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Disclaimer

e The comments made in this presentation are
Individual opinion of the presenter, and are not
necessarily reflective of the positions of Eisal.

 The contents in this presentation are current

understanding of the presenter and may further
be updated.

« The presenter does not guarantee that the SEND
Dataset created based on this presentation will
be 100% accepted by the regulatory agency.



Introduction

« At the annual Japanese Society of Toxicology
(J-SOT) meeting In June 2016, | briefly explained
how to “manually” create SEND datasets

| DO NOT recommend self-creation of SEND
datasets for regulatory submission purpose
(leave it to your SEND software or outsourcing!)

« However, it Is good to experience such process
by yourself so that you can understand the
structure of SEND datasets in detalls

« You may be able to acquire knowledge to
correct SEND datasets when necessary as a
result
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Creation of SEND Dataset in Excel (1)

5.3.1 SUBJECT ELEMENTS - SE
se.xpt, Subject Elements - Special-Purpose Domains. One record per element experienced per subject, Tabulation.
Variable Name | Variable Label Type ggﬁ:\l]‘lzltlfnd];r;;‘;ﬁ; ¢ Role CDISC Notes Core
STUDYID weitedydentifier Char Identifier | Unique identifier for a study. Req
DOMAIN Doma Char | SE Identifier | Two-character abbreviation for the domain. Req
Abbrefnation
USUBJID _Wi ect I Char Identifier | Identifier used to uniquely identify a subject across all studies for all Req
Identifier applications or submissions mvolving the product.
SESEQ Identifier | Sequence number given to ensure uniqueness of subject records within a Req
USUBIID within a domain. May be any valid number.
ETCD Topic Short name of the Element used for programming and sorting. The same Req
Element may occur more than once within an Arm. If an encountered Element
differs from the planned Element to the point that it is considered a new
Element, then use UNPLAN as the value for ETCD to represent this Element.
The value in ETCD cannot be longer than 8 characters, nor can it start with a
number (e.g, “1TEST” is not valid).
ELEMENT Descriotion of Char Synonym | The name of the Element. The same Element may occur more than once within | Perm
Element Qualifier | an Arm. If ETCD has the value of UNPLAN, then ELEMENT should be
blank.
SESTDTC Start Ilate/Time o Char || ISO 8601 Timing Start date/time for an Element for each subject. Req
Elemefnt I
SEENDTC [T1 Char IS0 86801 Timing End date/time for an Flement for each subgect. Exp
& -9 - SExls [B3#E—F] - Microsoft Excel = &P R
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Creation of SEND Dataset in Excel (2)

5.3.1 SUBJECT ELEMENTS - SE
se.xpt, Subject Elements - Special-Purpose Domains. One record per element experienced per subject, Tabulation.
Variable Name | Variable Label Type c,ontl',[ﬂh?d ‘Te:‘rlns, Role CDISC Notes Core
Codelist, or Format
STUDYID Study Identifier Char Identifier | Unique identifier for a study. Req
DOMAIN Domain Char | SE Identifier | Two-character abbreviation for the domain. Req
Abbreviation
USUBJID Unique Subject Char Identifier | Identifier used to uniquely identify a subject across all studies for all Req
Identifier applications or submissions involving the product.
SESEQ Sequence Number Num Identifier | Sequence number given to ensure uniqueness of subject records within a Req
USUBIID within a domain. May be any valid number.
ETCD Element Code Char Topic Short name of the Element used for programming and sorting. The same Req
Element may occur more than once within an Arm. If an encountered Element
differs from the planned Element to the point that it is considered a new
Element, then use UNPLAN as the value for ETCD to represent this Element.
The value in ETCD cannot be longer than 8 characters, nor can it start with a
number (e.g, “1TEST” is not valid).
ELEMENT Description of Char Synonym | The name of the Element. The same Element may occur more than once within | Perm
Element Qualifier | an Arm. If ETCD has the value of UNPLAN, then ELEMENT should be
blank.
SESTDTC Start Date/Time of Char | ISO 8601 Timing Start date/time for an Element for each subject. Req
Element
SEENDTC End Date/Time of Char | ISO 8601 Timing End date/time for an Element for each snbject Exp
EEA@9- & SExls [E#E—F] - Microsoft Excel = P R
SEUPDES H—b | BA  A-IL{FIr BFE 74 #H FF  Acrobat  Bizlingo 6@ o=@ s
j # o Ms Py 1P AN == e . L :_] x- F
woH © B oz y- A-| Z- = 1. o, | 0 0 2 | B
- F - _ . - - iR -
Py TR~ F JAvk RE 5iE 2540 o =
H3 » (© X « fe| 2008-01-27T09 00| v
A B C D E F G | H | 1 J =
1 STUDYID DOMAIN USUBJID SESEQ ETCD ELEMENT SESTDTC SEENDTC SEUPDES
ABCH SE ABC1-00 1 SCRN Scresn 2008-01-08 2008-01-14T07:.00
|ABC SE ABCT1-001 2 GPM Yehicle Control 2008-01-14T07:00  |2008-01-27T09:00 |
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Creation of SEND Dataset in Excel (3)

