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Introduction

The CDISC ODM Viewer allows to inspect ODM files in a very user-friendly way. Instead of
viewing the (ugly) XML, the content of the ODM file is displayed as a set of tables in HTML
format. These tables are hyperlinked, so that context information about an item in such a table can
immediately be obtained.

Furthermore, the user can create subsets of clinical data to inspect. For example, the user can select
the first 10 subjects of a specific site, or a specific investigator. Also selections at the study event,

the form, subform (ItemGroup) and even question (ItemDef) level can be made.

New in version 1.6

At start up, the user can choose by having the ItemGroups in the clinical data be displayed with the
name only (value of the “Name” attribute in the corresponding ItemGroupDef) or with a
combination of the name and the OID. The latter is useful when different ItemGroups have identical
names.

New in version 1.5

Improved handling of inheritance of AuditRecords, Signatures, and Annotations. Options to also
display audit records, signatures and annotations to be inherited from the Form, StudyEvent and
SubjectData level have been added. See the section “Inheritance of AuditRecords, Signatures and
Annotations”.

New in version 1.4

Version 1.4 now also supports v.1.3.1 of the CDISC ODM standard.

Also a technology change has been made: v.1.4 now uses VID-XML for searching through the
ODM document and creating susbsets of data. The choice for VTD-XML means a lower memory
footprint and faster response of the software in the case of large datasets.

New in version 1.3

New in this version is that one can create sets of audit records. These can then be displayed in
different ways, and simple statistics can be derived. This makes it very easy to find out for which
data point(s) the most audit records have been created, or for (or by) which investigator.


http://www.cdisc.org/odm
http://vtd-xml.sourceforge.net/

Starting the software and basic features

Please read the installation manual first, even when you have just copied the software from a
CD, or unzipped it from a download from the XML4Pharma website.

The software can be started by double-clicking the “ODMViewer.bat” file icon (MS Windows), or
by executing the shell script “ODMViewer.sh” (Linux). If the installation was done correctly, the

software starts up with an almost empty screen, and then presents a file chooser, allowing to select
an ODM file:

Select the ODM file to load ]

Iel (@ All data come in one file

= Clinical data and Study design data are in separate files

0DM File with study design data:

m

(@) Show ODM tree using ‘Name' attribute
Show ODM tree using ‘Mame' +'0ID' attributes

| oKk || Abbrechen |

One can either select to load a file that has everything in it, i.e. metadata and data, or to load
separate files, one with the clinical data, and one with the metadata. The latter has been done as not
all EDC vendors repeat the metadata in the provided files with the clinical data.

Also you can choose between having the ItemGroups in the tree for clinical data be displayed using
the value of the “Name” attribute (from the corresponding ItemGroupDef), or using a combination
of both the “Name” and “OID”. The latter is usually more user friendly (as long as the “Name”
attribute contains a good and short description). The latter should be selected when the values of the
“Name” attribute are not unique, as otherwise the system will not be able to decide which
ItemGroup is exactly meant.

For this tutorial, we now select a single file that “has all of it™:

Select the ODM file to load X

'e' @ All data come in one file

= ") Clinical data and Study design data are in separate files

ODM File: C:\ODMviewer \ODMViewer_1_6_download\Testfiles\CTChicago_XSchema. xml

ODM File with study design data:
(@) Show ODM tree using ‘Mame' atiribute
*) Show ODM tree using 'Mame' +'0ID' attributes

| oK || Abbrechen |

Remark that the ODM Viewer can work with ODM files version 1.2 and 1.3/1.3.1.

Once the file loaded, the screen will look like:



File : C:\CDISC_ODM1-2-0_final\CTChicago_XSchema.xml A=)
File Options Help

=02 Search: " Hext H Clear ]DCase Sensitive [_] Whale ward
;- ODM attributes

-7 Studies -
Administration data

[y Reference Data
-7 Clinical data

iAdditional Functions o
[ Clinical data subsets ]

Audit Trails |

|status:

On the left side of the screen, a tree view of objects is shown. The tree can be expanded by clicking
on one of the “+” icons, or collapsed by clicking on one of the “-” icons.

The right side of the screen will display the HTML tables that are produced when information is
requested for specific parts of the study, of for specific subsets of clinical data.

