+ADaM+ SDTM + define.xml
TFL SAS SAS
Datasets NYC .
CRO Data mgmt. CRO @
Iy -1 . SDTM+ADaM .sas7bdat Data-
. (il data > t (ow] (] (]
trial data <As E E XP import
Define.xml

NYC Mumbai CRO

Data mgmt. eecll - SDTM+ADaM Non standard
————  (Ciiniggl data > <i

trial data Gs T T | ; o] (] (]
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Dpt. Data Integration Standards

Assistant

Data Science
RDM/DA

Assistant

Biostatistics
RDM/BS

Biostatistics
Roskilde (DK)

Data Integration

Standards

RDM/DI

Data Warehouse

Development &
Interfaces

Data Management
Mumbai (India)

RDM/DW

i

1. Mainly responsible to define, develop in-house data standards based on CDISC SDTM and ADaM
2. Coordinates CRO interfaces / deliverables and processes

3. Data exchange between Nycomed and partners in particular data import process definition and
operation

4.  QC concepts

5. Data warehouse operation and maintenance
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Dpt. Data Integration Standards — the CDISC team

Role No of Tasks / responsibilities
individuals
CDISC coordinator 1 Scope, process definition, strategy, submis-
sion
""""""""""""""""""""""" 2 e« SDTMongoing and legacy
DIM - Data Integration e SDTM Phase | / PK
Manager
e Study setup 1 e ADaM/ define.xml / ODM
e Data import/export e SAS Server, batch jobs, export
e Integration/codelists * SAS QC SDTM- TFL compare
e OC *__SAS Clinical Standards Toolkit
e Maintenance _
1 e Data import and export
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Processes on study and project level

CDISC project plan .
— Deliverables, timelines, contact persons, responsibilities, process descriptions
— QC plans

e SDTM annotated CRF (aCRF)

e SDTM and ADaM specification (URS)
— Contain all information about domains, variables, computation rules, etc
— Basis to create the define.xml file

e Communication:
— ‘issue_logs’
— Emails (restricted to organisational or administrative messages )

e SAS programming: external provider are required to do all programming of SDTMs, ADaM and TFLs
in SAS. (SAS program validation acc. to provider SOPSs).
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CRO resources

NYCO resources

@ cDisc
CDISC
S DT M Study Data Tabulation Model .

Implementation Guide: Analysis Data Model: Version 2.0

A DaM m ap p i n g Human Clinical Trials Prepared by the

CDISC Analysis Dataset Modeling Team
Prepared by the (ADaM)
CDISC Submission Data Standards Team

"
QD
O
A
T

o ocitiont Data +
pecitications Define.xml

project plan

i

....... Issue log, ....]...Issue log, ........

92
2}
(<
®
@)
«Q

QC plans

QC

*Technical checks

v. Review *WebSDM reports _
Review _M .QC plan reports ]
0 approval a *Validation reports
. IC—> Continuous development of NYC-internal standards > i
13
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Data flow and data processing SAP

DM ‘ SDTM ‘ SDTM ‘
plans aCRFE

v

CRO

o
d

g S DTM ------------- . QAG e, 5 SAS
Sl e SC ; . ADaM
Clinical —bata > o EE————L_—A_—?————E _ ov ) ldatg

trial database N T
—» _ MH .>

7 o (e——
J. Sl VU :
' 0 e : :

IC .| Data

R &
---------------------------

data (Lab : "
ECG, ... i T B s T

e population flags

Define.xml Define.xml
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aCRF and SDTM define
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SDTM specs / dataset metadata

