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List of Requirements

v SDTM IG Version 3.1.2
v SDTM Terminology
v Study Protocol

v Specification Templates for TS, TI, TE, TAand TV
(Excel Workbooks)

v Template for TrialDesign.xls (Excel Workbook with
Worksheets for TS, Tl, TE, TA and TV)

v Open CDISC Validator
(SDTM Configuration Version 3.1.2)
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Study Design of Example

v This study will be a randomised, double-blind, placebo-
controlled, multicenter, clinical trial comparing 2 dosage
regimens of TRT_X (44 mcg tiw and ow) ina 1:1:1
randomisation of patients with a single demyelinating
event, who are at high risk of converting to a diagnosis of
MS. When subjects reach CDMS (Clinically Definite MS)
they will be re-titrated to open-label treatment with TRT_X
44 mcg tiw. The duration of study treatment will be a total
24 months from randomisation.

v (Subjects who have not converted to CDMS at 24 months
will be offered the possibility to receive an optional
additional 1-year open-label treatment period with
TRT_X 44 mcg tiw.)
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Implementation Example

VTS
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Implementation Example: TS

v SDTM IG - 7.6 Trial Summary Information
»= TSPARMCD / TSPARM: see Appendix C3 in SDTM IG
= For TSVAL Controlled Terminology needed.

8-Nov-11

ts.xpt, Trial Summary — Trial Design, Version 3.1.2.0ne record per trial summary parameter value

Controlled

required for the record to be valid. Text over 200 characters
can be added to additional columns TSVALL-TSVALn.

1;_1:;1?3 Variable Label| Type CE‘;I'I‘::N Role CDISC Notes Core
Format
STUDYID  |Study Char Identifier [Unique identifier for a study. Req
Identifier
DOMAIN Domain Char TS Identifier (Two-character abbreviation for the domain. Req
Abbreviation
TSSEQ Sequence N Identifier [Sequence number given to ensure uniqueness within a Req
Number dataset. Allows inclusion of multiple records for the same
TSPARMCD, and can be used to join related records.
TSGEPID Group ID Char Identifier [Used to tie together a group of related records Perm
TSPARMCD |Trial Char |[TSPARMCD|Topic TSPARMCD (the companion to TSPARM) 1s limited to 8 Req
Sumimary characters and does not have special character restrictions.
Parameter These values should be short for ease of use in programming,
Short Name but it 1s not expected that TSPARMCD will need to serve as
variable names. Examples: AGEMIN, AGEMAX
TSPARM Trial Char |TSPARM Synonym |Term for the Trial Summary Parameter The value in Req
Summary Qualifier [TSPARM cannot be longer than 40 characters. Examples
Parameter Planned Mimimum Age of Subjects, Planned Maximum Age
of Subjects
TSVAL Parameter Char |* Result Value of TSPARM. Example: “ASTHMA™ when TSPARM |Req
WValue Qualifier [value 1s “Trial Indication™. TSVAL cannot be null — a value is

* Indicates variable may be subject to controlled terminology, (Parenthesis indicates CDISC/NCI codelist code value)
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Implementation Example: TS
v Complete Specification <TS-Trial Summary.xls>

Microsoft Excel - TS-Trial Summary o ]
o) Fle Edt Yew Inset Fomat Took Data Window Help Typeaquestionforfelp  » o @
JEHRIERIVEISRR- S0 -0 (8- 4 @me @ Pimewrom -0 -B7Uu/ES=EB%/EH--A-
-J | | d Jl | z‘ @j B
J M #e Derived
A C E F G H | J K L vl If
Seq. | Domain | Variable Label Type [Length| Controlled Origin Role | Comments {define.xml) | Mapping Info {(source =»
For Prefix Terms or SDTM)
1| Order Format
3 1 Ta STUDYID  (Study Identifier Chat 3 Aszsigned [dentifier  |STUDYID = "tiunrrin” STUDYID = "nnswn"
4 2 T3 DOMAIN  |Domain Abbrevistion Chat 2| DOMAIN Assigned [dentifier |DOMAIN = "T5" DOMAIN = "T5"
3 Ta TE3EQ Sequence HNumber Hum ] Detived [dentifier  |Sequetice No. to ensure
updgueniess within a dataset fora
5 THPARDM
4 Ta TEPARMCD  |Trial Summary Parameter Short |Char ] Detived Topie Shott natme for the Parameter dee <Ttial Design s (T
: Natne desetihed in TEPARM
5 T TEPARM Ttial Bunnary Parameter Chat 40 Detived Aynotpm | Tettn for the Trial Summary Hee «Trial Design ds (TH)>
7 Qualifier  |Parameter B
B Ta TaVAL Parameter Value Chat 200 Detived Result Dettved from Information of dee <Ttial Design s (T
5 Cualifier  |Study Protocal
7 Ta TaVALL Parameter Value Char 200 Dettved Result Contitming text for parameter See «Trial Design s (T (see
Cualifier  |value (TAVAL) ff otiginal SDTM Iz 312, page 249)
information has mote than 200
g chatarters
11 '
M4 b Hjists [4] | [
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Implementation Example: TS
v Complete <TrialDesign.xls (TS)> using Study Protocol

