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Adding, editing and managing links to external documents in define.xml

Define.xml contains the metadata of our SDTM/SEND datasets. If the define.xml is intended to be
submitted to the FDA (there is a so-called ,,context of a regulatory submission®, this also includes
references to external documments such as:

* the annotated CRF (as a single PDF file)
* supplemental documents (usually also as PDF files)
» references to single pages or named destinations within the annotated CRF

SDTM-ETL has all the necessary features to add this kind of information to the underlying
define.xml, and to edit and manage these references to external files.

Adding a reference to the annotated CRF

The FDA requires that a submission comes with an annotated CRF file which must be a PDF file'.
In order to add the location of the annotated CRF file use the menu ,,Insert — Link to annotated
CRF*:

In5e-rt| Transform Validate Options About

MeasurementUnit definitions from QDM into define.xml

All CodeList definitions from QDM into define.xmi
Selected Codelist definitions from ODM into define.xmil

CodelList definitions from File into define.xml

Create new SDTM CodeList from existing CodeList
Create new SDTM CodeList from MeasurementUnits
Create new ValueList from existing CodeList

Create mapping formula Cirl-M

Sponsor defined SDTM Domain Ctrl-P
Domain-specific SUPPQUAL

Global Subject Variables Domain

New SDTM Variable Crl-l
New non-standard SDTM Variable for SUPPQUAL

Hew SDTM Variable for COMMENT

Hew SDTM Variable for RELREC

Link to Annotated CRF
Link to Supplemental Doc

This opens the dialog:

1 It would be much better if the FDA required the ODM file with the study design, especially in the case of eCRFs.



Add Aninotated CRE ink r X

? Browse...

Title:
Leaf ID;

|An IO for the document, e.g. "LEAF SUPPOCT" or LEAF ACRF
I I 1 |

You can then browse for your file with the annoted CRF using the ,,Browse* button.

If you do not want to have the link appear as an absolute file path, check the box ,,Store link as
relative path®. When writing the define.xml, the software will then try to generated a path relative to
where the define.xml is written. You can however also just type the name of the file (e.g.
,»aACRF.pdf** and leave the checkbox unchecked. The system will then assume that you will later
copy the file with the annotated CRFs to the same directory as where you have the define.xml file
(as is usual). You also need to provide a title and a ,,leaf ID*. For example:

Adkd Annntebed CRE link r X

? Browse... CASDTM-ETLMyStudyaCRF. pdf
Title: File with the annoated CRFs
Leaf ID: LEAF A-CRF|
OK Cancel

— = —— —

You are free to choose an ID for the ,,leaf ID* as long as it is unique within your define.xml. For
example, in most CDISC examples one will find something like ,,LF.blankCRF* for ,,leaf ID*.

Clicking OK then stores this information into the define.xml.

Adding a reference to a ,.supplemental document*

For adding a reference to a ,,supplemental document*, the procedure is very similar; use the menu
,Insert — Link to Supplemental Doc*:



Insert

Transform Validate Options About

MeasurementUnit definitions from QDM into define.xml

All CodeList definitions from ODM into define.xml
Selected CodeList definitions from ODM into define.xml
CodelList definitions from File into define.xml

Create new SDTM Codelist from existing CodeList
Create new SDTM CodeList from MeasurementUnits
Create new ValueList from existing CodeList

Create mapping formula

Cirl-h

Sponsor defined SDTM Domain

Domain-specific SUPPQUAL
Global Subject Variables Domain

Cirl-P

Hew SDTM Variable

New non-standard SDTM Variable for SUPPQUAL
Hew SDTM Variable for COMMENT
Hew SDTM Variable for RELREC

Crl-1

Link to Annotated CRF

Link to Supplemental Doc

which leads to a very similar dialog, that can e.g. be filled like:

Add Supplemental Document link . il
s il
-? Browse... CASDTM-ETL\MyStudyisuppdoct. pdf
Title: Supplemental Document 1
Leaf ID: LEAF.SL.IF'F'DGC1|
OK Cancel

This creates a ,,def:SupplementalDoc* element in the define.xml, and adds an element ,,def:leaf™
with leaflD ,,LEAF.SUPPDOCI* to it.

