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Agenda

V' CDISC SDTM Trial Summary domain (TS) —
General introduction

V' What's new for Trial Summary in SDTM 1G 3.1.3
(SDTM 1.3)

V' How & where to find the information for TS requested
in SDTM 1G 3.1.3
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Trial Summary — general introduction

V Trial Summary is used to record basic information
about the trial, such as trial phase, protocol title and
design objectives

« The Trial Summary Information Domain (TS) contains
one record for each trial summary characteristic

« This is not subject-level data

Few | STUDYID | DOMAIN | TSSEQ | TSGRPID | TSPARMCD TSPARM TSVAL TSVALNF | TSVALCD | TSVCDREF | TSVCDVER
! HYZ 15 1 ADDON f'”‘de? o fo Exsting 4 C49488 CDISC 2011-06-10
Teatnerts
* | vz TS 1 AGEMAx | Fhmmelhimcamim PIOY IS0 8601
Age of Subjacts
3 WYZ S 1 AGEMIN Plf”‘l Miminmm P1sM ISO 8601
Aze of Subjacts
1 Tz 5 ] [ENGTH | Plied Trial Lengts i TS0 5601
s XYZ S 1 pransyp | Flanned Number of 300
Subjecis
; Tz S I RANDOM | Trialis Rendomuzed v CA04E3 CDIEC J011-06-10
7 oz S 1 SESPOP Sexx of Participant= BOTH C40636 CDISC 011.06-10
5 TITERI
WVZ S 1 STOPRULE | Study StopRules | ANAIYSISFOR

FUTILITY
5 Tz 5 1 TELIND | Tral Blinding Schem= | DOUBLE BLIND C15038 CDESC TI1-06-10
W | vz S 1 TCNIRL Control Type PLACEBO C49643 CDISC 3011-06-10
11 MNewofibromatosis

YT = 1 TDIGRP Disgmoris Gresap Syndmeus 19133005 SNOMED

(Chsorder)

1T | wve TS 1 TINDTP | Trial Indicafion Type | TREATMENT C49636 CDIEC 011-06-10
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What's new for Trial Summary in SDTM 1G 3.1.3

Row | STUDYID | DOMAIN | TSSEQ | TSPARMCD | TSPARM TSVAL
Planned Minimum
1 | ABC TS 1 AGEMIN Age of Subjects g Pisy
Planned
2 ABC TS 1 AGEMAX Maximum Age of N P64Y
Subjects
-3—AB€ TS 4 AGES—TAgebnit——— T YEARS—
Comparative
4 ABC TS 1 COMPTRT Treatment Name PLACEBO
Description of
=S— TS 4 N T—-l-D;L-——PareHel—
—ABS S BESiGh tal Design
Tonic-Clonic
6 ABC TS 1 INDIC Trial Indication Epilepsy
(Disorder)
7 ABC TS 1 LENGTH Trial Length P14w
Planned Number
8 ABC TS 1 PLANSUB of Subjects 500
Planned Number
—9—TABE TS + PEANEVY-ALE— 47—
Subjects
10 | ABC TS 1 SEXPOP Sex of BOTH
Participants
Trial is
11 ABC TS 1 RANDOM Randomized Y
Trial Blinding DOUBLE
12 ABC TS 1 TBLIND Schema BLIND
13 ABC TS 1 TCNTRL Type of Control PLACEBO
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Extended list of parameters

SDTMIG 3.1.2

v Recommended minimum
set:

« TITLE, INDIC, TCNTRL,
RANDOM, TRT, COMPTRT
(when applicable),
AGESPAN, AGEMIN,
AGEMAX, AGEU, SEXPOP,
PLANSUB, OBJPRIM,
OBJSEC

vV Optional:

« ADDON, DOSE, DOSFRQ,
DOSU, LENGTH, ROUTE,
SPONSOR, STOPRULE,
TBLIND, TDIGRP, TINDTP,
TPHASE

from SDTM IG 3.1.2 section 7.6.2

SDTMIG 3.1.3
vV Required:

« ADDON, AGEMIN, AGEMAX, LENGTH,
PLANSUB, RANDOM, SEXPOP,
STOPRULE, TBLIND, TCNTRL, TITLE,
TPHASE, TTYPE, OBJPRIM, SPONSOR,
REGID, OUTMSPRI, FCNTRY, ADAPT,
DCUTDTC, DCUTDESC, NARMS, STYPE,
SSTDTC, SENDTC, ACTSUB, HLTSUBJI