Seq. For Dataset Description Class Location  Structure Purpose
S = T = =
1 TA Trial Arms Trial Design ta.xpt One record per planned element per arm Tabulation
2 TE Trial Hements Trial Design te.xpt One record per element Tabulation
3 Tl Trial Inclusion/Exclusion Criteria | Trial Design ti.xpt One record per VE criterion Tabulation
4 TS Trial Summary Trial Design ts.xpt One record per trial summary parameter per occurrence Tabulation
5 v Trial Visits Trial Design tv.xpt One record per planned visit per arm Tabulation
6 DM Demographics Special Purpose |dm.xpt One record per subject Tabulation
7 CO Comments Special Purpose |co.xpt One record per comment per subject Tabulation
8 SE Subject Hements Special Purpose |se.xpt One record per actual element per subject Tabulation
9 SV Subject Visits Special Purpose |sv.xpt One record per subject per actual visit Tabulation
10 CM Concomitant Medications Interventions cm.xpt One record per medication intervention episode per subject Tabulation
11 EX Exposure Interventions ex.xpt One record per constant dosing interval per subject Tabulation
12 SuU Substance Use Interventions su.xpt One record per substance type per visit per subject Tabulation
13 XD Dilator Interventions xd.xpt One record per Dilator per time point per visit per subject Tabulation
14 AE Adverse Events Events ae.xpt One record per adverse event per subject Tabulation
15 DS Disposition Events ds.xpt One record per disposition status or protocol milestone per subject Tabulation
16 DV Protocol Deviations Events dv.xpt One record per protocol deviation per subject Tabulation
17 MH Medical History Events mh.xpt One record per medical history event per subject Tabulation
18 XE COPD Exacerbations Events xe.xpt One record per COPD exacerbation per subject Tabulation
19 XH Health Economics Events xh.xpt One record per health economic event per category per subject Tabulation
20 XY Planned Surgeries Events Xy.Xpt One record per planned surgery per subject Tabulation
21 DA Drug Accountability Findings da.xpt One record per accountability per subject Tabulation
22 EG ECG Findings eg.xpt One record per ECG observation per visit per subject Tabulation
23 IE Inclusion/Exclusion Exceptions | Findings ie.xpt One record per Inclusion/Exclusion criterion not met per subject Tabulation
24 LB Laboratory Tests Findings Ib.xpt One record per lab test per visit per subject Tabulation
25 PE Physical Exam Findings pe.xpt One record per body system per visit per subject Tabulation
26 Qs Questionnaire Findings gs.xpt One record per question per questionnaire per visit per subject Tabulation
27 SC Subject Characteristics Findings sc.xpt One record per characteristic per subject Tabulation
28 VS Vital Signs Findings vs.xpt One record per vital sign measurement per visit per subject Tabulation
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SDTM specs / variable and value level metadata

Seq. For Variable name |Variable label Type Length Format Codelist Controlled Terms or Origin Role
Orde = - hd hd - - ;I Format hd -

1 STUDYID Study Identifier text $20. $20. CRF Cover Page Identifier
2 DOMAIN Domain Abbreviation text $5. $5. DOMAIN DA Derived Identifier
3 USUBJID Unique Subject Identifier text $20. $20. Derived Identifier
4 DASEQ Sequence Number integer 8. BEST20. Derived Identifier
5 DAREFID Reference ID text $20. $20. CRF Page 113,114,115,116 Identifier Perm
6 DASPID Sponsor ID text $20. $20. CRF Page 106 Identifier Perm
7 DATESTCD Short Name of Accountability Assessment text $10. $10. see Value-Level Metadata CRF Topic Exp
8 DATEST Name of Accountability Assessment text $40. $40. see Value-Level Metadata CRF Synonym Qualifier 'Exp
9 DACAT Category of Assessment text $200.  $200. Derived Grouping Qualifier 'Exp
10 DASCAT Subcategory of Assessment text $200.  $200. Derived Grouping Qualifier Perm

Source Seq. For Category Subcategory Value Label Type [Codelist Controlled Terms Origin Comments M2-125

Variable ﬂ Ordell - - LI - - ;Ior Format LI - - L]