After this, if you try to create the ,,Supplemental Document® element again, you will obtain a

notification:

Warning

A def:SupplementalDoc element is already present
You can edit its contents (e.g. add additional documents)

using the menu Edit - Links to external documents

OK

Somewhat later we will see how we can edit the information and/or add additional supplemental
document links to the define.xml (,,def:leaf* elements within ,,def:SupplementalDoc*).



Adding ..Origin“ information to individual SDTM/SEND variables

If the SDTM datasets will be submitted to a regulatory authority, it is mandatory to provide an
,0rigin‘ for each variable. Whereas this was free text in define.xml 1.0, it has been enumerated in

define.xml to:

* Assigned (individual judgement by an evaluator)
*  Protocol (protocol enforced)

* Derived (calculated using an algorithm)

* eDT (electronic data transfer) (obtained via data stream)

* CRF (data from case report form)

and in the case of ADaM also:
¢ Predecessor

For further details and examples, see the define.xml 2.0 specificaton, section 5.3.11.3 (,,def:Origin
element®). For each SDTM/SEND variable, this information can easily be added by selecting the
specific SDTM/SEND information in the table on the right, and then using the menu ,,Edit - SDTM
Variable Properties®. This leads to the dialog:

_ _ S .
Edit Properties for SDTM Variable STUDYID e
2| o STUDYID
Hame: STUDYID
Data type: text | - |
Current Length: 40

[] Hew Length:

Lurrent signimcant Ligits.

[] Hew Significant Digits:
Current Role:

[ ] Hew Role

Current Role CodeList:
[] New Role CodelList | I~ |
Current Origin: MOMNE DEFINED YET

[1 Edit Origin: | Edit |

{;DmmJ Expected in the context of a regulatory submissinn!|
[

Current CodeList NO CODELIST ASSIGNED
[ ] New CodeList: | ] |

When then using the checkbox ,,Edit Origin® and then using the button ,,Edit*:

xternal document for comment |

m

Current Origin: NOME DEFINED YET
Edit Origin: | Edit ‘

Comment:

External document for comment |

another dialog is displayed:



[] Hew R ' .
Designing/Updating Origin for tem: STUDYID S
_?_ Origin type:
i Assigned
' @® Protocol

= Data that is defined as part ofthe Trial Design preparation.
i E|An example could be VSPOS (Vital Signs Position) when prescribed by the protocol [

{_) CRF
Document (leaf) 1D:

) No page details
i) Page list (physical reference)

{Z) Named destinations
Page list | List of named destinations

i) Page range: first page - last page
First page:
Last page;

OK Cancel

when selecting ,,Protocol* when the STUDYID has been prescribed by the protocol.

In case the origin is ,,CRF*, we usually want to provide additional information, such as the location
of the annotated CRF and the page numbers, named destinations or page range. For example for the
SDTM variable ,,VSORRES* (vital sign original result):



Designing/Updating Origin for Item: VSORRES X

Cr ] Origin type:
i Assigned

' Protocol
i Derived

i) Electronic Data Transfer
| @ CRF

mant (lazf N

i <]

i No page details
i®) Page list {physical reference)

i Named destinations

| Page list / List of named destinations
[11 13 15 19 22 35

i) Page range: first page - last page

OK Cancel

here stating that the field on the annotated CRF can be found on pages 11, 13, 15, 19, 22 and 35 of
the document described by the identifier (,,leaf ID*) ,,LEAF.A-CRF*“ which we have generated a
few moments ago.

This dialog allows us to define the details for each kind of origin. It is ,,idiot proof*, for example, in
case of ,,CRF*, the dialog will remain visible unless all necessary information is provided or the
,,Cancel* button is clicked.

Note again that an ,,Origin“ must be provided for each individual SDTM/SEND variable when the
context is a regulatory submission. This is however not checked by tools such as OpenCDISC as the

latter can not know whether the define.xml is meant for a regulatory submission or not.

In the case you prefer to provide a page range:



| i CRF
Document (leaf) 1D;
LEAF.A-CRF -

_) No page details
i_) Page list (physical reference)

i_) Hamed destinations
| Page list / List of named destinations

@ Page range: first page - last page

First page: |11
Last page: 35|

| OK Cancel

Adding a link to the location of each dataset

For each dataset that is generated, being it either in SAS-XPORT format or in the new Dataset-
XML format, the location and name of the dataset must be provided in the define.xml.