V' Conditionally required:
. TDIGRP, TINDTP, CURTRT, TRT,
RANDQT, PCLAS, INTMODEL, INTTYPE

vV If applicable:

« OBJSEC, COMPTRT, INDIC, STRATFCT,
OUTMSSEC, OUTMSEXP, SDMDUR,
CRMDUR

from SDTM IG 3.1.3 Appendix C3
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Changes from SDTM IG 3.1.2 to 3.1.3

vV Additional variables
 (Code list variables

* Null flavor

v Higher demand for controlled terminology

Added on to Existing

ADDON Trea s Mo Yes Response Bequired
AGEMAX Hme:f’,;ﬁ:“c’;“ge 1SO 8601 Required If there i no maxinmm age, TSVAI NF = PINF
AGEMIN Planned I'v[mu:m.un Ageof IS0 8601 Required If there is no mininmm age, populate TSVAL with
Subjects POY
LENGTH Planned Trial Length 150 8601 Required
T ANSUB Planned Number of , Required
Subjects
RANDOM Trial is Randomized No Yes Besponse Bequired
SEXPOP Sex of Participants Sex of Participants Bequired
STOPRULE Study Stop Rules text S :"““‘F““P'E“ﬁ“dmh tBied stoppiog GNE‘,‘,“;; Eﬁmﬁ:ld” 1o
TBLIND Trial Blinding Schema T“‘;lf]’ﬂd’”g Required
TCNTEL Centrol Type Centrol Type Fequired

from SDTM IG 3.1.3 Appendix C3
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New: Code List Variables

v Variables TSVALCD, TSVCDREF, TSVCDVER

« TSVALCD - Code of parameter value
TSVCDREF — Name of reference terminology
TSVCDVER - Version of the reference terminology

« Should be filled for all parameters where controlled
terminology is required

« Examples are given in the SDTM IG 3.1.3, e.g.

TSPARMCD | TSPARM TSVAL | TSVALNF | TSVALCD | TSVCDREF | TSVCDVER

RANDOM Trial is Randomized | Y C49488 CDISC 2013-12-20
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New: Null Flavor Variable

V Variable TSVALNF (fill TSVCDREF with ISO 21090)

 To be filled, if no value for TSVAL is available

« Uses ISO 21090 null flavor terminology, e

> NI — No information

.

TSPARMCD | TSPARM | TSVAL | TSVALNF | TSVALCD | TSVCDREF | TSVCDVER
> PINF — Positive infinity, e.g. Planned
AGEMAX Agg_'g}“m PINF ISO 21090
> UNK - Unknown Stblects
> NA — Not applicable
Complete list available in SDTM IG 3.1.3 section 7.6.4
[—TE_J ; & - colsc =l
15.06,2012 06125125
";.;;rl; ,':1;:,ﬁ:ﬁéﬁ;‘i?ﬁ:faﬁcg?&ﬁ;?t b MULL FLAYIR, EMUNWER ST LCM, | he neww section has been PEIQE 253

[tk ory Bhe altecirment foon (0 open the cocumeant]

T2 attached docurment describes Fow the new TSYALNF variable iz used, The new variable TSYALNF & based
on the idea of a "rull flavor” a5 e nbodied In the IS0 21090 standard, "Health Informat cs — Harmonized data
=,

?

Fa
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Higher Demand for Controlled Terminology

v Very few parameters without controlled terminology:

« Text from study protocol:

> TITLE, OBJPRIM, OBJSEC, OUTMSPRI, OUTMSSEC,
OUTMSEXP, STOPRULE, DCUTDESC

« Numbers:
> PLANSUB, ACTSUB, NARMS, RANDQT

 Variable names:
> STRATFCT

V' Everything else is ‘controlled'.

A “How-to Guide” for Trial Summary 3.1.3, May 6" 2014, PhUSE SDE Frankfurt
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How & where to find the information
for TS requested in SDTM IG 3.1.3

V' 1SO 8601 & ISO 3166-1 alpha-3
vV CDISC controlled terminology

vV Some of the code lists named in the SDTM IG might
not be easy to access or even unavailable, e.g.