5.3.1 SUBJECT ELEMENTS - SE
se.xpt, Subject Elements - Special-Purpose Domains. One record per element experienced per subject, Tabulation.
Variable Name | Variable Label Type c,ontll,OHEd ‘Te:‘rlns, Role CDISC Notes Core
Codelist, or Format
STUDYID Study Identifier Char Identifier | Unique identifier for a study. Req
DOMAIN Domain Char | SE Identifier | Two-character abbreviation for the domain. Req
Abbreviation
USUBJID Unique Subject Char Identifier | Identifier used to uniquely identify a subject across all studies for all Req
Identifier applications or submissions involving the product.
SESEQ Sequence Number Num Identifier | Sequence number given to ensure uniqueness of subject records within a Req
USUBIID within a domain. May be any valid number.
ETCD Element Code Char Topic Short name of the Element used for programming and sorting. The same Req
Element may occur more than once within an Arm. If an encountered Element
differs from the planned Element to the point that it is considered a new
Element, then use UNPLAN as the value for ETCD to represent this Element.
The value in ETCD cannot be longer than 8 characters, nor can it start with a
number (e.g, “1TEST” is not valid).
ELEMENT Description of Char Synonym | The name of the Element. The same Element may occur more than once within | Perm
Element Qualifier | an Arm. If ETCD has the value of UNPLAN, then ELEMENT should be
blank.
SESTDTC Start Date/Time of Char | ISO 8601 Timing Start date/time for an Element for each subject. Req
Element
SEENDTC End Date/Time of Char | ISO 8601 Timing End date/time for an Element for each subject. Exp
EEH9-M-|= SE.xls [B#E—F] - Microsoft Exce ENE
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Conversion of Excel to SAS EXPORT file

DM.xls SE.xls EX.xls CO.xls

DS xpt Bprt CL xpt

DS.xls BW.uxls CLxls

How to convert Excel to .xpt?
 Import your Excel file (.xlIs) to SAS Work
e Export your dataset as SAS EXPORT file (.xpt)

Issues you may be faced:
* Need manually put “Label” name for each Variable
* Variable length should be shortened
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Creation of Define.xml file (SEND)

.




What is (Define).xml?

Comn%nt!—— Dataset Definition (TE) —->

<ItemGroupDef COID="IG.TE"
Domain="TE"

Name="TE"

eating="No"

1iceData="Yes"
- :\.-_% — "TE n

SDatasetN

:|_-_| in

Purpose="Tabulation"
ef:5tructure="0ne record per planned Element"
ef:Class="TRIAL DESIGN"
def:ArchivelLocationID="LF.TE">
<Description>
Heme1t{: <TranslatedText =zml:lang="en">Trial Elements</TranslatedText>
</Description>
<ItemRef ItemOID="IT.STUDYID" OrderNumber="1" Mandatory="Yes" KeySequence="1"/>
<ItemRef ItemOID="IT.TE.DOMAIN" OrderNumber="2" Mandatory="Yes"/>
<ItemRef ItemOID="IT.TE.ETCD" er ber="3" Mandatory="Yes" EKeySequence="2"/>
<ItemRef ItemOID="IT.TE.ELEMENT" CrderNumber="4" Mand ry="Yes"/>
<ItemRef ItemOID="IT.TE.TESTRL" er ber="5" Mandatory="Yes"/>
<ItemRef ItemOID="IT.TE.TEDUR" OrderNumber="6" Mandatory="No"/>
<def:leaf ID="LF.TE" xlink:href="te.xpt">

<def:title>te.xpt</def:t
</def:leaf>
</ItemGroupDef>

v" XML: EXtensoble Markup Language

v’ Describe data as elements using tag
<ABC> ~ </ABC>

v" FDA recommend to use Define.xml
since 2005

itle=

CDISC Define-XML Specification Version 2.0 (2013)

http://www.cdisc.org/define-xml 10
- UUEBPBEBDBEBEBTBDTETETEGEGESESESESESESESSSSSS



If you are interested in XML...

(Examples)

.
XML €-

PALVXML
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Making XML human-readable

" Machine readable

2005~ _
. - XML |
.& <I> Same contents e may not be
Define.pdf shown)
Define.xml - = Human readable

"r( E"g il il i A = _
- o =

In previous version of FDA Guidance (1999) define2-0-0'xsl

Define.pdf was recommended. ~

Even now, Define.pdf need to be attached “XSL stylesheet”

in case of Define v1.0 due to printing issue.

*Regulatory Submissions in Electronic Format, General Considerations (1999)
http://www.fda.gov/downloads/drugs/guidancecomplianceregulatoryinformation/guidances/ucm072390.pdf



Structure of Define.xm|

e A Define-XML file includes the following key

content components:

XML header, the ODM root element, Study and MetaDataVersion.

Information about linked PDF documents such as annotated Case
Report Forms and Supplemental Data Definitions.

Moo=

Dataset definitions.

Variable definitions.

Value definitions (including Where Clause definitions)
Controlled Terminology definitions

Computational Method definitions

© N O U kW

Comment definitions

Define-XML-2-0-Specification (Section 5.2)
13
R



How to create Define.xml? (PhUSE Wiki)

i =

| Preparation [edit]

. o

Getting a Base File [ edit]

If you are using a vendor solution to create SEMD files, it typically will come bundled with functionality to output a define.xml file,
If you need to create one yourself, then the OpenCDISC Validatoré? tool can be used to generate the basis of a define.xml file off a set of
SEMD XPT files (select "Generate Define.xml" and then your SEMD XPT files). This is a good starting point for your define.xml, as it will

create all of the structural basics for you; however, it does not have the ability to populate the company-specific information such as
comments, desired data types, custom controlled terminology, and so on.

Another option is to use an example define file provided from the define-xml & site. These have more realistic examples, although not
SEMD-based.

Refining [edit]

The raw define file needs several additions and refinements.