DATESTCD 1 BLTABTAK 'Number of Tablets Taken integer CRF Page 22 if source table=comply, DAORRES=medtaken
DATESTCD 2 BLDAYS Number of Days in Period |integer CRF Page 22 if source table=comply, DAORRES=medsched
DATESTCD 3 BLCOMPLY |Compliance integer CRF Page 22 if source table=comply, DAORRES=complian
DATESTCD 4 TABTAK Number of Tablets Taken |integer CRF Page 106 if source table=patstmed, DAORRES=nof_tk
DATESTCD 5 DISPAMT  Amount Dispensed integer CRF Page 113,114,115,116 if source table=stmdcomp, DAORRES=Null
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Define.xml

e Guidelines and rules
— CRT-DDS V 1.0 (define.pdf will not be accepted)
— CDISC ‘Metadata Submission Guidelines, Appendix to the SDTM IG V3.1.71’
— CDISC ODM V 1.2 standard (machine-readability)
— Naming conventions according to ICH eCTD

e Separate define files for SDTM and ADaM domains;

e Consistency checks:
— Number of datasets and variables included
— Dataset names and labels
— Variable names, labels, data type (expressed in ODM terminology)
— Order of variables within a dataset
— Consistency of values of variables regulated by controlled terminology
— Data warehouse requirements
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QC

e Quality control of SDTM, ADaM datasets is based on
— Nycomed CDISC standards
— QC check plan
— WebSDM edit checks of SDTM datasets

e Expectation to the CRO
— Enhanced by study/project specific checks to the WebSDM checks
— Choose appropriate tools to carry out the checks
— Nycomed relies on compliance to good clinical - and good programming practice

e Internal QC
— Checksum / xpt files
— Schema conformity to ODM 1.2
— Consistency checks SDTM / ADaM (such as primary keys, variable naming and completeness, Null values )
— Final SDTM contents check after data warehouse upload (SDTM-TFL)
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WebSDM checks

WebSDM™ V. 1.5 Valldation Checks Page 1af 11

Validation Checks Performed by WebSDM™
Standards on SDTM version 3.1.1 Datasets

CDISC Technical Roadmap

Quick Links to Models:

Standards in Production

SDTM W1.2 & SDTM IG ¥3.1.2
(SDTM IG ¥3.1.1)

(SDTM ¥1.1)

WebSDM edit checks for SDTM 3.1.1

Submission Data Standards Team

(ODM ¥1.3)
ID APPLIES RULE DESCRIPTION SEVERITY COMMENTS

Identies racords that violate the condition [iStudy Day of Start of PHASEsFORWARD Lincoln

A Cbservation less than or equal to Study Day of End of Obsenvation)], Hiah S O I RIS
(TIMING} | imitad to reccrds whers [Study Day of Start of Obsarvation s not null 9

and Study Day of End of Cbservation Is not nulf

Identies racords That violate the condiiion [(Star DatarTime of

Cosarvation lass tran or equal to End DateTIime of Obearvation)],
IR4T0T | ANTIMINGY | ey b recerds whers [Start Data/Time of Obssrvaion s not nul [T

and End Cata/Time of Cbservation Is not nul
e | Andngs :-?uel:;mas Tecords e violais the condilon [Baiseline Flag slther v or |
|l o ::uaﬂmas Tecords Thal violats The condiion [Derved Flag sfner v or |

Evarts. | I0entfes records that violats the conditicn [End Rslative to Rsterance

IRHI04 | | orventions | Ferod In {BEFORE,'DURING' 'AFTER' DURING/AFTER''LI], Medium

lImttad to ranords whara TEnd Ratative o Raefaranca Parloed i nat noill
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Deliverables summary

e CDISC project plan and summary document

e SDTM aCRF
— Annotation of variables and variable values
— Top level bookmarks

e CDISC SDTM datasets (.xpt/.sas7bdat) + define.xml

e CDISC ADaM datasets (.xpt/.sas7bdat) + define.xml
— SAS programs for ADaMs (.pdf/.sas)
— SAS programs for TFLs (.pdf /.sas)

e Final specification documents
— SDTM
— ADaM

e Quality Checks (QC)
— QC plans
— QC reports (in particular WebSDM edit check reports)
— Validation reports
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FDA- eCTD guidelines and requirements

m U.S. Food and Drug Administration

artment of Health & Human Services

) www.hhs.gov

4-Z Index Search | |®'