Microsoft Excel - Trial Design

IE_] File Edit Wiew Insert  Format  Tools  Data  Window  Help Twpe a queskion for help = _ &
Q] F 2 00% - @i 10 - B T U|EEEE Wy E B A
o 8 d O A < (=1 Reply with Changes.., End Review. ., B
C25 - A TRT_X
A B C E
1 ' TSPARMCD |[TSPARM TSVAL TSVAL1 TSSEQ
ADDCM Added on to Existing I 1
2 Treatments
AEENAK Flanned Maximum Age of A0 1
3 subjects
AGENMIN Flanned Minimum Age of 10 1
4 subjects
5 |AGESPAN Age Group ADULT [15-65) 1
B |AGEL Age Unit YEARS 1
£ COMPTHET Comparative Treatment Mame |PLACEBD 1
g DOSE Dose per Administration 44 1
85 Dozl Daose Units MG 1
10 | DOSFRO Dosing Freguency TIVY 1
11 [DOSFR Uozing Freguency iy 2
12 | IMDIC Trial Indication HIGH RISk OF CONVERTING TO M5 1
13 |LEMGTH Trial Length P25 1

8-Nov-11
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Implementation Example: TS

8-Nov-11

OBJPRINM Trial Primary Objective TO EWVALUATE THE EFFECT OF TRT_ % [OF COMYVERTING TO M=, |1
A4 MCG T AND ONCE A WEEK (0WY)
YERSUS PLACEBC ON THE "TIME TO
COMYERSION TO MCDONALD MS" M
SUBJECTS WITH A FIRST CLINICAL
14 DEMYELINATING EVENT AT HIGH RISk
OBJSEC Trial Secondary Objective TO EvALUATE THE EFFECT OF TRT X 1
44 MCG (T AND OWY) WERSUS
PLACEBC ON THE "TIME TO
COMYERSION TO COMS" IN SUBJECTS
WITH A FIRST CLINICAL
15 DEMYELIMNATING EVENT AT HIGH RISk
16 |PLANSUE Flanned Mumber of Subjects 530 1
17 |RANDONM Trial 1z Randomized i 1
18 |ROUTE Route of Administration SUBCUTANEDUS 1
18 | SEXPOP Sex of Participants BOTH 1
20 | =PONS0R Sponsaring Drganization PHARRMA, XY 1
21 |STOPRULE  [Study Stop Rules MOME 1
22 | TBELIMND Trial Blinding Schema DOUBLE BLIND 1
23 |[TCHTRL Control Type PLACEBCQ 1
TOIGRP Diagnaosis Graup SUBJECTS WITH A SINGLE CLINICAL 1
DEMYELINATING EVENT AT HIGH RISk
24 OF CONYERTIMNG TO M3
25 | TINDTF Trial Indication Type TREATMENT 1
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Implementation Example: TS

8-Nov-11

TITLE Trial Title A PHASE Nll, RANDOMIZED, DOLIBLE-
BLIND, PLACEBC-CONTROLLED,
MULTICENTRE CLIMICAL TRIAL OF
TRT % (44 MCG T AND 44 MCG OW)
IN SUBJECTS AT HIGH RISK OF
CONYERTING TO MULTIPLE
I SCLEROSIS
21 [TPHASE Trial Phase Classification Phase Il Trial
TRT Reported Mame of Test TRT X
28 Froduct
29| TTYPE Trial Type EFFICACY
30 |TTYPE Trial Type SAFETY
WA b MATYATA S TESLTS [4]
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Implementation Example

v TI
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Implementation Example: Tl
v SDTM IG - 7.5 Trial Inclusion/Exclusion Criteria

= For IECAT Controlled Terminology needed.