» File/study metadata:
+ Creation datetime in the ODM element's CreationDateTime attnbute
e Study Mame, Description, and Protocol Mame in the Study element's GlobalVarnables subelement (e.g., ABC123, 28-Day Oral

Toxicology Study in Rats, and ABC123, respectively)

e Name under the MetaDataVersion element's Mame attnbute (e.g., "Study ABC123, Data Definitions")

s Domain (ItemGroupDef) keys under the def:DomainkKeys attnbute

# Domain varnable references’ (ItemRef) attributes, including a review of the Mandatory and Role attributes for domain variables {can be

incorrect in the templates)

s Varable definitions' (ItemDef) attnbutes, including:
+ Populating the Origin attribute
e Populating the Comments attnbute
* Revising the Type and/or Length attnbutes
+ Added a CodeListRef subelement when CT applies to the varable

# Codelist elements for each CT list used (internal and extemnal)

« Any value lists used (ValueList), including SUPP-- vanable descriptions.

http://www.phusewiki.org/wiki/index.php?titte=SEND _Implementation_Wiki_- Define_Fundamentals 14
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Define.xml prep using Pinnacle 21 (1)

JPinnacIe 21 Gommunity 18] =
21 File Wiew Help
# Home i
PINNACLE? COMMUNITY | enoeens
« ‘alidator
p I n n a CI # Define.xml " Where would you like to begin?
e 2 1 Create Spec
CO I I l U Generate Define
n |t . exe ¢§ Converter Validator Define.xml Generator Data Converter ClinicalTrials.gov Miner
A ClinicalTrials.gov Check compliance with SDTM, Create compliant Define xml 2.0 for Convert data between SAS XPORT, Aggregate clinical outcomes and site
SEND, ADal, and Define xml SDTM, SEND, and ADaM datasets Excel, CSV, and Dataset-XML info across trials and therapeutic
areas
M Recent Updates
M Pinnacle 21 Community 2.1.1 is now available. Download now. 11 days ago
M  PMDA Validation Rules webinar - recap and presentation slides are now available. 3 months ago
M Pinnacle 21 Community 2.1.0 is now available. Download now. 4 months
M OpenCDISC is now called Pinnacle 21. Learn how this change affects Community 4 months ago

OpenCDISC Communmnity 2.0.1 is now available. Download now

© 2016 Pinnacle 21 LLC Folowus: @ vLinkedin €3 Twitter E3JFacebook % Email




Define.xml prep using Pinnacle 21 (2)

J Pinnacle 21 Gommunity ;lilll

File  “Wiew Help

# Home B ~ rranta comndiant Dafina vyl 2 0 far SOTA SEMN, nd ADald dafacots
Defi DE.Xml (Generator | create compliant Define.xml 2.0 for SDTM, SEND, and ADal datasets
" \alidator
# Create Excel Specification
# Define.xml ~
Extract Metadata from SAS XPORT Datasets
Create Spec

Source Data
Generate Defing

& Converter Drop files here to select them

or
Q-2 Select your datasets

& ClinicalTrials.gov

Configuration SEND 3.0 (FDA) | w

% E3

Import Define. xml

Define.xml Browse...

Create

©2016 Pinnacle 21 LLC Followus: [ Linkedin ) Twitter B3 Facebook 2§ Email




Define.xml prep using Pinnacle 21 (3)

[r7|Pinnacle 21 G
File  iew Help

Generating Define.xml Excel Spec

Complete!

Excel Spec file is automatically saved at: pinnacle21-community > components > reports




Define.xml prep using Pinnacle 21 (4)

™ I R R define-2016-04-08T14-22.xlsx - Microsoft Excel = &P 3
=i BA Al o #EE 74 EHE F=T  Acrobat BizLingo o 9 o & R
EE ® Calibri ‘11 - AN =S=[E e SwoElearssTs B . [ = X @ T A7 &
ﬂﬁoﬁﬁy Bz u- - &-A- - SE=EE= Hoasaeltemmi- B- % o | 5% ﬁ'if;g?%%&%'f;g%v ﬁ} RllE &5 Q %’fﬁlﬁ %ﬁ{
HUyTi—F | TAE f | BE | i | A5 | ) | RE |
A1 . £ | Attribute E]
A B c D | E | F | G ~
T
StudyName
StudyDescription (blank)
ProtocolName
StandardMName SEND-IG
StandardVersion '3.[)
Language en

h

M 4 M| Study Datasetz arisbles Waluelevel WhereClauzes - Codelizts  Dictionaries - hethods - Corments - Docume(] 4 | i

| »
IvsE | |[EEm 125% U
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Define.xml prep using Pinnacle 21 (5)

EEd9-~-|= define-2016-04-08T14-22.xlsx - Microsoft Excel = P R
=i BA ATl &E T4 E #&&  Acrobat BizLingo & 9 o R

@ b calir 1A ==l »  SroaltesERs B K O =& @ ZTAY O #

EEU'I"J“U‘ I U- |- &-A-|E-|=E==|&= . -5 <0 jm | EEE T-JILELT L0 :@1 EJ@ 5 Iﬁ%ﬂ.& BEr

. i A& | E=E FF Houwsltrami- §-w o | W8 ZEEETIAT 6o | B : Q e

)T x—h F W ¥ F BE F HE F 254 il EE

‘ Al - fe| Order ¥
B C D E F G H I J K -

(blank)

5o lrs ke be be ks ke ke he = = == = a|aw = =
[ W e P e P P e e R BN NE R

29

w

-
M 4 b ¥ | Study Datasets Warisbles | Valuelevel <WhereClauses Codelists - Dictionaries - Methods - Comments -~ Docume{] 4 | i

3?)F|

[¥]
|[EHomE 100% U
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Define.xml prep using Pinnacle 21 (6)

[P7|Pinnacle 21 Community 18]

File ‘“iew Help

# Home n

PI N N Ac LE 21 CO M M U N ITY an open source foolkit for the CDISC professional
v Validator
# Define.xml o Where would you like to begin?
Create Spec
» Generate Define
£ Converter alidator Define.xml Generator Data Converter ClinicalTrials.gov Miner
A ClinicalTrials.gov Check compliance with SDTM, Create compliant Define.xml 2.0 for Convert data between SAS XPORT, Aggregate clinical outcomes and site
SEND, ADaM, and Define xmil SDTM, SEND, and ADaM datasets Excel, CSV, and Dataset-XML info across trials and therapeutic
areas

# Recent Updates
M  Pinnacle 21 Community 2.1.1 is now available. Download now. 11 days ago

®  PMDA Validation Rules webinar - recap and presentation slides are now available. 3 months ago