Fully expanding the “Studies” tree in our case gives the following tree view:

File : C:ACDISC_0ODM1-2-0_finalCTChicago, XSchema.xml
File Options Help

E‘E
4 ODM attributes
B3 Studies
=) 123-456-789
. Global variables
=-(C3) Basic definitions
‘.t Units of Measurements
[-5) Metadata Versions
=5
------ # Protocol
# Study events
~# Forms
-4 Hem groups
& Hems
# Codelists
------- # Presentations
[#-[-5) Administration data
[#-[C5) Reference Data
[#-3) Clinical data

When clicking on one of the leaf elements of the tree (having a gray symbol), information related to
the item that was clicked is gathered (for a short time, the right side of the screen will show a
“Working” message), and displayed as HTML.

For example, if the “Protocol” leaf node is clicked, the right side of the screen shows us the
following information:



top

Protocol: Study Events for Study 123-456-789 - MetaDataVVersion
v1.1.0

Study Events

Study Event Name  Study Event OID | Order Mumber | Mandatary ?

Fre-treatment SEAVISITO 1 Yes

Fast-treatment SEVISITH 2 Yes

Study Events for MetaDataViersion w110

Back to top

S

It shows us that two visits (study events) have been planned, and that both are mandatory.

Similar, when the “Study events” leaf node is clicked, the following information is displayed
(incomplete view):

top

Study Events - Study 123-456-789 - MetaData Version v1.1.0

Mame (w]|n] Repeating ? | Type Category
Pre-treatment SEVISITO || Mo Scheduled | PreTreatment
Post-treatment || SE.WISIT1 Mo Scheduled | PostTreatment
Study Events

Back to top

Study Event: Pre-treatment

Forms:
Form MName Farm QID Order Mumber | Mandatory ?
Demography FORM.DEMOG 1 Mo
Treatment Assignment | FORM.DERUGPHREM || 2 Mo
Pharmacokinetics FORM. PHARMWIT 3 Mo
Physical Exam FORMMWITPHYEX 4 Mo

For each of the study events (visits) it shows us the forms that are used, and whether these are
mandatory or not.



In the same way, one can inspect all defined forms, all defined subforms (ItemGroup's), all defined
questions (Items), codelists, method definitions and condition definitions.

Following internal hyperlinks

One has probably already remarked that some pieces of text are underlined and in blue, and maybe
even that these correspond to hyperlinks (as our tables are HTML tables).

There will be two types of hyperlinks: internal hyperlinks, i.e. when clicked a jump will be made to
a place within the same document, and external hyperlinks, which will pop up a new window with a
new document. We will see that for the latter, the hyperlinking can be switched on or off.

When the leaf node “Forms” is clicked, the following is displayed (partial view):

top

Forms - Study 123-456-789 - MetaData Version v1.1.0

Mame al[n] Repeating ?
Adverse Events FORM.AE Mo
Concom Meds FORM.CONMED Mo
Demographry FORM.DEMOG Mo

Treatment Assignment FORM.DRLUGPHRM Mo

Pharmacokinetics FORM. PHARMWIT Mo
Physical Exam FORMMWITPHYEX Mo
Forms

It gives us a list of the available forms for this study.

Now, if more information about a specific form is wanted, one can either scroll down to the section
with the details for that form, or more simply, use the hyperlink to that form. For example, when
clicking on “Treatment Assignment”, the system jumps to that table, so that we see:



Search: [ Mext ][ Clear ]|:| Case Sensitive [ | Whale word

Form: Treatment Assignment

Item Groups:

[tern Group Mame [tern Group OID | Order Mumber | Mandatorny ?
Treatment Assignment || |G.DEUG TRT 1 Mo

e Groups for Form Treghment Assignment

Back to top

Meaceme Mhaviim o m i~

Clicking the link “Back to top” brings us back to the top of the document.

Following external (deep) hyperlinks

The details for the form “Treatment Assignment” shows us that there is only one ItemGroup
(subform), and that it is mandatory.

We do also see that there is a hyperlink on “IG.DRUG_TRT” (which is the OID for that
ItemGroup). As we do only have a list of Forms here, and not of ItemGroups, this is an external
hyperlink, meaning that when it is clicked, a new window shows up with the details for that
specific ItemGroup.