When executing your mappings and generating dataset, you can already provide this information,
1.e.:

(&) —— X
ODM file with clinical data:
|C:xSDTM—ETL\TestFiIes‘.CIDI'uH—2‘ul'u1y8tudy_CIinicaIData_onI\;.me H Browse... |

[] MetaData in separate ODM file

[ ] Administrative data in separate ODM file

Dataset-XML Output Files Directory (SDTMISEND Results):
|D:1.temp H Browse... |

["] Move non-standard SDTM Variables to SUPP—-

Move Comment Variables to Comments (CO) Domain

Move Relrec Variables to Related Records (RELREC) domain
[] Try to generate 1:N RELREC Relationships

[] View Results in Smart Dataset-XML Viewer

Add location of Dataset-XML files to define.xml

When the checkbox ,,Add location of Dataset-XML files to define.xml is checked, the system will
add the information where the datasets have been generated to the define.xml. The same applies
(but with a slightly different checkbox label) for SAS-XPT files.

Essentially this means that for each dataset that is created, a ,,def:AcrchiveLocationID* attribute and
corresponding def:leaf element within the corresponding ,,ItemGroupDef* are generated.



<ItemGroupDef IsReferencelData="No" Name="05" COID="MyStudy:Q5" Purpose="Tabulation"
Eepeating="Yes"
def:ArchivelocationID="Location.MyStudy.Q5"
def:Class="Findings"
def:Structure="0ne record per QS.QSTESTCD per Q5. VISIT per USUBJID":>
<Descriptiony>
<TranslatedText xml:lang="en">Questionnaires</TranslatedText>
</Description>
<ItemRef ItemOID="STUDYID" Mandatory="Yes" MethodOID="IMP.MyStudy:Q5.29%9.5TUDYID"
OrderNumber="1"/>

<ItemBef ItemOID="DOMATN" Mandatoryv="Yes" MethodCID="IMP.MyStudy:Q5.29.DOMATHN"
OrderNumber="2"/>

<ItemBef ItemOID="USUBJID" Mandatory="Yes" MethodOID="IMP.MyStndy:Q5.25 . USUBJID"
OrderNumber="3"/>

<ITtemRef ITtem0ID="QS.QSSEQ" Mandatory="Yes" MethodOID="IMP.MyStudy:QS.29.05.QSSEQ"

OrderNumber="4"/>
<ItemRef ItemOID="QS8.QSTESTCD" Mandatoryv="Yes" MethodOID="IMP.MyStudy:0Q5.29.08.0STESTCD"
OrderNumber="7"/>

<ItemBef ItemOID="QS.QS5TEST" Mandatory="Yes" MethodlID="IMP.MyStudy:05.29.05.05STEST"
Orderlumber="8"/>

<ItemBef ItemOID="0QS5.QS0BRES" Mandatory="Yes" MethodOID="IMP.MyStudy:05.25.05.Q050RRES"
OrderNumber="11"/>

<ItemRef ItemOID="QS.QSORRESU" Mandatory="No" MethodOID="IMP.MyStudy:05.29.05.0QS0RREST"

OrderNumber="12"/>
<ItemRef ItemOID="QS.VISIT" Mandatoryv="NHo" MethodOID="IMP.MyStudy:0Q5.29.08.VISIT"
OrderNumber="20"/>

<ItemRef ItemOID="QS.VISITHNUM" Mandatory="¥Yes" MethodOID="IMP.MyStudy:Q5.29.0S5.VISITHUM"
Orderflumber="21"/>

<ItemBRef ItemCID="QS5.0QSDTC" Mandatory="¥Yes" MethodOID="IMP.MyStudy:Q5.25.05.QSDTC"
OrderMNumber="23"/>

<def:leaf #zmlnz:xlink="http://www.w3.0rg/1999/x1ink" ID="Location.MyStudy.Q5"

xlink:href="D:\temp\QS.xml">
<def:title>Dataset QS</def:title>
</def:leaf>
</ ItemGEroupDefs

External documents with comments
As of define.xml 2.0, one can add comments to following elements:

* Domains / datasets (define.xml ItemGroupDef)
* Variables (define.xml ItemDef)
*  Where-clauses (define.xml WhereClauseDef)

For the latter, also see the document ,,Where-clauses for valuelists*.