M Pinnacle 21 Community 2.1.0 is now available. Download now. 4 months ago

M OpenCDISC is now called Pinnacle 21. Learn how this change affects Community. 4 months ago

A OpenCDISC Community 2.0.1 is now available. Download now a year ago

® 2016 Pinnacle 21 LLC Follow us: (@ Linkedin €D Twitter B3 Facebook & Email




Define.xml prep using Pinnacle 21 (7)

[p7|Pinnacle 21 G i == %

Fil=  “Wiew Help

# Home 4 = e mnpn el el MaFe s vl 30 e SOTAM SEMNO 3nd ANah dofaents
Deﬁ DE.Xml Generator create compliant Define.xml 2.0 for SDTM, SEND, and ADaM datasets
" \alidator
# Generate Define.xml
# Define.xml ~

Excel Spec
Create Spec

Generate Define @» Choose your EXCE| Spec
8 Comerter after “refining”

& ClinicalTrials.gov

©2016 Pinnacle 21 LLC Followus: [ Linkedin ) Twitter K3 Facebook 2% Email




Define.xml prep using Pinnacle 21 (8)

Generating Define.xml

Open Definexml|
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Validation of SEND Dataset

-



Pinnacle 21 Validation Rule

Message

Description

Severity

Pinnacle 21 1D

Publisher 1D

i
Message

O

Wariable must be populated with terms from its CDISC controlled terminology codelist. Mew terms

Description Category

F s
Severity

2 CT2001 FDAM340 —value not found in = non-extensible codelist cannot be added into non-extensible codelists. Terminology Error
Yariable should be populated with terms from its CDISC controlled terminology codelist. Mew terms can
3 CT2002 FDAM341 —value not found in - extensible codelist be added as long as they are not duplicates, synonyms or subsets of existing standard terms. Terminology Warning
Paired variables such as TEST/TESTCD must be populated using terms with the same Codelist Code
—and —values do not have the same Code in CDISC value in CDISC control terminology. There is one-to-one relationship between paired variable values
4 CT2003 FDAM342 CT defined in CDISC control terminology by Codelist Code value. Terminology Error
Wariable must be populated with terms from its CDISC controlled terminology codelist, when its value
5 CT2004 FDAM343 —value not found in = non-extensible codelist level condition is met. Mew terms cannot be added into non-extensible codelists. Terminology Error
Yariable should be populated with terms from its CDISC controlled terminclogy codelist, when its value
level condition is met. New terms can be added as long as they are not duplicates, synonyms or
g CT2005 FDAM344 —value not found in - extensible codelist subsets of existing standard terms. Terminology Warning
Paired variables such as TEST/TESTCD must be populated using terms with the same Codelist Code
—and —values do not have the same Code in CDISC value in CDISC control terminalogy. There is one-to-one relationship between paired variable values
7 CT2006 FDAM345 CT defined in CDISC control terminology by Codelist Code value within the same value level condition. Terminology Error
FDAMO14,FDAN
g SDOo001 015 Mo records in data source Domain table should have atleast one record. Presence Warning
FDAMO18,FDAN
S 300002 018 MULL wvalue in —variable marked as Required Required variables (where Core attribute is ‘Req’) cannot be MULL for any records. Presence Warning
10 | SD0O003 FDAMO3S Invalid IS0 8601 value for — variable Walue of DatesiTime variables (*DTC) must conform to the 150 8601 international standard. Format Error
11 |SD0004 FDAMDSE Inconsistent value for DOMAIN Domain Abbreviation (DOMAIN) variable should be consistent with the name of the dataset. Consistency Warning
The value of 3equence Mumber (—SECQ!) variable must be unique for each record within a domain and
within each Unique Subject Identifier (USUBJID) or Pool Identifier (FOOLID) variables value when they
12 |SD0O00S FDAMOD44 Duplicate value for —SECQ variable are present in the domain. Consistency Error
Standard Units (—STRESL)) must be consistent for all records with same Short Mame of Measurement,
Test or Examination (-TESTCD), Category (—CAT), Specimen Type (—SPEC) and Method of Test or
13 sD0007 FDAMOZ4 Inconsistent value for Standard Units Examination (-METHOD). Consistency Warning
Study Day of Start of Event, Exposure or Observation (—STDY) must be less or equal to Study Day of End
14 |8D0O012 FDAM106 —3TDY is after —EMDY of Event, Exposure or Observation (—EMNDY). Limit Warning
Start Date/Time of Event, Exposure or Observation (—STDTC) must be less or equal to End Date/Time of
15 |5D0013 FDAM107 —STDTC is after —-ENDTC Event, Exposure or Observation (—ENDTC). Limit Warning
16 |SD0014 FDAMOS1 Megative value for -DOSE Mon-missing Dose (—DOSE) value must be greater than or equal to 0. Limit Error
17 |5D0015 FDAMODB2 Megative value for -DUR 0. Limit Error
Character ResultFinding in Std Format (-STRESC) value should not be MULL, when Derived Flag (— =
4 4 ¢ M| Datazet Surmmary o Tzzue Summary - Details | RBygles %0 4] il | »
24



FDA Specific SEND Validation Rules i)

&« C A | [H wwwfdagov/Forlndustry/DataStandards/StudyDataStandards/default. htm B

Dty
]

1. The Agency can process, review, and archive electronic submissions that provide study data using the
standards, formats, and terminologies specified in the Data Standards Catalog (Click here) For Centers other
than CBER and CDER there may be additional supported standards, please check with the specific Center.

To submit standardized study data using a standards that is unsupported or retired, see the guidelines for
reguesting a waiver to current supported clinical study data standard versions.

2. For CDER and CBER: Guidance for Industry - Providing Regulatory Submissions in Electronic Format
— Standardized Study Data. Click here to access the full guidance document. The guidance describes how
FDA plans to implement the requirements for the electronic submission of standardized study data.