ti.xpt, Trial Inclusion/Exclusion Criteria

Trial Design, Version 3.1.2.0ne record per I'E criterion

Controlled
3 I‘:_“"""'le Variable Label | Type | . Le¥mS: Role CDISC Notes Core
ame Codelist or
Format
STUDYID Study Identifier Char Identifier [Unique identifier for a study. Feq
DOMATN Domain Abbreviation|Char  |T1 Tdenrifier [Two-character abbreviation for the domain. Req
I[ETESTCD (Incl’Excl Criterion  |Char  |* Topic Short name IETEST. It can be used as a column name [Req
Short Name when converting a dataset from a vertical to a horizontal
format. The value in IETESTCD cannot be longer than
8 characters, nor can 1t start with a number (e g _
“1TEST™). IETESTCD cannot contain characters other
than letters, numbers, or underscores. The prefix “TE” 15
used to ensure consistency with the IE domain.
IETEST Inclusion/Exclusion |(Char  |* Synonyvm |[Full text of the inclusion or exclusion criterion. The Req
Criterion Chualifier  [prefix “TE™ 1s used to ensure consistency with the TE
domain.
[ECAT Inclusion/Exclusion (Char |(IECAT) Grouping |Used for categorization of the inclusion or exclusion Feq
Category Califier |criteria.
IESCAT Inclusion/Exclusion |(Char |* Grouping [A further categorization of the exception criterion. Can  |Perm
Subcategory Califier  [be used to distinguish criteria for a sub-study or for to
categorize as a major of minor exceptions. Examples:
MATOE., MINOE.
TIFEL InclusionExclusion |(Char Fule Rule that expresses the criterion in computer-executable (Perm
Criterion Rule form (see assumption 4 below).
TIVERS Protocol Criteria Char Fecord  [The number of this version of the Inclusion/Exclusion |Perm
WVersions Jualifier |eniteria. May be ommtted 1f there 1s only one version.

* Indicates variable may be subject to controlled terminology, (Parenthesis indicates CDISC/NCI codelist code value)
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Implementation Example: Tl

v Complete Specification <TI-Trial InclusionExclusion Criteria.xls>

Microsoft Excel - TI-Trial InclusionExclusion Criteria

Eﬂ File Edit ‘iew Insett Format Tools Data  Window  Help Type a question For help
JEH 3 RIEIA Izl <@ Bimeterronn 0 - B 7y EEEED%E D
d8td S A F lild | ¥ Reply with Changes... End Review, . H
Ca v Fe Tl
C E F G H I J K L I
Domain | Variable Label Type (Length | Controlled Origin Role Comments Mapping Info (Source data == SDTM)
Prefix Terms or (define.xmil)
1 Format
3 Tl STUDYID | Study Identifier Char ] Azzigned [dentifier  [STUDYIO = "nnnnn® STUDYIO = "nnnnn®
4 Tl DoMAN  |Domain Abbrevistion | Char 2| Dor&In Azzigned [dentifier | OORMAIN = "TI" OorAAIN = "TI"
Tl [ETESTCD | IncHEsc! Criterion Shart | Char ] Azzigned Topic Select data from INCTAT: concatenate INCL" and variable INC (2 digits |
Mame are mandatary, for one-digit number a preceding 0 haz bo be added); I
select data from EXCTET: concatenate 'EXCL" and variable ERC [2
digits are mandatary, for one-digit number a preceding 0 has bo be added) |
For OCT Informed Conzent: For data from OCTIC use '
F [ETESTCDO=EXCLID and IETESTCO=EXCLOA0 |
Tl [ETEST InclusionfExclusion Char 200 CRF Pages 122,123, Syncnym Inluzicn criteria: |
Criterian 124,126 Qualifier [FIETESTCO = "IMCLOZ" to "INCLOE": IETEST = IMCTRTINCART |

[FIETESTCO = "INCLOT": IETEST = "Subject with single, first clinical
eyent suggestive of M3 within 60 days prior to SO0, Event must be a new
rieural, abnormality present for at least 24 hours"

if IETESTCD = "INCLO?": IETEST = "Females neither pregnant nor breast
beeding, nor attempt to conceive, They must use a highly effective
methad of contraception”

8-Nov-11 13
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Implementation Example: Tl

Enclusion criteria:

[FIETESTCO = ["EXCLOT o "ERLI0") ar "EXCLIZ" b "EXCLIZ) or
("EXCLA0" to "ERCL24") IETEST=EXCTAT EXCAKT

FIETESTCD = "ERCLIT" IETEST = "Subject zufters from major medical
or peychiatric ilnesz that in the opinion of the investigator creates undue
risk. bor the subject or could affect compliance with the study protocal”
FIETESTCO = "ERCLIY" ETEST ="Subject haz received any
immunamiadulatary or immuncsuppreszive therapy at any time prior to
SO0 from pre-defined list provided in study protocal”

OCT Infarmed Cansent:

[FIETESTCO = EXCLOMD: IETEST="3ubject has co-marbid ooular
condition not related to M3 [ascertained by a detailed histary and
Ehamination]”