In each of these cases, one can also make a reference to an external document (such as the
reviewers guide), and even indicate on which page. This is done especially for very long comments
or explanations that one considers to be too long for the define.xml.

Remark that in define.xml there is no 200-character limitation for comments.

Let us start with comments on the level of domains / datasets.

In order to add a comment and/or comment reference to a domain, select the row in the SDTM or
SEND table on the right, than use the menu ,,Edit — SDTM Domain Properties™ (or double-click the
first cell with the dataset name). In the field ,,Comment®, one can now add a short comment. For
example for VS:



Edit properties for SDTM Domain: MyStudy:Vs

@ \oD: [MyStudy:vs

!Name: Vital Signs
!Pnrpose: |Tabu|ati0n
!Comment: |descripti0n of VETESTCD comment - for details see supplemental documentation

|| External document for comment |
|

If you are working with define.xml 2.0, you will also find a button ,,External document for
comment®. When clicked, the following dialog appears:

External document u

— -

@ Mo external document

LEAF.SUPPDOCA
LEAF.SUPPDOC2

) Page list (physical reference)

(" Named destinations
Page list / List of named destinations

| {) Page range: first page - last page
First page:
Last page:;
OK

allowing to define a document (which already need to have been defined in ,,Supplemental
Documents*, and one or more pages or named destinations. For example, if the additional
comments are defined in file C:\temp\suppdoc2.pdf on page 33, one can fill the fields with:




External document w

@ [| No external document

LEAF.SUPPDOC1
LLEAF.SUPPDOC2

() No page detaild cotempisuppdoc bit |
® Page list (physical reference)

) Named destinations

Page list | List of named destinations
33
' Page range: first page - last page

First page:

Last page:

oK

In the define.xml, this will later show as:

LItenbrouphef IsReferencelData="No"™ Name="¥ital Signs"™ 0ID="Myitudy:WV3" Purpose="Tabulation™
Fepeating="Yesz"™
def:archivelocationID="Location.Myitudy. V5"
def:Clazs="Findings"
hef:CDmmentDID="CDH.VS"
def:3tructure="0ne record per V3.VITESTCD per USUBJID-

<Description:
<TranslatedText =xml: lang="en">Vital Sigms</TranslatedTexts

</Descriptions-
and the corresponding ,,CommentDef*:

<def: Commenthef OID="COM.V3"-
<Description-
<TranzlatedText xml:lang="en">description of V3ITE3TCD comment
- for details see supplemental doocumentatiohs /TranslatedText:
<fDescriptions
<def:DocumentFEef leafID="LEAF.3UPPDOCZ ™=
<def: PLDFPageRef PageRefs="33" Type="PhysicalRef" /=
Lfdef:DocunentRef>
<fdef: Conmenthef>

When information about comments in an external document has been added or is already present,
the button ,,External document for comment* is colored, so that one knows that information is

already present:



Fa P e Tor SDIT D Mysmdyévs- - ‘ ‘ (oxT)
E' oID: [MyStudyvs |

Name : Vital Signs
Purpose : |Tabu|atinn |
Comment: |descripti0n of VSTESTCD comment - for details see supplemental documentation |

IsReferenceData @ No {Subject-re[4 linkto an external document is already present
Click the button to edit or remove the link

| Repeating : ® Yes (more than 1 record per subject) > No (1 record per subject)

In order to add a comment with or without a reference to an external document for an individual
SDTM variable, the procedure is extremely similar: just select an SDTM variable in the table on
the right, then use the menu ,,Edit — SDTM Variable Properties®. One can then add a short comment
in the ,,Comment” field, e.g.:

Comment: WSTESTCD comment

External document for comment

and if additional information is in an external document, use the button ,,External document for
comment® leading to:

External document u

® [_| Mo external document

LEAF.SUPPDOCA
LEAF.SUPPDOC2

| CMemplsuppdoc bd

1 No page details
i) Page list (physical reference)

I i Named destinations
Page list / List of named destinations

| i@ Page range: first page - last page

| First page: |33
| Last page; |55

OK

where you state that additional comments can be found in the external document at
,»C:\temp\suppdocl.txt* from pages 33 to 55.