3. Study Data Technical Conformance Guide v3.0 Click here to access the Guide. This Guide provides
technical specifications, recommendations, and general considerations on how to submit standardized electronic
study data.

3a. Recommendations for Preparing a Study Data Standardization Plan (click here)

4. Study Data Validation Rules

4a. FDA Specific SEND Validation Rules
The following document outlines FDAS validation rules for SEND formatted non-clinical studies.
MNonclinical validator Specifications (XLS)

4b. FDA Specific SDTM Validation Rules
The following document outlines FDAs validation rules for SDTM formatted clinical studies. SDTM
Validator Specification (XLS)

Additional Center-specific information

« CBER Study Data Standards For additional information/support, please contact © cber cdisc@fda.hhs.gov

« CDER Study Data Standards For additional information/support, please contact: cder-edata@fda_hhs.gov

« CDRH Study Data Standards For additional information/support, please contact:
CDRH DataStandards@fda_hhs.gov Where indicated in the Data Standards Catalog. study data standards are
recognized and supported by the Center, but are currently voluntary. See Center-specific page for further
information.

http://www.fda.gov/Forindustry/DataStandards/StudyDataStandards/default.htm
25
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Severity: SDRG Comp GL Nonclin V1.0 (1) &>

Error: SDRG Section 5.3

This section summarizes findings from validation.
Insert errors from the SEND conformance report into
the table provided.

— Annotate issues with a brief, non-technical explanation of the findings

— Do not include skipped validation checks or validation checks for
which datasets do not exist.

— Explain why validation errors could not be corrected.

— If you are using a SEND conformance checker other than FDA rules,
report only the diagnostic messages for validation rules that
correspond with the FDA rules.

http://www.phusewiki.org/wiki/index.php?titte=Nonclinical_Study Data_Reviewers_Guide 26
..



Severity: SDRG Comp GL Nonclin V1.0 (2) &)

Warning : SDRG Section 5.4

Describe any relevant validation warnings that could

not be corrected similar to description of errors in
section 5.3 above.

Notice: (No direct impact on data quality; usually
Informational)

http://www.phusewiki.org/wiki/index.php?titte=Nonclinical_Study Data_Reviewers_Guide 27



Validate Dataset using Pinnacle 21 (1)

JPinnacIe 21 Gommunity 18] =
21 File Wiew Help
# Home i
PINNACLE? COMMUNITY | enoeens
« ‘alidator
p I n n a CI # Define.xml - Where would you like to begin?
e 2 1 Create Spec
CO I I l U Generate Define
n |t . exe ¢§ Converter Validator Define.xml Generator Data Converter ClinicalTrials.gov Miner
A ClinicalTrials.gov Check compliance with SDTM, Create compliant Define xml 2.0 for Convert data between SAS XPORT, Aggregate clinical outcomes and site
SEND, ADal, and Define xml SDTM, SEND, and ADaM datasets Excel, CSV, and Dataset-XML info across trials and therapeutic
areas
M Recent Updates
M Pinnacle 21 Community 2.1.1 is now available. Download now. 11 days ago
M  PMDA Validation Rules webinar - recap and presentation slides are now available. 3 months ago
M Pinnacle 21 Community 2.1.0 is now available. Download now. 4 months
M OpenCDISC is now called Pinnacle 21. Learn how this change affects Community 4 months ago

OpenCDISC Communmnity 2.0.1 is now available. Download now

© 2016 Pinnacle 21 LLC Folowus: @ vLinkedin €3 Twitter E3JFacebook % Email




Validate Dataset using Pinnacle 21 (2) s

J Pinnacle 21 Gommunity ;lilll

Fil=  Wiew Help

# Home Could not establish a connection
R Va | |d ato I check compliance with SDTM, SEND, ADaM, and Define.xmil
# Define xml <
+ Validate Data
&2 Converter
n ) Standard SEND ~ Configuration | SEND 3.0 (FDA) w
& ClinicalTrials.gov
Source Format SAS® Transport (XPORT) | ~ Report Format | Excel | ~ 4#

Source Data

Drop files here to select them

or
DO Select your datasets

Define.xm| @» Optional Browse...

CDISCCT 2016-03-25 ~ MedDRA Install now More dictionaries

O 23
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Validate Dataset using Pinnacle 21 (3)

Generated: 2016-01-29T08:15:00
CDISC CT Version: 2015-09-25
UMl Version: 2015-11-12
NOF-RT Version: 2015-11-02
Software Version: 2.1.0

[N e g RS R R RS PRI USRS P PR Y .
_.owmﬂmm_hmm_.owmwmm-hmr\)

D E F
Pinnacle 21 Validator Report

Configuration: FASEMD\eOpenCDISC Validator\pinnacle21-community\components'config\SEND 3.0 (FDA).xml
Define xml: FASEND\eOpenCDISC Validator\pinnacle21-community

Issue Summa

Source Pinnacle 211D Publisher ID Message Severity Found
GLOBAL
SD1020 FDANOD1 Missing DM dataset Error 1
SD1115 FDANOO2 Missing TS dataset Error 1
SE0007 FDANO11 Missing TX dataset Error 1
BW
SD1082 FDANO36 Variable length is too long for actual data Error N
SE0063 FDAMNO33 SEND/dataset variable label mismatch Warning 20
SD1078 FDAMNO0S5 Permissible variable with missing value for all records Notice 5
SKIP_SD0064 DM is missing or lacks necessary variables and cannot be used for this cross-dataset validation Notice 1
22 SKIP_SD1005 DM is missing or lacks necessary variables and cannot be used for this cross-dataset validation Notice 1

(1sD1082 (FDANO36):
(2SE0063 (FDAN033):
3)sD1078 (FDANOS5):