Home | Food | Drugs | Medical Devices | Waccines, Blood & Biologics | Animal & Yeternary | Cosmetics | Radiation-Emitting Products | Tobacco Products

Drugs

share B3 Emailthis page & Printthis page S8 Change Font Size =

Home » Drugs = Dewelopment & Approwal Process (Drugs) » Forms & Submission Requirements

Development & Approval
Process (Drugs)
Forms & Submission
Requirements
Electronic Submissions

Electronic Regulatory Review

Electronic Regulatary
Submissions

Electronic Regulatary
Submissions and Review
Helpful Links

Data Standards Manual
(monographs)

Electronic Common Technical Document (eCTD)

FD& would like to work closely with people who plan to provide a submission using the eCTD
specifications and offer the following steps to help smooth the process, eCTD Basics, Getting
Started and Sample Submissions

Request a Pre-assigned Application Mumber for a Planned eCTD Submission

Request a Waiver: NOTICE: Important instructions regarding electronic submissions, effective
January 1, 2008

Guidance Documents

* Final Guidance for Industry: Providing Regulatory Submissions in Electronic Format--Human
Pharmaceutical Applications and Related Submissions Using the eCTD Specifications [PDF]
{June 2008)

* Final Guidance for Industry: Integrated Summaries of Effectiveness and Safety: Location
Within the Common Technical Document [POF] (april 20097

eCTD Specifications
* FDA& eCTD Table of Contents Headings and Hierarchy [POF] (updated 7,/7/2005)

® eCTD Backhone Files Specification for Module 1 [PDF] (updated 12/13/2006) /

* eCTD Backbone File Specification for Modules 2 through & 3.2.2 [PDF] {updated 7/16/2002)

* Clarification for question #10 of "ICH M4 The CTD -- Efficacy Q&as" on submitting
integrated summaries of safety and effectiveness (ISS/ISE) in the eCTD format (9/12/2008)

* The eCTD Backbone File Specification for Study Tagging Files 2.6.1 [PDF] {6/3/2008)
* Study Data Specifications [PDF] {updated 8/7/2007)

® eCTD validation Specifications (3/10/2008)

* Portable Document Format Specifications [POF] (6/4/2008)

* Transmission Specifications [PDF] (updated 5/27/2009)

Guidance for Industry

Providing Regulatory Submissions in

Pharmaceutical Product Applications

Electronic Format — Human

and Related Subnjissions Using the
echD Spe :iﬁ 1CH eCTD Specification V322 16-uly-2008

INTERNATIONAL CONFERENCE ON HARMONISATION OF
TECHNICAL REQUIREMENTS FOR REGISTRATION OF

PHARMACEUTICALS FOR HUMAN USE

ICH M2 EWG

Electronic Common Technical Document Specification

Name
Name 15 a token composed of the following characters:
*  Letters "a" to "z" [U=0061 to U+007A]
*+  Digis "07 w0 "9" [U+0030 to U+0039].
s " [HYPHEN-MINUS, U=002D].

The notation "U~" refers to the Unicode [UNICODE] notation.
Thes Specification does not provide for Japanese characters in file and folder names.
Examoples of correct names (only the name withous the extension):
e
hello

Examples of meormect names {only the name without the extension):
part a (" ; SPACE 15 not allowed)

http://www.fda.gov/Drugs/DevelopmentApprovalProcess/FormsSubmissionRequirements/ElectronicSubmissions/ucm153574.htm
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* Study Data Specifications [PDF] {updated &/7,/2007)

Bevision History

Study Data Specifications

Date Version Summary of Changes
2004-07 1.0 Original version
2005-03-18 1.1 Addition of specifications for define xml and SAS XPORT

transport files specifications. Changes in document organization.