F IETESTCD = EXCLO20: ETEST="Subject has severs myapia superior
tin i diophers”

i
T [IECET InclusionfExclusion Char 1| [ECAT CRF Pages 122,123, | Grauping | Category: "NCLUSION" ar  |If UPCASE(CAT)=Y then ECAT=NCLUSICON
7 Category 126 Cualfier | "EHCLUSION glze if UPCASE(CATI=E then [ECAT=EXCLUSION !
T [ESCAT  {InclusionfEsclusion Char 1] CRF Page 126 Grauping Fior OCT Informed Consent; [ESCAT = "0CT SUBSTUDY" ]
] Subeategan ualifier I
T |TIRL InlusianfExcluzian Char Dlerived Fule ot needed |
3 Criterion Fule |
Tl |TWERS  |Protocol Criteria Char Bisszigned Rlecard Mot reeded '
i0 Yerzions Gualifier
oAb M ti/ 4]

8-Nov-11
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Implementation Example: Tl

v For this example SAS-datasets with In- and Exclusion
Criterias are available

v <TrialDesign.xls (Tl)> not needed

8-Nov-11
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Implementation Example

VTV

8-Nov-11
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Implementation Example: TV

vV SDTM IG - 7.4 Trial Visits

8-Nov-11

tv.xpt, Trial Visits — Trial Design, Version 3.1.2. One record per planned Visit per Arm

sequence of Elements.

Controlled
v ;‘:}‘:’:“ Variable Label | Type C:;:l‘::fm Role CDISC Notes Core
Format
STUDYID  |Study Identifier Char Idennfier |[Umque identifier for a study. Req
DOMATN |Domain Abbreviation [Char |TV Identifier [Two-character abbreviation for the domain Req
WISITNUM |WVisit Number MNum Topic 1. Clinical encounter number Req
2. Numernc version of VISIT, used for sorting.
VISIT Wisit Name Char Synonvim |1, Protocol-defined description of clinical encounter. Perm
CQualifier |2. May be used 1in addition to VISITNUM and/or VISITDY
as a text descoiption of the climical encounter.
VISITDY  |Planned Study Day of [Num Timing 1. Planned study day of VISIT. Perm
Wisit 2. Due to its sequential nature. used for sorting.
ARMCD Planned Arm Code Char |* Record |1 ARMCD is limited to 20 characters and does not Exp
(Qualifier |have special character restrictions. The maximum
length of ARMCD 1s longer than for other “short™
wariables to accommodate the kind of values that are
lilkely to be needed for crossover trials. For example,
if ARMCD walues for a seven-period crossover were
constructed using two-character abbreviations for
each treatment and separating hyvphens, the length of
IARMCD wvalues would be 20.
2. If the timung of Visits for a trial does not depend on
iwhich ARM a subject 1s 1n, then ARMCD should be null.
ARM Description of Planned [Char  |* Synonyvm (1. Name given to an Arm or Treatment Group. Perm
Arm Chalitier (2. If the imung of Visits for a tral does not depend on
which Arm a subject 1s in. then Arm should be left blank.
TWVSTEL Wisit Start Fule Char Rule Rule describing when the WVisit starts, 1n relation to the Req
sequence of Elements.
TWVENEL Wisit End Rule Char Rule Rule describing when the Visit ends, 1n relation to the Perm

* Indicares variable may be subject to controlled rerminology, (Parenthesis indicates CDISC/NCI codelist code value)

19
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Implementation Example: TV

v Complete specification <TV-Trial Visits.xls>

] Microsoft Excel - TY-T its =
@J Ele Edt Yew Insert  Format  Tools Data  ‘Window  Help Type a question for help = o
NEHRISQA B B-F /-] -4 H s v._@]%TimesNeanman -0 B JUIEEEL @y |E
J ) | | _p‘ i il llﬂj .".. oy 1y Fh L . In =k 1] e .- 4] ﬁ
M3 v fe STUDYID = "nnnnn”
& [ E F G H I J K L M
Seq. | Domain | Variable Variable Label Type | Length | Controlled Origin Role Comments Mapping Info {source == SDTM)
For Prefix Hame Terms or (define.xmil)
1 | Order Format
3 1 TV STUDYID | Study ldentifier Char b Azzigred Identifier | STUDYIO = “nrnnn® STUDYIO = "nrnnn™
4 2 1k} OaraIN [ Domain Abbreviation Char 2( DOMAAIN Assigned [dentifier | DOMAIN = "TY" DakAAI = "Th"
K] TV WISITRUM | Wisic Mumber Mum 8] WISITMUM Azzigred Topic Far VISITMUR, WISIT azsociations and mapping
from planned source vizit information ba SOTM
5 see Trial Design.uls [Warksheet TW].
4 TV WISIT Wisit hame Char 40 Frotocal Synonym Far VISITMUR, WISIT azsociations and mapping
Cualifier from planned source vizit information ba SOTM
B zee Trial Design.slz [Waorksheet TY).
7 i TV YISITOY Planned Study Day of Yisit Mum 3 Frotocal Timing See < Trial Design.slz [TW]:
] Tv ARMCD Planned Arm Code Char 3 Azzigred Fiecord  |ARMCD:"" ARMICD=""
g Cualifier
7 i ARM Description of Flanned Arm- | Char i} Azzigned Synorym | ARM =" ARM=""
q Cualifier
10 ] TV TWSTRL Wigit Start Fule Char a0 Protocal Fule See < Trial Degign.slz [TY]:
1 3 T TYEMEL  [Yisit End Rule Char ] Fratocol Fule not needed