So, if we click the “IG.DRUG_TRT” link, we obtain (in a new window):



\y Search: [[] Case Sensitive [[] Whale word
~
top
Item groups - Study 123-456-789 - MetaData Version v1.1.0
) SAS
Mame (o][n] QRepeatlng E::sr:nce Dataset Domain Qrigin Role Furpose Comment
' ' Name

Tregtment IG.DRUG_TRT | ‘ves DRUG_TRT Treatment Trga.tment Treatment Treatment

Assignment Darmain Origin Role Comment

ltem Groups
Back to top
ltem Group: Treatment Assignment
Items:

Order Mandatory ey Imputation Role Code
Iterm Marme Item OID Role
Mumber ? Sequence Method List
Compound IT.R DEUG 1 Mo
Therapeutic Area IT.TAREA, 2 Mo
h
< >
A

Within this window, we can again follow internal hyperlinks (leading us to specific sections within
the document) or follow external hyperlinks (opening new windows).
The new window can be closed by clicking the “OK” button.

Scrolling back to previous positions

When following hyperlinks, it is very handsome to be able to go back to the place from where the
hyperlink was followed. In a normal browser (such as IE), this is done by clicking the “Back”
button. In IE however, this does not always work correctly. This has been one of the major
complaints of FDA reviewers when inspecting CDISC files (like define.xml) for which stylesheets
exist.

Our ODM Viewer however has a much more intelligent mechanism to be able to return to a
previous “halt” position, whether the last position was obtained by following a hyperlink, or by
scrolling.

In the previous image, one sees four buttons near the bottom: there is a “back” button (<), a
“forward” button (>), a “first” button “<<”, and a “last” button “>>",

The “back” button allows to return to the previous scroll position (i.e. where the scrolling was
halted the last time). The “forward” button allows to return to a position that was reached before the
“back” button was used. Furthermore, the “first” and “last” buttons allow to return to the scrolling
positions that was at the beginning (typically the top of the document), and the last position that was
reached before a series of “back” actions was performed.

For example, click the “Codelists” leaf node in the tree on the left side of the main window. This
gives us a description of all the codelists used in the study:



top

Codelists - Study 123-456-789 - MetaData VVersion v1.1.0

Mame (n]]n] Data Type SAS Format Mame External ?
AE Action Taken, Study Drug CLAEACTTR text AEACTTR Mo
AE Action Taken, Cther CLAECONTR text AECONTR Mo
AE Qutcome CLAEQUT text AEOUT Mo
AE Relationship to Study Drug CL.AEREL text AEREL Mo
AE Severity CLAESEW text AESEW Mo
Assigned Study Drug CL.DRUGTRTF integer DRUGTRTF Mo
Becord Status, Internal CL.F_STATU text F_STATU Mo

Now follow the hyperlink for the codelist “Record Status, Internal” and start playing around with
the four buttons. Also notice that when manually scrolling (using the mouse), the position where the
scrolling is halted is remembered, so that one can go back to it using the “back’ button.

Searching within a displaved document

When information is displayed as an HTML document, one can search in that document, by using
the “Search” toolbar at the top:

Search: [ Mext ][ Clear ]DCase Sensitive [ | Whaole word

We can make the search for a word (or sets of words) case-sensitive, or allow only “whole words”.
For example, in case we are in the window that displays all codelists, we can search for a codelist
that contains gender or sex information. As we do not know whether we need to search for
“Gender” or for “Sex”, we search for “female”:

Search: |Female b Mext ” Clear ]DCase Sersitive || Whale ward

We click the “next” button, and the system jumps to the first occurrence of the word “female” (in
this case case-insensitive, as we did not check “Case Sensitive™:



Back to top

CodeList: Gender

Coded Walue Decoded Yalue and Language

F Female || Language: en

P Male || Language: en

Coded values for Codelist Gender

Back to top

The hit is highlighted (in yellow).
If we click the “next” button again, we obtain a message:

le) Maothing Found

indicating that this was the only occurrence of the word “female” in our document.
The “clear” button can then be used to clear all highlighting, and to return to the top of the
document.

Inspecting administrative data

Sofar, we have only inspected study design data (under “Study”).