2006-03-04 12

Update information on annotated ECG waveform data. Delete ecg
folder under Specifications for Organizing the Datasets.

2006-11-27 13

Addition of specifications for submitting tumor datasets (fumor xpt
from rodent carcinogenicity studies.

2007-08-01 14

Addition of hyperlink to information for 3.1.1 datasets

=i |2 [Feicher narsal
[yiesis
1 [0
= 13 arsbyun

| kg
1 profies
3 tebulasons

L) g s

Replace with folder e, e, m5

Feplacs with sudy idenifier, &.§., L13-000

Cartames mabysis datzsets nd amaciaied fle
Caraies Eogram fes

Contaie dos ksving daasers snd ssocimed fles
Contans sobert prafiles

Cantais data mbulation datases: and assocized fles
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SPECTFICATIONS FOR SPECIFIC DATASETS AND DOCTUMENTATION

Study data are provided nsing different presentations: Data Tabulation Datasets, Data Listing
Datasets. Subject Profiles, and Analysis Datasets.

Data tabulation datasets

Definition

Diata tabulations are datasets in whach each record 15 a single cbservation for a subject.
Specifications

Specifications for the Data Tabulation datasets of human dig product clinical studies', are
located in the Study Data Tabulation Model (SDTM) developed by the Submission Data
Standard working group of the Clinical Data Interchange Standard Consortium (CDISC) . Thas
folder 15 reserved for the datasets conforming to the SDTM standard. The latest release of the
SDTM and implementation guides for using the model in climical frials 1s available from the
CDISC web site. FDA cwrently accepts SDTM datasets prepared in accordance with the SDTM
implementation guide versions listed in the following table. Follow the corresponding hyperlink
to view the appropriate SDTM and implementation guide.

Version Implementation Guide
3.1 www.cdisc.org'models/sdsiv3. Lindex html
311 http: e edisc org/maodelssdtmv] . 1index hitml
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Reviewers guide

e eCTD data submission using CDISC standards
e PK data of PK and Phase | studies were submitted in original format + define.pdf

e Phase | studies
— Partly mapped into CDISc — safety
— ADaMs were created only for one study

e Phase II- lll trials: complete mapping to CDISC SDTM 3.11
— Huge amount of legacy data conversion
— Analysis of enhanced program trials as well as pooled analysis were based on CDISC ADaM

e CDISC part of reviewers guide is based on the CDISC ADaM pilot
— Main focus on folder structure and folder contents, file types, physical and logical links of files
— Description of deviations from guidelines
— Document contains no details about data contents
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Eoffmmilast Mot to Beviewars  Repor Mo, 882008 (107 17 af 27

535 Variable azd Value Level Metadaes
Tha follewing mamsmg conventions ware nsed 2@ much as possthle iz the apalyes dacasaes,
given the msmicdon to B chamacsm for variable namas

# Ifrtha vamabls came fom SDTM with no changes, the nams remeined the sams.

* An ‘N wes appendad to the wariable nzme for 2 numemc warsioz of a vemable (s.g..

RACE a=d RACEN)

ModDEA vamsion 11.0 was nsed to code te adverse svants. The 80C and the PT ara izcluded
in the AE dommins wharsas the three levels mos cumently incloded in e SDTM AE modal
(HLET, HLT. LLT) were tncloded o the supplemental qualifiers domain for AE [ie.
EUPPAF)

Further rules:

* Al occurring ORF pepe meferences of o varable ame prowided in the definexml
{colume “Crig=").
» Do type adbezes to ODM termimclogy, ie. mieger. fleat. text dae, fime a=d

X (ws used Type=Taxt for --DTC variables as long as XPT fomzar for
SDTM 2zd ADaM datasets is nsed).

# For varizbles wizh 2 discreds lisz of valies, code list rafurances are provided.

* Vamabls Velue Lewml Metdata ars delivered for Fmdimgs Domains, Supplamssntal
(roalifier datasets and Trial destgn dafeceds TT and TS.