M4 b H[\s by [« |
8-Nov-11
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Implementation Example: TV

£ Microsoft Excel -

v Complete <TrialDesign.xls (TV)>

Trial Design

IE_'] File Edit Wiew Insert Format  Toaols  Daka Window  Help Twpe a queskion For help
N EEHR SR B @ D= 4] Mo -~ @ ﬁ arial -0 -| B I U %Eiﬁ @3 oy, | EE - by
i =a i) l =] = SR P B
ER - A 300
A, | E c | D | F | e
1 SDTM Database / Schedule of assessments
2 IVISITNUM [VISIT YVISITDY |TVSTRL Visit Header Description
100 SCREEMIMG Start of Screening Period (B0 days 100(SCREEMING SCR
3 prior to Study Day 1)
4 (200 STUDY DAY 1 1|{Baseline/First injection of trial drug 200(STUDY DAY 1 S0
5 250 RACMTH 1 2111 month after start of treatment 250 ) MOMNTH 1 Il
B (300 MOMTH 3 91(3 months after start of treatment S00UMONTH 3 i3
7 (400 MOMTH B 181|6 months after start of treatment AQO|RADMTH B MG
g 500 MCMTH S 2719 months after start of treatment S00(RONTH 3 (=]
9 600 MACMTH 12 361112 months after start of treatment BO0 | MOMNTH 12 hel 12
10 |700 MCMTH 15 451 (15 months after start of treatrment FO00(ROMNTH 15 W15
11 |800 MCMTH 15 541(18 months after start of treatment g00(kONTH 18 W15
12 {200 rACMTH 21 E31121 months after start of treatment SO0 | hOMNTH 21 221
1000 MCOMTH 24/ET 721124 months after start of treatment / 1000 (MOMNTH 24/ET MIZASET
13 early termination
1100 MOMNTH 27 EQP 811(3 months after start of optional 1100 MOMNTH 27 EQP M7 ECIP
additional 1-year open label
14 treatment period
1200 MOMTH 30 EQP 901 (6 months after start of optional 1200 MOMNTH 30 EQP M30SECIF
additional 1-year open label
il treatment period
1300 MICMTH 33 EQP 99112 months after starnt of optional 1300 | MOMTH 33 ECP MIIECF
additional 1-year open label
16 treatment period
1400 MICMTH 36 EQOP 108112 months after start of optional 1400 | MOMTH 36 EQP M3EE P
additional 1-year open label
17 treatment period
1500 POST TREATMEMT FOLLOWN-LIP 4 weeks after last dose of 1500 (POST TREATMEMT FL
18 treatment FOLLOWY-LIP
1600 COMNFIRMATION OF COMWVERSION TO CORS Confirmation of Convergion to 1600 COMNFIRMATION QOF CDOmMS
19 CDMS COMYERSION TO CDRMS
H 4+ MSTY S TA ATEATS | 4| |

8-Nov-11
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Implementation Example

vV TE

8-Nov-11
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Implementation Example: TE

v SDTM IG - 7.3 Trial Elements

te.xpt, Trial Elements — Trial Design, Version 3.1.2 One record per planned Element

Controlled
‘ ﬂ.mhle Variable Label | Type 1Terr.n5, Role CDISC Nates Core
Name Codelist or
Format
STUDYID [Study Identifier Char [denufier [Umique identifier for a study. Req
DOMAIN |Domain Abbreviation |Char |[TE [dentifier |Two-character abbreviation for the domain. Req
ETCD Element Code Char [* Topic ETCD (the companion to ELEMENT) 1s lumited to & Req
characters and does not have special character restrictions.
These values should be short for ease of use 1
programmung, but 1t 15 not expected that ETCD will need
to serve as a variable name.
ELEMENT |Description of Element |Char |* Synonym |The name of the Element. Req
Qualifier
TESTRL  |Rule for Start of Char Rule Expresses rule for begmning Element. Req
Element
TEENRL [Rule for End of Element|Char Rule Expresses rule for ending Element. Esther TEENRL or  [Perm
TEDUR mwmst be present for each Element.
TEDUR  |Planned Duration of  |Char [[SO 8601 |Timing |Planned Duration of Element m [SO 8601 format. Used [Perm
Element when the rule for ending the Element 1s applied after a
fixed duration.