Variable length is too long for actual data - Error
SEND/dataset variable label mismatch > Warning
Permissible variable with missing value for all records > Notice

30



Validate Dataset using Pinnacle 21 (4) s

SD1082/FDANO036
| Before

YWiem Window  Help

B
After

[ -

|F| @ e |Sad T2 El & 88| ¥ 84 &/ | &
Variable Type Len DLen Format InFormat Len OLen Format InFormat
1|STUDYID Char 12 12812, 512, 6 12812, £12.
2| DOMAIN Char 4 4|54, 54. 2 484, 4.
S|USUBJID Char 24 15 (524, 524, 12 156|524, £24,
4|BWSEQ Hum g 12(12. . 8 12(12.
E|BWTESTCD Char 4 4|54, 54, 2 4(54. 4.
G|BWTEST Char 22 15 (§22. £22. 11 16|822. £22.
T|BWORRES Char 5 6[56. £6. 3 6|%6. £6.
&|BWORRESU Char 4 4|54, 54, 2 4(54. 4.
S|BWSTRESC Char 5 6|56, 6. 3 6|%6. £6.
10|BEWSTRESN Mum g 1212, . 8 12|12,
11|BWSTRESU Char 4 4|54, 54. 2 4(54. 4.
12 |BWSTAT Char 2 2|52, 2. 1 2(52. 2.
13|BEWREASND Char 2 2|52, 52. 1 2(52. 2.
14 |BWELFL Char 2 2 (82, 2. 1 2(52. 2.
15| BWFAST Char 2 2 (82, 2. 1 2(52. 2.
16| BWEXCLFL Char 2 2|52, 2. 1 2(52. 2.
17 |EWREASEX Char 2 2|52, 2. 1 2(52. g2,
18|VISITDY Mum g 1212, . & 12|12,
19|BWDTC Char 20 20 |520. £20. 10 20|%20. £20.
20| BWDY Mum 8 12 (12. . & 12|12,
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Validate Dataset using Pinnacle 21 (5) s

SEO0063/FDANO033

EEE File Edit “iew ‘Window Help
| ¥ ||« > |2 [&]8]|F 22| @
i Type Len DLen | Format InFormat J&

STUDYID Char 12 12 (512, s12. STUDYID

DOMAIN Char 4 4(84. 4. DOMAIN

USUBJID Char 24 15 (524, 524, USUBJID

BWSEQ Num g 1212, . BWSEQ

BWTESTCD Char 4 4|54, 54, BWTESTCD

BWTEST Char 22 15 (522, 522, BWTEST

BWORRES Char G 6|56, 6. BWORRES

BWORRESU Char 4 4(54. 54. BWORRESU

EWSTRESC Char G 6|86, EB. BWSTRESC

BEWSTRESN Num 8 12|12, . BWSTRESN

BWSTRESU Char 4 4|54, 54, BWSTRESW

BWSTAT Char 2 2|82, 52, BWSTAT

BWREASND Char 2 2|82, 52, BWREASND

BWELFL Char 2 2(52. 52, BWELFL

BWFAST Char 2 2(52. 52. BWFAST

EWEXCLFL Char 2 2(82. g2, BWEXCLFL

EWREASEX Char 2 2(52. 2. BWREASEX

VISITDY Num g 1212, . VISITDY

EWDTC Char 20 20|%20. £20. BWOTC

BWDY Num g 1212, . BWDY
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Should “SEND 1G3.0 Known Issues” be
Corrected? (in terms of P21 validation)

Domain

CcO

LB

PC

TF

Description

POOLID is missing from this domain description

table.

LBORNRLO and LBORNRHI shoud be type Char,

not Num.

The variable label for VISITDY should be
"Planned Study Day of Collection", not "Visit Day",
consistent with other domains.

The variable shown as TSTFNAM should be

TFENAM.

Should be
Corrected?

No
(Warning-
SD1076)
No

(Error-
SE0055)

No
(Warning-
SE0063)
Yes

(Error-
SD0058)
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SEND IG v3.0 (May 2011)

£p

- = C M [ wwwecdisc.org/send %

CONTACT LIST SIGNUP MAKE A GIFT CDISC CERTIFICATION CDISC PORTAL BECOME A MEMBER MEMEBER | USER LOGIN

€ cpisCc -

ABOUT | STANDARDS | COLLABORATIONS | RESOURCES | NEWS/PUBLICATIONS | EDUCATION | EVENTS | MEMEERSHIP

1h Collaboration

Search Q lilﬂﬂu'i:

Protocol
CDASH
LA Standard for Exchange of Nonclinical Data (SEND) T e
SDTM
- Rheumatoid Arthritis TAUG
Comments due 19 June 2016
ADaM . .
SEND Implementation Guide v3
SOM-XML
ODM-XML The CDISC SEND Implementation Guide (IG) Version 3.0 is intandad tn suida tha arcsnjzation, Volunteer for CDISC
Define-XML structure, and format of standard nonclinical tab: veen
DataSet-XML organizations such as sponsors and CROs and for subr ion
CTR-XML (FDA). Version 3.0 of the SENDIGC in the current produc @coisc le- SEND Team Charter
dose general toxicology, repeat-dose general toxicolo ' is
Controlled ) _ Standard for Exchange of Nouclinical Data
Terminology based upon and should be used in close concert with Implementation Gulde: del
{SDTM] Nonclinical Studies
Pharmaco - N SEND Product Downloads
ge 'Wn'_liCS ! CDISC Standard for Exchange of
Genetics The CDISC SEND Team is always interestad in your co Soncliniea Data Team SEND Implementation Guide
: I .
Questionnaires, SEND can be submitted through the CDISC Discussion fi (IG) Version 3.0
Ratings and Scales ; e Study Data Tabulation Model
RDF S v1.2
e —— ]
il = |
e e !
e — CDISC Standards in RDF
RDF Reference Guide v1