» Nasted Vearabls WValse Level metadatn were applied for Questonnaire (Q5)
Laboratery Data (LE) Inclesion Excluston Criteria (IE/TI), Prulmoenary Function Tests
(AP, and ECG (EF) datasets if applicable; i.e. J5CAT (ppes of questonnzirs) lizk
1o QECAT metndata, GECAT metadata link 1o QETESTCD matadata,

53.6  NIF dacaser Folder Sorzctzre:

All subzaimed datasets and ralared Eles ars stored tn
2 folder stractans that Sollows the rales fn the SCTD
Specificattons  (updated

muidance’ Smdy D
B72007) without
Empey folders will zot be sobmstted, 1s. the folder
stuchire balow [stzdy] is individnal.

Hons.

Infermaeticn om the content of aack folder is provided in sl
Tabla ? balew. oded

R D T R R AVAV TR N I3V

Roflumeilast Note te Reviewsss  Feport Mo B6200% (1.07 18 0f27

Takle® Darasets - folder descripsion

Mams Comrenr: Dieviations: | comment:
mi -
datasels -
(smudv] Datx of sizgle swadns pooled diiz ame sworsd in the
Soldar
Wozezclamurs: mr-asthma-date  (Asmen  saficy

[predix][srady] sozal lemgth=F digits

wiare prad={fhp. &, op-, in-, e, i, m2-,]

pood;

s-isarcopd-defa (COPD poal)
popsk-copd

poppk-haaltey

amabysis COTSC ATM dasa { xpt)
Dafizmg fils (defing xml)
Eprales mozadaey [pdf)

P daty are not deliveced n
COISC formeas

PCORT LS SAS programs (ADeM and TFL) [ ot/ pdf)

NOMMEDM copmol streens p=d
cutpr: files i= poppk-

=oopd bealthy="programs |

peofiles Patizot proSles [ pdf)

abalatien | CDISC SDTM domaing [ xpt)
SDTM aznptated CRF (Elaskest pdf)
Dlaf=a filn {dsfins xml)

P dotz are not caliversd m
COISC formeat

=zl -
dand - All defze flas nfic W the
defnaoan]l sckeew versiom 10
Tocaned at
isc.orgschama’d
wvien Sniechects [xal)

Lcoms {.=if)

537 Additicnal Files in che Azalyzis Felder

Thesa pdf files comtain musulis-metadeta 2zdor compuetatonal mulis. These Bles ame rafarsnced
a5 Evpezlioks m the define xml £ls and are agged as additonal &efing fles
Information ebout the coztent of srch foldsr i provided m Takla 10 balow.




ADaM define / results metadata

\analyses \define.xml - Micrasoit Internet Explore

2 L:\Daxas Results to ExaloneClDY

—101x]

fle Edt View Favorites Todls Help

GeBack + = - ([0 & | Disearch [iFavortes hveda B | By S =

Agdress [ file:]}{LsjDaxast 20R esults20t0%20E xslon JeCTD]mS [datasetss20{finals2005-MAR-2009)cp-D63{analyses/define. xmI#DATASETS

j oo |L\nks|@ -
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Ol Tanle 13.9.13
O 1able 13.9.19
Ol Tavte 13.9.20
Ol Tanle 13.9.21

M Tantz 4100

Go to the Analysis Results Metadata Summary

| Analveie

4]