For valuelevel metadata, one can do exactly the same thing using the menu ,,Edit — SDTM
ValueList“, e.g.:



4,| Edit SOTM ValueList SR ——
B2agh e el EE"TrTTTTTTT

?
|UL.EL.USTESTCD
oD Mame Data Type Length Sign.Digits Crigin Comment | Description |del
ITHEIGHT |HEIGHT float a 2 CRF HEIGHT
ITWEIGHT |WEIGHT float G 1 CRF WEIGHT
IT.BMI BMI float 2 1 Body Mass ..

When selecting the ,,Comment* field (and when using define.xml 2.0), a similar dialog is displayed:

Eedit Comment e aeel e i S

® Comment:
| |

No external document

LEAF.SUPPDOCA
LEAF.SUPPDOC2

) No page details
i} Page list (physical reference)

{Z» Named destinations
Page list / List of named destinations

i) Page range: first page - last page
First page:
Last page;

oK

As soon as some text is entered into the ,,Comment™ field, also the fields about a reference to an
external document becomes available:



Edit Comment for Valuelist Vanable &

Comment:
|Cnmment on valuelist variable WEIGHT |

[ ] Mo external document

LEAF.SUPPDOCA
LEAF.SUPPDOC2
@ No page details
i) Page list (physical reference)

' Named destinations
Page list | List of named destinations

) Page range: first page - last page
First page:
Last page:

oK

and detailed information about where additional information can be found in the external document
can be provided, e.g.:

Edit Comment for Valuelist Vanable u

Comment:
|Cnmment on valuelist variable WEIGHT |

[ | No external document

LEAF.SUPPDOCA
LEAF.SUPPDOC2

' No page details
i Page list (physical reference)

i® Named destinations

Page list | List of named destinations
WEIGHT List of PDF named destinations
— |separated by a space

) Page range:
First page:
Last page:

oK

When using define.xml 2.0, it is usually expected that a ,,WhereClause* for each valuelevel variable
is provided, indicating under which conditions the valuelevel variable is used:

So when using the menu ,,Edit - SDTM ValueList™ and selecting a single valuelist, the following
table will appear (here for example for the valuelist for VSORRES):



Qrigin Comment Description |defDisplay...| Method Codelist ‘WhereClause
CRF HEIGHT WC T HEIGHT
CRF Comment for valuelist... WEIGHT WC.IT. WEIGHT

Body Mass .. WC.IT.BMI

The most right column allows to add this information:

Designing/Updating WhereClause for Rems TrWEIGHT TR |

2| oo WC.IT WEIGHT

Comment:

| External document for comment |

Humber of RangeChecks: 1 E

[ »

VS.VSTESTCD
VSNMSTEST
VS.VSCAT
VSNMSSCAT
VSNVSPOS
Comparator: Item OID: [VS.VSORRES CheckValue: \WEIGHT
VS.VSORRESU
VS.VSSTRESC

[ »

here indicating that the metadata from ,,IT. WEIGHT* must be applied (e.g. on VSORRES) when
VSTESTCD has the value ,, WEIGHT*.

At the top, one also sees a ,,Comment* field allowing to add a short comment, e.g.:

Designing/Updating /h
OlD: WC.ITWEIGHT
Comment: use metadata of WEIGHT when VSTESTCD:WEIGHTI

‘ External document for comment ‘

As soon as one adds something in the ,,Comment* field, also the ,,External document for comment*
becomes available, allowing to add a reference and page details to an external document. Clicking
the button brings up the now well-know dialog:



External document u

@ No external document

LEAF.SUPPDOC1
LEAF.SUPPDOC2

{_) No page details
{_) Page list {physical reference)

") Hamed destinations
| Page list / List of named destinations

_) Page range: first page - last page
First page:
Last page:

OK

in which we can provide the information where the reviewer can find additional information about
the ,,where clause®, i.e. additional information about when the metadata of ,,IT. WEIGHT** should be

applied. For example:

External document u

@ [| No external document

LEAF.SUPPDOCA
LEAF.SUPPDOC2

' No page details
) Page list (physical reference)

® Named destinations
| Page list / List of named destinations
|#WEIGHT_WHERECLAUSE|

) Page range: first page - last page

First page:
Last page:

OK

indicating that there is a ,,named destination in the supplemental document.