« UNII, SRS Preferred Substance Name
« NDF-RT

« DUNS

« SNOMED

A “How-to Guide” for Trial Summary 3.1.3, May 6" 2014, PhUSE SDE Frankfurt
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Example usage of CDISC CT

vV Source:
http://www.cancer.gov/cancertopics/cancerlibrary/termi
nologyresources/cdisc

CDISC's Study Data Tabulation Model (SDTM) is an international standard for clinical research data,
and is approved by the FDA as a standard electronic submission format. NCI EVS maintains and
distributes SDTM controlled terminology as part of NCI Thesaurus. More information is available at
CDISC's SDTM Web page é. SDTM terminology is available for direct download from the COISC SOTM

directory on an NCI File Transfer Protocol (FTP) site in Excel, text, odm.xml, pdf, himl and OWL/RDE
formats.

RANDOM Trial 1s Randomized Mo Yes Response Required
Codelist Codelist
Code {I{::h; Extensible Codelist Name CDISC Submission Value CDISC Synonymi(s)
1 (-] [z] (Yes/No)~] (=] (=]
CbbT42 Mo Mo Yes Response MY Mo Yes Response
5626
5627 C49487 [CBGT42 Mo Yes Response M Mo
C48660 |CBGT42 Mo Yes Response A, MA&; Mot Applicable
5628
217998 |CBET42 Mo Yes Response IJ : Unknown
|5529
5630/ 49488 ~Hs Response AY Yes
TSPARMCD | TSPARM VALNF | TSVALCD | TSVCDREF | TSVCDVER
RANDOM Trial is Randomized | Y > C49488 CDISC 2014-03-28
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List of controlled terms from ISO & CDISC CT

vV ISO 8601

« Dates & duration for: AGEMAX, AGEMIN, LENGTH,
DCUTDTC, SSTDTC, SENDTC, SDMDUR, CRMDUR

V' ISO 3166-1 alpha-3
« Country codes for FCNTRY

V' No Yes Response V Trial Phase

V' Sex of Participants V Trial Type

V' Trial Blinding Schema V' Intervention Model
v Control Type vV Study Type

v Trial Indication Type V' Intervention Type

A “How-to Guide” for Trial Summary 3.1.3, May 6" 2014, PhUSE SDE Frankfurt
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UNII, SRS Preferred Substance Name

vV FDA Substance Registration System —
Unique Ingredient Identifier

« To be used for:
- TRT — Investigational Therapy or Treatment
- CURTRT — Current Therapy or Treatment
- COMPTRT — Comparative Treatment Name

vV Source:
http://fdasis.nlm.nih.qov/srs/

 Use UNII for TSVALCD
 Use Preferred Substance Name for TSVAL

A “How-to Guide” for Trial Summary 3.1.3, May 6" 2014, PhUSE SDE Frankfurt
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UNII, SRS Preferred Substance Name

m \ U.S. Food and Drug Administration e United States
| == Protecting and Promoting Your Health ¥ National Library of Medicine

NLM | National Institutes of Health

Substance Regisiration System - Unigque Ingredient identifier (UNIj)

Home + Search Results

Search ® By Name (O By UNII
Substance Reyistation System | |[METFORMIN [co)

<«d Go back to previous page.

Search Results

Preferred Substance METFORMIN [show more names]

Name:

UNII: Q100832L2N

Formula: C4H11

InChIKey: KZWYZ X QP XDOLR-UMNEFFAOYSA-N

» @ ChemIDplus
} @ DrugPortal
} G NCI Thesaurus

“d Go back to previous page.

About, Contact Us, Copyright, Privacy, Accessibility

U.5, National Library of Medicine, 8500 Rockville Pike, Bethesda, WD 20854 -
Mational Institutes of Health, Health & Human Services Usp
Freedom of Information Act s i
Last updated: Apr 2014

TSPARMCD | TSPARM TSVYAL TSVALNF VALCD TSVCDREF | TSVCDVER
Investigational Therapy
TRT or Treatment METFORMIN 9100L32L2N UNII
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NDF-RT

v Veterans Affairs National Drug File Reference
Terminology

* To be used for
> PCLAS - Pharmacological Class

vV Source:
http://www.fda.gov/ForIindustry/DataStandards/StructuredPro

ductLabeling/ucmi162549.htm :

Downloadable ZIP file “FDA Pharmacologic Classes”