‘ Tahla 129 1 Sammmary af OT Raenlic by Traatmant eonn - Thas 1

|

D) annotated Case Report Form Analysis Datasets for Study BY217_CP-069 =l
[ spTM define.xmi
[ supplemental Data Definitions Dataset | Description Stimcture Purpose Keys Location Documentation
+ .
- g ;::'y:;s Results Metadata ADSL | Subiect Cne recerd per subject Analysiz | STUDYID, USUBJID | adslzpt | See program:
asets
Level sl pdf
* [ value Level Metadata == g
+[ controlied Terminology ADAE | Adverse Cne recerd per subject per | Analysis | STUDYID, USTUBIID, | adae.zpt | See program:
Events treatment per adverse TRTA AFTERM. =3 L clinprojects’daras’_eCTD 0000, m5' datasets’,cp-069' analyses'define.xml - Microsoft Internet Explorer provided by Nyco =101 x|
R R AESTDTM Fis Edt ew Favorites Took  Help ﬁ
k]
date/time GBack + = - (D 2| Qoearch GFavortes veda o8| By S 2
ADEG |ECG One record per subject per | Analysis | STUDYID, USUBIID, | adeg zpt | Address 1) File: s felinprajects{daas]_eCTD{000D/mS/dat ssets]cp-069 analyses/define. xml#ARM-EntryL x| @e | Links |@ -
arameter per analysis visit PARAN, AVISIT, = =
ier analys1§ I:imepoyi'nt ATWMVISTT DF::':lma‘Ed CoseReport 2 |A11a1ysis Results Metadata (Detail) for Study BY217 CP-069 | Al
ADEGS |ECG One record per subject per | Analysis | STUDYID, USUBTID, | adegs.spt g oo defineamt ]
detived) treatinent per parameter TRTA, PARAM pre
SIM) Analysis Table 13.2.1: Swomary of Subject Characteristics
nalysis Results
Go to the top of the define. zml O Table 13.24 . Frequency distibution of Gender and Race. Descriptive statistics of Age at Day 1, Weight at
Description X .
Ol table 13.6.3 Screening, Height at Screening and BIWL
Date of document generation (2008-02-08T11:37:33) O 1able 13.9.1 R
Ol Tavte 13.9.2 eason
D) Table 1203 LDEfE Subiect Level (ADSL) [ Safety Flag='T" ]
Subject Level (ADST) =
Ol Tanle 13.9.4 References ty Flag
Subject Level D ADSL Ol ante 13.0.5 :
Subject Level Dataset (ADSL) [ Documentation | slsum pdf, See CSR 6.4
Controlled Source/Computal O Table 13.8.7
Variable Label Iype |LengthFonmat Terminology Method [ Table 13.9.8 Go to the Analysis Results Metadata Summary
STUDYID | Study Identifier | tewt |12 DM STUDYID g Table 13.5.9 i
- Table ECGextra.d Analysis Table 13.6.3: Summary of TESS Adverse Events
TUSURIID Thigue Subject text |21 DM USUBID O Tanle EcGextra.2
Tdentifier O Tanle ECGextra.3 Humber of subjects with TESS AEs and associated TESS AEs. Mumber of TESS AEs and
4 [ Table 13.9.10 Description associated TESS AEs. Both by Treatment Group and Intensity. Number of withdrawals due to
Table 13.9.11 es, mimber of serious es and number of deaths by Treatment Group
& 1T O TESES A ber of TESS A d number of deaths by Ti Gr
B Table 43.0.12 Reason pre-specified in protocol
Table 13.9.13
[ Table 13.9.14 Data Adverse Events (ADAE) [ TRTEMFL ='Y" for TESS AEs, AEREL = TIKELY' for assoniated
O 1able 13,915 References Aez]
g :ﬂ::g :;';’:: Documentation |zesum pdf, See CSP 9.4 and TSR 9.1
able 13.9.

[ [ BB rocaintranet
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L essons learned m

=

Contracting external partners for CDISC data conversion tasks is more than just
telling the partner to refer to the current CDISC SDTM/ADaM and define.xml
standards

e Important
— CROs experience, stable CDISC standard SDTMV 1.1/ IGV 3.1.1
— Electronic data submission within eCTD is a very specific task, following the guidelines is key!
— CDISC knowledge / training of employees

e In general, the CDISC standards are of high value and in particular the results published from the
SDTM/ADaM pilot provided excellent examples
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Thank you

Nycomed GmbH

Dr. Berthold Traub
Associate Director

Data Integration Standards

T + 49 (0) 7531 84 3025
www.nycomed.com
berthold.traub@nycomed.com
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