* Indicates variable may be subject to controlled terminology, (Parenthesis indicates CDISC/NCI codelist code value)

23
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Implementation Example: TE

v Complete specification <TE-Trial Elements.xls>

k-1 Microsoft Excel - TE-Trial Eleme

I‘:‘ﬂ File Edt ‘“iew Insert Format  Tools Data  Window  Help

Type & question fo

TEHdR 308 B-F9-z-3]| 5= vu@]ETimesNeanman -0 - BIUIEEEA By | E S
R R 4 9 E
L3 v fe STUDYID = "nnnnn”
& C E F G H I J k. L i
Seq. |Domain | Variable Variable Label Type [Length | Controlled Origin Role | Comments (define.xml} | Mapping Info (source => SDTM)
For | Prefix | Hame Terms or
1 | Order Format
3 1 TE  |STUCYID | Studyldentifier Char ] Azzigned [dentifier | STUDYIO = "nnnnn" STUDYIO = "nnnnn” L
4 Z TE  [COMAIN | Domain Abbreviation Char 2| DOMAIN Bzzigned [dentifier  |DOMAAIN = "TE" DorA&IN = "TE" 1
5 3 TE |ETCD Element Code Char 2(ETCO Azzigned Tipic: See ¢ Trial Design.slz (TE]: E
4 TE  |ELEMEMT |Description of Element Char 45|ELEMENT  |Praotocol Synanym See ¢ Trial Design.als [TE]: 1
E Cualifier
7 B TE  |TESTRL  [Rule for Start of Element | Char el Fraotocal Fule See < Trial Design.slz (TE]: E
B TE |TEEMRL  (Rule for End of Element Char el Fraotocal Fule See < Trial Design.slz (TE]: E
] 0
g i TE |TEOUR Planned Quration of Element | Char 10{ 150 &0 Protocol Timing niok needed F
W4 His te [4]
8-Nov-11
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Implementation Example: TE

v Complete <TrialDesign.xls (TE)>

Microsoft Excel - Trial Design
Eﬂ File Edit ‘Yiew Insert Format  Tools  Data  Window  Help

15Hd 3 S8 8 B-F 9~ z-2] i ~@ 5 Arial 0 B T U EEE &
o Bt d S A i] (il Reply with Changes.., End Review... H
CH v fe Last intake of study medication
A B C D
1 |[ETCD ELEMENT TESTRL TEENRL
2 |SCREEM  |Screening Informed consent 5 days prior ta first dose
ATV TRT % 44 mcg s.c. tiw double |First dose of study drug where drug is TRT X |Confirmation of Conversion to COMS or Study
3 blind 44 mcq tiw {double blind) Completion (24 Months)
KOy TRT x 44 mcg s.c. ow double |First dose of study drug where drug is TRT X |Confirmation of Conversion to COMS or Study
4 blind 44 mcy ow (double blind) Completion (24 Months)
FEC Placebo s.c. thw double blind  |First dose of study drug where drug is Caonfirmation of Conversion to COMS or Study
5 Flacebo (double blind) Completion (24 Months)
% 0L TRT ¥ 44 mcy s.c tiw apen  |First dose of TRT % in open label treatment | Study Completion (24 Manths)
b label phase
w001 TRT %44 mcg s.c. tw open  |First dose of TRT & in optional open label 12 manth after start of element
7 |label {optional) treatment phase
o [FU Fallow-up Last intake of study medication ﬂfi weeks after start of element
M4 b M TY {TARTE (TS | 4]

8-Nov-11
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Implementation Example

vV TA
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Implementation Example: TA

v SDTM IG — 7.2 Trial Arms

ta.xpt, Trial Arms — Trial Design, Version 3.1.2. One record per planned Element per Arm
Controlled
Variable Variable Label |Type| ., Lerms: Role CDISC Notes Core
Name o - Codelist or :
Format
STUDYID Study Identifier Char Identifier |[Umique identifier for a study. IReq
DONATN Domain Abbreviation|Char |[TA Identifier |Two-character abbreviation for the domain. [Beeg
ARNMCD Planned Arm Code Char |* Topic JARMCD 15 limited to 20 characters and does not have [Feeq
special character restrictions. The maxinmmum length of
IARMICD 15 longer than that for other ““short™ vanables to
accommodate the kind of values that are likely to be needed
for crossover trials. For example. 1f ARMCD values for a
seven-period crossover were constructad using two-character
abbreviations for each treatment and separating hyphens, the
length of ARMCD wvalues would be 20.
AR Description of Char [* Synonvin [Name given to an Arm or treatment group. IReq
Planned Arm COualifier
TAETORD Order of Element Num Identifier [Number that gives the order of the Element within the Arm_ |[Req
within Arm
ETCD Element Code Char [* Fecord ETCD (the companion to ELEMENT) 15 limited to 8 IReq
COualifier |characters and does not have special character restrictions.
These values should be short for ease of use 1in
programming, but it is not expected that ETCD will need to
serve as a variable name.
ELEMENT  |Description of Char |* Synonyvm |The name of the Element. The same Element may occur [Perm
Element Qualifier |more than once within an Arm.
TABFANCH (Branch Char Fule Condition subject met, at a “branch™ in the trial design at the |[Exp
end of this Element. to be included in this Arm: (e.g..
randomuization to DEITG 3).
TATRANS Transition Fule Char Fule If the trial design allows a subject to transition to an Element |[Exp
other than the next Element in sequence, then the conditions
for transitioning to those other Elements, and the alternative
Element sequences, are specified in this rale (e.g. .
Responders go to washout).
EPOCH Epoch Char [* Timing Name of the Trial Epoch with which this Element of the |Req