Adding / Editing links to external documents - management

Links to external documents can also be generated or altered (or removed) using the menu ,,Edit —
Links to external documents*:

Edit| View HNavigate Insert Transform Validate

Copy Domain/Dataset

Paste Domain/Dataset
Remove Domain/Dataset

Transpose Domain/Dataset

Cirl-B
Cirl-Ut
Citrl-Delete

Ctrl-T

SDTM Variable Properties
SDTM Domain Properties
SDTM CodeList
SDTM ValueList

Links to external documents

Sticky Note on SDTM Variable
Remove Sticky Note from SDTM Variable

This will display the following dialog:

2]

Edit/Manage links to external documents | =
leaf ID Parent Element Parent OID title link
LEAF A-CRF AnnotatedCRF a-CRF Ctemp'test. pdf
LEAF.SUPPDOCA SupplementalDoc Supplemental Document 1 |C:Mempl\suppdoci.bd
LEAF. SUPPDOC2 SupplementalDoc Supplemental Document 2 |C:Memp\suppdoc? bd
Location MyStudy DM ltemGroupDef MyStudy:DM Dataset DM CASDTM-ETL\Dataset<ML\DM.xml
Location MyStudy. QS ltemGroupDef MyStudy. QS Datazet Q5 CASDTM-ETL\DatasetdMLVQS xml
Location. MyStudy. SV ltemGroupDef MyStudy: SV Dataset 5V CASDTM-ETL\DatasetdMLSV xml
Location.MyStudy.PE ltemGroupDef MyStudy:PE Dataset PE CASDTM-ETL\DatasetXML\PE.xml
Location MyStudy AE ltemGroupDef MyStudy AE Dataset AE CASDTM-ETL\DatasetdMLAE xml
Location MyStudy V3 ltemGroupDef MyStudy V'3 Dataset V3 CASDTM-ETL\DatasetXMLWS xml
LEAF.A-CRF ltemDef V3.VSORRES a-CRF C:tempitest.pdf
LEAF.A-CRF ltemDef ITHEIGHT a-CRF Citempltest pdf Add New
LEAF.A-CRF ltemDef ITWEIGHT a-CRF CMempitest. pdf

4]

In this case, we have an ,,Annotated CRF*, two ,,Supplemental Documents®, six generated data sets
(in this case in Dataset-XML format), and we have a few ,,Origin“s with a link to a specific page of
the annotated CRF for three SDTM variables (parent element is ,,ItemDef*).

Using the buttons ,,Edit selected®, ,,Delete selected” and ,,Add new* we can now manage all this
links to external documents and datasets.

For example, one can edit the title and link (location) to the annotated CRF:




— - s W » .
Edit Link to external document . ) = —— . u

? leaf 1D: LEAF.A-CRF
Parent Element: AnnotatedCRF
Parent OID
title: a-CRF
link: d\MyStudies\MyStudyxXYZYZ_aC F?.F.pcrﬂ

| ok H Canoe-j|

Note that when changing information about the annotated CRF, all links to this CRF will be
updated, e.g.:

Edit/Manage links to external documents | & |
E‘ leaf ID Parent Element Parent OID title link
LEAF A-CRF AnnotatedCRF a-CRF d\MyStudies\MyStudyXYZIXYZ_a.. |«
LEAF SUPPDOCA SupplementalDoc Supplemental Document 1 |C:Memp\suppdoc bd
LEAF SUPPDOC2 SupplementalDoc Supplemental Document 2 |C\temp\suppdoc2 b
Location. MyStudy.DM ltemGroupDef MyStudy: DM Dataset DM CASDTM-ETL\DatasetXML\DM.xml
Location MyStudy. QS ltemGroupDef MyStudy. QS Datazet Q5 CASDTM-ETL\DatasetdMLVQS xml
Location MyStudy. SV ltemGroupDef MyStudy: SV Dataset SV CASDTM-ETL\DatasetXMLVSV xml
Location. MyStudy. PE ltemGroupDef MyStudy:PE Dataset PE CASDTM-ETL\DatasetXML\PE.xml
Location MyStudy AE ltemGroupDef MyStudy AE Dataset AE CASDTM-ETL\DatasetdMLAE xml
Location.MyStudy. VS ltemGroupDef MyStudy: Vs Dataset V3 CASDTM-ETL\DatasetXMLWS.xml
LEAF.A-CRF ltemDef VS.VSORRES a-CRF d\MyStudies\MyStudyXYZXYZ_a...
LEAF A-CRF ItemDef ITHEIGHT a-CRF d:\MyStudies\MyStudyXYZ/XYZ_a... Add New
LEAF.A-CRF ltemDef ITWEIGHT a-CRF d\MyStudies\MyStudyXYZXYZ_a...
4] [+]
cone

One can also add new supplemental documents, e.g. using ,,Add New*:

Add link to external document |

? i Add link to dataset for SDTM domain

® Add link to document for Supplemental Document
i Add link to annotated CRF for SDTM Variable
) Add AnnotatedCRF element

) Add SupplementalDocElement

Please make your choice

oK

followed by:



Add new def:DocumentRef to existing def:SupplementalDec

T

Browse...

CoiMyStudies\WyStudyxY2SupplementalDoc_3. pdf

[ ]| store link as

relative path

Title:

Supplemental document #3

Leaf ID: LEF-.F.SL.IF'F'DDC3|
OK Cancel
=
Resulting in a new entry to the table:
Edit/Manage links to external documents l u
IE‘ leaf ID Parent Element Parent OID title link
LEAF A-CRF AnnotatedCRF a-CRF d\MyStudies\MyStudyXYZXYZ_a... |~
LEAF SUPFPDOCH SupplementalDoc Supplemental Document 1 |C:Memp\suppdoct bd
LEAF SUPPDOC2 SupplementalDoc Supplemental Document 2 |C:Memp\suppdoc2 bd
Location MyStudy DM ltemGroupDef MyStudy:DM Dataset DM CASDTM-ETL\DatasetXML\DM xml
Location. MyStudy QS ltemGroupDef MyStudy.QS Datazet Q5 CASDTM-ETL\DatasetMLVQS xml
Location MyStudy SV ltemGroupDef MyStudy:. SV Datazet 5V CASDTM-ETL\DatasetXMLASY xml
Location MyStudy PE ltemGroupDef MyStudy:PE Dataset PE CASDTM-ETL\DatasetXML\PE xml| Edit selected
Location.MyStudy AE ltemGroupDef MyStudy AE Dataset AE CASDTM-ETL\D atasetXML\AE xml
Location. MyStudy VS ltemGroupDef MyStudy Vs DatasetVs CASDTM-ETL\DatasetXMLWS xml Delete selected
LEAF.A-CRF ltemDef V3.VSORRES a-CRF diMyStudies\MyStudyXYZKYZ_a...
LEAF.A-CRF ltemDef IT.HEIGHT a-CRF d:\MyStudies\MyStudyXYZIXYZ_a... Add New
LEAF.A-CRF ltemDef ITWEIGHT a-CRF d:\MyStudies\MyStudyXYZIXYZ_a...
LEAF.SUPPDOC3 SupplementalDoc Supplemental document ... ([D\MyStudies\WyStudyxYZ2\Supple...

Also notice that one cannot add a second ,,annotated CRF*. If you try, you will see that the
corresponding radiobutton is disabled:

Add link to external document

23]

2

() Add link to dataset for SDTM domain

) Add link to document for Supplemental Document
{_) Add link to annotated CRF for SDTM Variable

{ Add AnnotatedCRF element

) Add SupplementalDocElement

Please make your choice

oK

For the case of links to specific pages of the annotated CRF (parent element ItemDef), one can only
edit the link and the title itself. For editing e.g. the page numbers, use the main menu ,,Edit — SDTM
Variable Properties* followed by ,,Edit Origin* and ,,Edit*.