RDF User Guide v1

http://WWW.cdisc.org/send3 ;




=

SEND IG3.0 (Japanese Translation)

&« - C f [ wwwediscorg/j3c—cjug 5 ‘E:,? =
Introduction of FDA Review -
Tools
ADaM
UGE | N N
E Fﬂ“ﬂ (HFsE & #3D }f'ﬁ.ﬁﬁlﬁﬂﬂ ’ﬁ%
13CEHTE  ADaMEADaM ICOF L) AT 2013 ADaM
ADaM This booklet titled *ADaM for Beginners in Japanese” handbook_v.1.1.pdf
version  (hereinafter called “this document”) is a hand book on
1.1 ADaM (Analysis Dataset Model) by Japan User Croup
ADaM.
SEND
. _ - - i
CJuGER %ﬂ"ﬂ (BFE & 5D ﬁ“ﬂ ’ﬁ%
SEND IG V3.0H# SEND IC V3000 HAREEER (EET e hR) 2013 SENDIC V3.0B#4~535R (35T
SBERGESEOfBERY  Japanese translation of SEND IG V3.0(Japanese s2hR) _Chapter 1-5.doc
and English are described in parallel) SENDIC V3.0HA-555R (a5 H
s2hR)_Chapter 6_1.doc
SENDIG V3.0BF5B5R (=58
s2hR)_Chaprer 6_2.doc
SENDIG V3.0BREEaR (55
£2kR)_Chapter 7.doc
SEND IG V3.0H&F  SEND IC V3.0 BA5E:R 2013 SENDIG V3.0BF5E:R
Ei Japanese translation of SEND IC V3.0 _Chapter 1-5.docx
SENDIC V3.08#5E:
_Chapter 6.docx
SENDIGC V3.0B875E:
_Chapter 7-8.docx

http://www.cdisc.org/j3c-cjug
36
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SEND IG3.0 Known Issues

&« - C A | ) wwwphusewiki.org/wiki/index.php?title=SEMD_Implementation_Wiki_—_Known_lssues

Qe =

Home
Categories
Recent changes
New Pages
Popular Pages

* Projects

CSS Working
Groups

Annual
Conference

Therapeutic
Areas

Good
Programming
Practice

Data
Transparency

QSPI
» PhUSE Wiki Help

» Toolbox

Page Discussion

Create account & Log in

Read View source View history | |Search q|

Mavigation trail: Talk:SEND Implementation Wiki - Known Issues » SEND Implementation Wiki - Known Issues

SEND Implementation Wiki - Known Issues

This page provides a list of key known issues.

<< Go back to the SEND Implementation Wiki Landing Page
This page is under construction.

See also:

. FAQ
» Getting SEND-ready
» SEND Change Control Tracker (CCT)®&

[Knuwn Issues ]

The following are known issues in the SEND 3.0 Implementation Guide that may affect the creation of a SEND dataset. These will be corrected in
SEND 3.1.

CO (Comments) Domain
POOLID is missing from this domain description table. If comments associated with a pool need to be reported in a SEND dataset, using POOLID in the CO domain is
permitted.

EX (Exposure) Domain
The CDISC notes in the domain description table for EXDOSU should indicate that these are units for both EXDOSE and EXDOSTXT, not just EXDOSE.

CL (Clinical Observations) Domain
The variable label for CLDTC should be "Date/Time of Observation” not "Start Date/Time of Observation”

EG (ECG Test Results) Domain
The variable label for EGLEAD should be "Lead Used Measurement” not "Location Used for Measurament”,
The variable label for EGDTC should be "Date/Time of ECG Collection” not "Date/Time of ECG".

FW (Food and Water Consumption) Domain
http://mww.phusewiki.org/wiki/index.php?titte=SEND _Implementation_Wiki_- Known_lIssues
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SEND Sample Dataset

« C M [ senddataset.org

%o

s SEND Data Set.0Org

Welcome to SENDDataSet.Org

This website has been set up as a simple repository for the storage and easy downloading of publically available SEND data sets.

Data Set Released By Original Release Date Latest Update SENDIG Version || Click button to download
PDS2014 PDS Lifesciences 19 May 2014 19 May 2014 3.0 | DOWNLOAD Data Set |
Useful Links

PhUSE

CDISC

SEND Implementation Guide

SEND is the Standard for Exchange of Nonclinical Data

For info contact info@senddataset org

Created by PDS Lifesciences

http://senddataset.org/

38
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SAS Universal Viewer

-

Gsas

support.sas.com

C A | [ https

Knowledge Base

support.sas.com/downloads/package. htm?pid=712

Support

Training & Books

Store Support Communities

|‘;| q‘;?

Login # | Creste profile

Search support.sas.com

Ml Search |

Advanced Search

SUPPORT/ DOWNLOADS & HOT FIXES

SUPPORT

Submit a Problem
Update a Problem
Check Problem Status
License Assistance
Manage My Software Account
Downloads & Hot Fixes
»SAS System Software
»SAS DataFlux Software
»JMP Software
» Mobile Device Software
* Third Party Software
+ Additional Products

* Hot Fixes

All Downloads
Downloads
SAS Universal Viewer

Release 9.3 - JUL 2011

The SAS Universal Viewer is a replacement for the SAS System Viewer and is an application for the Windows environment to view SAS data sets and other simple text-
based files. You cannct edit SAS data sets with the SAS Universal Viewer, but you can sort and filter data sets. The SAS Universal Viewer enables you to view the
contents of SAS data sets without inveking SAS and without installing SAS on your machine.

To begin the download process. select the item in the table below which best meets your needs.