|Arm 1= associated.

® Indicares variable may be subject ro conrolled rerminociosy,

(Parenrhesis indicates CDISC/NCT codelist code value)
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E Microsoft Excel - TA-Trial Arms

Implementation Example: TA

v Complete Specification <TA-Trial Arms.xls>

@J Fle Edit View Insert Format Tools Daka  Window  Help

NEHRISQ B B-F 9]z -4k = "@’ﬁ TimesMewRoman  + 10 - B [ U
= .

| e

<

Type a questio

a8y, | E

8-Nov-11

: b
3 v f STUDYID = "nnnnn”
A [ E F G H I J K L i
Seq. | Domain | Variable Variable Label Type [Length | Controlled Origin Role |Comments (define.xml)| Mapping Info (source
For Prefix Hame Terms or => SOTM)
1 | Order Format
3 1 TA STUOYIO Study [dentifier Char b Bezzigned [dentifier | STUOYIO = "nnnnn" STUDYID = "nnnnn”
4 2 T&, DOrAIN Diomain Abbreyiation Char 2| DorAIN Bizzigned Identifier | OOMAIN = "TA" COMAIN = "TA"
E 3 TA ARMCO Planned Arm Code Char Z|ARMCO Bezzigned Topic See ¢ Trial Dezign.alz [TA]:
4 TA AFM Dle=cription of Planned Arm Char q0( ARM Protocol Synonym See ¢ Trial Dezigralz [TA):
] [lualifier
g TA TAETORO | Order of Element within Arm Mum 2 Bezzigned [dentifier | Sorting variable hor ETCO within | See < Trial Design.als [TA):
7 an ARM
] TA ETCO Element Code Char HETCD Bzzigned Fiecord See ¢ Trial Dezigralz [TA):
g Chualifier
7 TA ELEMEMT Diezcription of Element Char 45(ELEMEMT Pratacal Synanym See ¢ Trial Dezignals [TA):
q Chualifier
10 g TA TAERAMCH |EBranch Char 40 Pratacal Fiule See ¢ Trial Dezignals [TA):
1 a TA TATRAMS | Transition Fule Char 200 Pratocol Fiule See ¢ Trial Dezigrualz [TA):
1 10 TA EFOCH Epoch Char 1] Pratacal Timing See ¢ Trial Dezign.alz [TA]:
M 4 b Mis ta | 4] |
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Study Design of Example

R
A
N
o|  TRTX 44 mcg tiw CD=MS
M 1

\ ] ] ] _
7 [\, TRT X 44 mcg ow CDMs TRT X 44 mcg tiw

\

Al ¢N=160
T ...................—
| Placebo CDMS TRT X 44 mcg tiw
(@)
N

8-Nov-11
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Implementation Example: TA