. also contains UNII

A “How-to Guide” for Trial Summary 3.1.3, May 6" 2014, PhUSE SDE Frankfurt
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NDF-RT

1 Active Moiety Name Active Moiety UNIl _|FDA Text Phrase NDE-RT Concept NDE-RT HUI
2485 | metformin 910032 12N biguanide iguanide [EFC] /J\IEIEIEIEI*I?EEEE
S486 | metformin 210032 12N Biguanides [Chemical/ngredient] MODO0007 523
84587 \methadone UCEVBEMWIZ opioid agonist / |Opioid Agonist [EPC] MOD0017 5630
84858 methadone UCEWBE 1T /  |Full Opioid Agonists [MoA)] / MO0001 5654
489 methimazole S5 Z48XMNEE thyroid horrmone synthesis inhjfitor [Thyroid Hormone Synthesis Inhibitor [ZPC]  [NO000175915
45890 methimazole a4 Z48XNEE Thyroid Horrmone Synthesis Inhibitogd [MoA]  [NOOD0175917

TSPARMCD | TSPARM TSVAL TSVALNF | TSVALCD ‘/f SVCDREF | TSVCDVER
grarmafcological VA V4
ass O . .
PCLAS Investigational Biguanide N0000175565 NDF-RT
Therapy

A “How-to Guide” for Trial Summary 3.1.3, May 61" 2014, PhUSE SDE Frankfurt
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DUNS

vV Data Universal Numbering System
by Dun and Bradstreet

« To be used for:
- SPONSOR - Clinical Study Sponsor
vV Source:

 hitps://www.upik.de/de/upik suche.cqi (German)

 https://www.upik.de/en/upik suche.cgi (English)

A “How-to Guide” for Trial Summary 3.1.3, May 6" 2014, PhUSE SDE Frankfurt

17



ACCOVION
DUNS

Decide with Confidence

Jome | Mews | Bisnode D&B Deutschland | D&B Intemational | VDA | VCI | Contact | Login

Be unigue!

UPIK&-Search

D-U-N-5& Number Reguest
elpdate

My UPIK®

UPIK® Knowledge Base

[
JJBisnode

UPII?@ iz an offering from Bisnode
Germany. Bisnode is a leading provider of
digital business information in Europe.
Learn more about Bisnode and our
offerings at www_bisnode.de

Erfahren Sie mehr

Bisnode ist einer der fiihrenden
auropdischen Anbister fiir digitale
Wirtschaftsinformationan.

Deutsch | Temns of Privacy | Termsofuse | Legals | Sitemap

UPIK® - Unique Partner Identification Key

UPIK®-Search

Access information about 235.611.265 companies worldwide - instanily and cost-free. Thanks to the
D&E D-U-MN-5& Number, all companies are clearly identified and associated data are cormrecily classified.

Would you like to view UPIKE business partner information?
If you know the D&E D-U-MN-5& Mumber of your company, please enter it here. Please select the country
in which the company is located.

D&B D-U-N-5E Mumber
Select country ﬂ

Display business pariner information |

If you don’t know the D&E D-U-N-5& Number of the company you're seeking, please enter the
name and address of the company into the fields below.

Company Merck

Address

Zip Code

City

Country Germany [v]

For more accurate search results, please complete as many fields as possible. A maximum of 100 results

will be displayed for each query.

* These fields must be completed to conduct a search

A “How-to Guide” for Trial Summary 3.1.3, May 61" 2014, PhUSE SDE Frankfurt

My UPIK® - Login

Username:

Password:

Fu gotten your
password?
=) Benefits of registering

|- .| Register now

More on the topic

How does the UPIKE-Search
work?

When is a 0-U-N-5& Number
considered as non-aclive?

When are there no hits?

Further UPIKE background
information
UPIK® Basics
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DUNS

UPIK®-Search hit list

To access the detailed information, you have to click on the company name.