Microsoft® Windows®

Microsof® Windows®

Microsoft® Windows® for
x64

Microsoft® Windows® for
x64

SAS Universal Viewer

SAS Universal Viewer sasuniviewer__93120__win__

SAS Universal Viewer - All -
- sasuniviewer__|
Localizations

SAS Universal Viewer sasuniviewer__|
SAS Universal Viewer - All

- sasuniviewer
Localizations -

93120__win__

93120 wxB__

93120 wx6__:

en__web__

xi__web

en__web

i web_

1.zip

__1zip

__1.zip

1zip

395MB

395MB

340MB

349MB

407TME 201107 p"”
407MB 201107 pt‘ﬂ'
358MB 2011-07 pt’ﬂi'
359MB 2011-07 p&{'

https://support.sas.com/downloads/package.htm?pid=712
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Pinnacle 21 Community

« - CH https://www.pinnacle21.net/downloads %‘*ﬂ? =

VALIDATION DEFINE.XML REVIEWER'S GUIDE Community ~  About Us

Download

Downloads

The following is latest release of Pinnacle 21 Community, which includes Validator, Define xml Generator, Data Converter, and ClinicalTrials.gov Miner. The download also
contains the latest set of standard validation configurations.

PINNACLE 21 COMMUNITY 2.1.1 ‘ PINNACLE 21 COMMUNITY 2.1.1
DOWNLOAD FOR WINDOWS [ v..] DOWNLOAD FOR MAC OS X

Installation and Usage

The following are basic installation and usage instructions. For additional information, please refer to documentation.

Installing Pinnacle 21 Community
Using Pinnacle 21 Community
Configuring Pinnacle 21 Validator for MedDRA

License

https://www.pinnacle21.net/downloads
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Define-XML v2 (related documents)

= C M |[) www.cdisc.org/define—xml

LS

Protocol
CDASH

LAB

SDTM

SEND

ADaM
SDM-XML
QDM-XML
Define-XML
DataSet-XML

Controlled
Terminology

Pharm acogenomic
s / Genetics

Questionnaires,
Ratings and Scales

RDF

Define-XML

CONTACT LIST S5IGNUP MAKE A GIFT CDISC CERTIFICATION CDISC PORTAL BECOME A MEMEER MEMEER | USER LOGIN

€©cDpisc

ABOUT | STANDARDS | COLLABORATIONS | RESOURCES | NEWS/PUBLICATIONS | EDUCATION | EVENTS | MEMBERSHIP

Search a Aogs

—Public Review--

Tuberculosis v2 TA User Guide -
Comments due 30 November
2013

COPD v1 TA User Guide -
Comments due 7 December
2013

Breast Cancer TA User Guide -

Public Review
New Draft CTR-XML Version 1.0 Friday 18 December 2015

The CTR-XML Standard Version 1.0 is now available for public comment. This specification

describes the CTR-XML (Clinical Trial Registrvl model a madel hased on the CDISC Onerational
Data Model (ODM), and how it can be |
Health Organization (WHO), the Europl
United States” ClinicalTrials.gov clinice

Comments due 9 December
2013

CTR-XML Version 1.0 - Comments
due 18 December 2015

Define.xml Specification
Define-XML-2-0-Specification.pdf

focused on submissions of the study ¢
trials results. The CTR-XML standard ¢

; . ) XML Team Charter
directly to the all registries. Rather, it

@ Stylesheet
to each of the 3 agencies mentioned h A 2. : 0.
(2= define2-0-0.xsl etc.

Define-XML and Related
Downloads

Please access the document package and provide comments through the CDISC Public Comme

Tracker tool. Define-XML v2 (zip)

Define-XML v1 (zip
You will need to login or register for a CDISC portal account to use the tool. Help is also available aTnes Zhems Validation

http://www.cdisc.org/define-xml
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PhUSE Wiki

-

€&« - C A | [ wwwphusewiki.org/wiki/index php?title=SEMD Implementation_Wiki

Qfyr =

Home
Categories
Recent changes
Mew Pages
Popular Pages

* Projects

CSS Working
Groups

Annual
Conference

Therapeutic
Areas

Good
Programming
Practice

Data
Transparency

QSPI

¥ PhUSE Wiki Help

» Toolbox

Create account & Log in

Page Discussion Read  View source View history |Search Q|

Mawvigation trail: Talk:SEND Implementation Wiki - Known Issues » SEND Implementation Wiki - Known Issues » SEND Implementation Wiki - Define Fundamentals = SEND
Implementation Wiki

SEND Implementation Wiki

Welcome to the SEND Implementation Wiki!

The SENMD Implementation Wiki is a knowledge base on implementing SEND - a series of articles designed to help you understand and
implement SEND, including modeling basics, useful links, FAQs, and more.

In addition to the wiki, the companion SEND Implementation Forum is a place for active discussion and to ask questions not already
answered in the wiki.

[What Is SEND? ]

SEND, or the Standard for Exchange of Nonclinical Data, is an implementation of the CDISC Standard Data Tabulation Model (SDTM) which specifies a way to
present nonclinical data in a consistent format.

By having a common model to which the industry can conform, many benefits can be realized, such as inter-company exchange that is consistent in format
regardless of the parties involved, the ability for vendors to develop tools, and many others.

A SEND package consists of a few parts, but the main focus is on individual endpoint data. Endpoints typically map to domains (essentially, datasets), with a
number of variables (a.k.a., columns or fields).

(voges )

News
Keep up to date with SEND developments!

+« SEND Implementation News
Fundamentals
MNew to SEND? These pages will introduce you to the model:

» SEND Fundamentals - Basics on SEMD, such as what it is, where to find the implementation guide, and how to use it
» CT Fundamentals - Basics on Controlled Terminology, such as what it is and where to find it

» Define.xml Fundamentals - Basics on the define.xml, such as what it is and key links and preparation information
Implementation

(ke en wni need toimnlement SERN. Here are enme nanes that will heln:

http://www.phusewiki.org/wiki/index.php?titte=SEND _Implementation_Wiki

-

42




Thank you for your attention!

Contact information:

Gen Sato (g—sato@hhc.eisai.co jp)
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