v Complete <TrialDesign.xls (TA)>

e
I‘:‘ﬂ File Edit Wiew Insert Format  Tools Daka  Window  Help Type aquestion forhelp - - @
IEHRSIQAIVEI & a@-T 2% -5 e - @ -0 -|BZUISSEESHEB%|EE-S-A-
Ll B B il S < (=21 Reply with Changes. .. End Review. .. g
B14 - # Placebo- TRT ¥ 44 mcg s.c. tiw OL
A B C D E F G H
1 |ARMCD ARM TAETORD ETCD ELEMENT TABRANCH TATRANS EPOCH
. TIWOL TRT_% 44 micy s.c. tiw DB - 1|SCREEM Screening Randomization to TRT_X 44 Screening
2 TRT_X 44 meg s.c. tiw OL mey thw
n_TIWAOIL TRT ¥ 44 mcy s.c. tiw DB - 2% T TRT X 44 mcy If conversion to COMS Double Blind Treatment
TRT ¥ 44 mcy s.c. tiw OL g.c. tiw double canfirmed, go to Open Label
blind Treatrment (up to 24 Manth)
Epach. If no conversian to
CDMS, go to Open Label
Treatment {Manth 25 - 36)
3 Epach
. TIWAOL TRT ¥ 44 mcg s.c. tiw DB - 3f=_0L TRT X 44 mcy If no conw. to COMS and no [Open Label Treatment: up to 24
TRT ¥ 44 mcg s.c. tiw OL s.c. tiw open label patticipation in the double-  [kMonth
blind 3-year extenszion study
optional add. Open Label
Treatment (Month 25 - 36) is
possible; if subject doesn't
patticipate go to Follov-up
4 Epoch
w_TIWOL TRT_A 44 micyg s.c. tiw DB - 4{x_00L TRT X 44 mcy Open Label Treatment: Maonth 25 -
TRT_¥ 44 mcg s.c. tiw OL s.c. tiw open label 36 (optional)
) {optional)
. TIWOL TRT_% 44 micy s.c. tiw DB - 5(FU Fallow-up Fallow-up
] TRT ¥ 44 mcg s.c. tiw OL
8-Nov-11
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Implementation Example: TA

A OWIOL  |TRT Add meg s.coowDB- 1|5CREEN Screening Randarmization to TRT X 44 Screening
! TRT % 44 meg s.c. tiw OL MEg ow
i OW/OL  |TRT X 44 meg s.c.owDB- 2% OW TRT %44 meg If conwersion to COMS  |Double Blind Treatment
TRT %44 meg 5.0, tiw OL 5.C. 0w double confirmed, ga to Open Label
blind Treatment {up to 24 Manth)
Epach. If no conversion to
COMS, gato Open Label
Treatment {Manth 25 - 30
f Epach
WO |TRT A dd meg s.c.ow DB - 3 0L TRT %44 meg Ifno conv. to COMS and no {Open Label Treatment: up to 24
TRT X 44 meg s.c. tiw OL 5.C.. thwr open label participation in the double-  {Month
blind 3-year extension study
optional add. Open Label
Treatrent (Manth 25 - 36) 1=
possible; if subject dossnt
participate go 1o Fallowup
Y Epach
A OW/OL  |TRT %44 meg s.c.owDB- 4(% 00L TRT % 44 meg Open Label Treatment: Month 25 -
TRT X 44 meg s.c. tiw OL .. thw open label 36 (optional)
10 (aptional)
A OW/OL  |TRT K44 meg s.c ow DB - a|FU Fallow-up Fallow-up
11 TRT A 44 ey s.ctiw OL

8-Nov-11
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Implementation Example: TA

PBO XL |Placebo- TRT 44 meg s.c. 1/5CREEN  |Screening Randomization to Placebo Screening
12 thw OL 5.0, dhw
PBO WOL  |Placebo- TRT A 4d meg s.c. 2|PEO Placebo s.c. tw [fcomversion to COMa - |Double Blind Treatment
tw L double blind canfimed, go to Open Label
Treatment (up to 24 Manth)
Epach. ff no conversion to
COMS, 5o to Open Label
Treatment (Manth 25 - )
13 Epach
PBO XL [Placebo- TRT X 44 meg s.c. 3 0L TRT X 44 mey If no cony. ta COMS and no | Open Label Treatment: up to 24
i (L 5.C. tw open label narticipation in the double- - |Manth
blind 3-year extension study
aptional add. Open Label
Treatment (Manth 25 - ) is
nozsible; if subject dossnt
patticipate 4o 1o Fallowup
14 Epach
PBO XL |Placebo- TRT 44 meg s.c. 41 00L TRT X 44 mey Open Label Treatrnent: Manth 25 -
tw 0L 5.C. tw open label 36 (optional)
15 (optional)
PBO WOL  |Placebo- TRT A 44 mey s.c. blFl Follow-up Follow-up
16 tw OL

HA M im ﬂﬂﬂ {

8-Nov-11
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Effects on other Domains (OpenCDISC Validator)

v TI:
= |[E (IETESTCD, IETEST, IECAT — all required)

v TE:
= TA, SE (ETCD (req.), ELEMENT)

vV TV:
= SV (VISITNUM (req.), VISIT, VISITDY)

vV TA:
= DM (ARMCD, ARM — all required)
= CO (TAETORD)

= SE, SV, CM, EX, SU, AE, DS, MH, DV, CE, EG, IE, LB, PE,
QS, SC, VS, DA, MB, MS, PC, PP, FA (EPOCH, TAETORD)
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Contact

v Stefanie Sturm
Principal Statistical Programmer
Accovion GmbH
Helfmann-Park 10
D-65760 Eschborn

stefanie.sturm@accovion.com
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