UPIK® Record - L

L  Registersd company name

MERCEK Kommanditgesellschaft auf Akiien

L MERCK Kommanditgesellschaft auf Aktien Industriepark Hochst Branch Eﬂra_nk‘furl am Mon-registered name or business unit
ain
L Merck G.m.b.H. Hafestr. 3 Headguarters Isemhagen L D_UTN_SE Number 342249299
L Geriine Merk Dachauer Sir. 85 Single Markt Indersdorf L Fledgisiered address Fjankfurter Str. 250
location L Postcode 293
L MERCK Kommanditgesellschaft auf Aktien Mainzer Str. 41 Branch Germnsheim L City arm=tadt
L Merck Wohnungs- und Frankfurter Str. 250 Single Darmstadt
Grundstiicksverwaltiungsgesellschaft mbH Iocgtion Country ermany
L MERCK Kommanditgesellschaft auf Aktien Wemher-von-Braun- Branch Eppelheim W Gountry cods 69
Strafe 9 Post office box number
L MERCK Kommandilgesellschaft auf Aktien Frankfurier 5tr. 250 Headquarters Darmstadt H Po=st office box town
L Jasmin Merck Am Abhang 9 ilgagtlizn Hamburg L Telephone number 06151720
L H.J. Merck & Co. GmbH Hasenhdhe 406 Single Hamburg W Fax number 06151722000
location W Name primary executive Rolf Krebs
L Josef Wit GmbH Schillerstr. 4-12 Headquarters Weiden i.d.OPf. W Activity (SIC) 2334
{(Weiden
i.d.OPf. )
L Gabrielie Merck Hamburger Str. 29 Single Landau in der
location Pfalz
L Julia Merck Sudsir. 4 Single Sendenhorst
location
L Oliver Merck Alpenstr. 63 Single Grobenzell
location
L Josef Wiit Beteiligungs- Schillersir. 4-12 Headguarters Weiden i.d.OPi.
Venwaltungsgesellschaft International mbH {(Weiden
i.d.OPf. )
L Dr.med. Waldemar Merck Marktsiatte 11 Single Konstanz
location
L Katharina Merck Cordula Rohrmoser Winterbachsir. 13 Single Frankfurt am
location Main
L ¥vonne Merck Rigaer 3ir. 66 Single Berdin
location
TSPARMCD | TSPARM TSVAL TSVALNF | TSVALCD | TSVCDREF | TSVCDVER
Clinical Kommandi v
SPONSOR | Study leap 342249299 | DUNS
Sponsor geselischaft
auf Aktien
A “How-to Guide” for Trial Summary 3.1.3, May 6! 2014, PhUSE SDE Frankfurt 19
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SNOMED

vV Systematized Nomenclature of Medicine

« To be used for

- INDIC — Trial Indication

- TDIGRP — Diagnosis Group

vV Problem: Not licensed in many companies, especially
outside of the U.S.

V Proposal: Use terms as described in protocol

TSPARMCD | TSPARM TSVAL TSVALNF | TSVALCD | TSVCDREF | TSVCDVER
. Tonic-Clonic 1
Trial :
INDIC Indication Flg)ilslﬁrr)ggr) >< M
O ] Subj(;cts with
lagnosis type
TDIGRP Group Jgabetes SN D
mellitus

A “How-to Guide” for Trial Summary 3.1.3, May 6" 2014, PhUSE SDE Frankfurt
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REGID: CT.GOV / EUDRACT

v CT.GOV Source:
http://www.clinicaltrials.gov/

A Safety/Efficacy Study of Intra-coronary Tenecteplase During Balloon Angioplasty to Treat Heart Attacks (ICE T-TIMI 49)

This study has been completed. ClinicalTrials.gov ldentifier:
NCT0O0604695

Sponsor:

C. Michael Gibson, MS, MD Fifst receivgd: January 7, 2008

Collaborator:
Genentech

Information provided by (Responsible Party):
C. Michael Gibson, MS, MD, Brigham and Women's Hospital

TSPARMCD | TSPARM TSVAL TSVALNF T%LCD TSVCDREF | TSVCDVER
REGID Registry Identifier | NCT00604695 NCT00604695 CT.GOV
REGID Registry Identifier | XYZ1234 XYZ1234 EUDRACT

vV EudraCT number often found in protocol
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Questions?

ACCOVION

Nicola Tambascia Accovion GmbH

Senior Statistical Helfmann-Park 10

Programmer D-65760 Eschborn, Germany
Tel. +49 6196 7709-283
nicola.tambascia@accovion.com

www.accovion.com
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Anita Eisberg

Accovion GmbH

Principal Statistical Software Center 3
Programmer D-35037 Marburg, Germany
Tel. +49 6421 94849 16

WWW.accovion.com anlta.elsberg@accowon.com
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