Similarly, in case the ODM file that we loaded contains a section “AdminData”, we can inspect the
administrative data for a specific study, by clicking one of the nodes “Users”, “Locations”, and
“Signature defs”

: - r e
=-|-5) Administration data
- [=-[3) 123-456-789

@ Locations

‘.. Signature defs

This is for example our (very small, as this is a demo study) list of users:



top

Users - Study 123-456-789

U Logi Full First Last
oD Set ogn 5 e a8 Organization Ad
Type Mame Mame Mame Mame
1
1
1
7
f
USR.cdiscO01 Other Shirley%‘illiams Shitley Williarms CDISC
1
1
1
i
f
USR.inwid01 Imvestigator John Smith, M.D. John Smith Roswell Park
USR.inw002 Imvestigator Jane Doe, M.D. Jane Doe Fred Hutchinson
Lisgrs

Remark that in CDISC ODM, users can be as well investigators, as well as monitors, data

management personnel, i.e. any person who can enter or change or monitor data information in the
ODM.

Changing the font size

The ODM Viewer allows to change/set some settings, one being the font size whith which the
information is displayed.

In order to do so, use the menu “Options”, followed by “Settings”. A small window, with some
tabbed panels is displayed, for example:

© N

| £ Options = | E 2

ltem Data Presentation | HTML or PDF View
Inherit Signatures | Inherit Annotations
DateTimeStamp Options | Inherit AuditRecords
HTML Font Size Investigator!Site Info | Hyperlinks
) xx-small
) x-small
@ small

[ Close ]

The default font size is “small”. People with a visual handicap can e.g. set the font size to “x-large”.




The new settings become valid once the “close” button is clicked. The result after setting the font
size to “x-large” is:

File Options  Help

i} Search: Next Clear Case Sensitive [_] Whole word
-4 ODM attributes ;M—J = g =
=) Studies
=I-103) 123-456-789
- Global variables . .
5 Basic definition User Login | Full First Last .
e untsorme] | | Q1D Organi
=) Metadata Versi Type Name Name Name Name
=I-[_J) Version 1.1,
% Protoco
# Study ey
i % Forms
: e grd
ems
Codelisi
“—# Present
=-|2) Administration data
=0 123-456-789
e [
-~ Locations R
‘% Signature defs
+-|2) Reference Data
=) Clinical data
. Shirle . -
USR.cdisc001 | Other - y Shirley | Williams | CDISC
Williams
< >
lAdditional Functions i
[ Ciinical data subsets | |~ 2
| Audit Trails |

Status: Done

Some other simple options

The system has a lot of options, some of them only being of importance when doing advanced
work, such as when working with subsets of clinical data, or when working with audit records.

Others are generally applicable, such as the “DateTimeStamp Options™.

The ODM (and XML in general) uses ISO-8601 to store dates, times, and datetimes.
Although ISO-8601 is very easy to learn (and we encourage to do so), some users feel more
confortable with inspecting a date- or datetimestamp as plain text.

The tab “DateTimeStamp Options™ allows you to switch between the two presentations.

For example, in the tree on the left, click on “ODM Attributes” (near the top). The following is
displayed:



File Options  Help
B Search: ” Mext ][ Clez

" .
=-C3) Studies
=75 123-456-789
------ # Global variables
[=}-[C5) Basic definitions 1
‘@ Units of Measurements D D M Attrl bUteS
[5-[C5) Metadata Versions
Euﬂ Version 1.1.0

top

- Protocol
Study events Description COISC ODM version 1.2.2 format
Forms
ttem groups File Type Transactional
tems
; Codelists
..# Presentations Granularity All
—j@ Administration data
Ellil 123-456-789 Ayt
o Users
@ Locations
".® signature defs File OID 937-654-321
[#-[) Reference Data
¥+ Clinical data Creation Date and Time || 2002-04-28T11:07;23-05:00 %

One sees that the value of the “Creation Date and Time” of the file is given in ISO-8601 format, as
it is given in the ODM file itself.

Using the menu “Options” and going to the tab “DateTimeStamp Options”, and selecting “Date and
Time Stamp as text”,

|£| Options [':' [=] ﬂh,l

HTML Font Size | InvestigatoriSite Info | Hyperlinks
[tem Data Presentation | HTML or PDF View

Inherit Sionatures | Inherit Annotations

DateTime Stamp Options | Inherit AuditRecords

") Date and Time Stamp as 150-8601

@ Date and Time Stamp as text

[ Close

and clicking the “Close” button, the screen is refreshed and the same information is now displayed
as:



File : C:ACDISC_ODM1-2-0_final\CTChicago_XSchema.xml
File Options Help

BIE] Search: ” Mext ][ Clear ] [ Case se
ek _MODM attributes
=07 Studies
=) 123-956-789
i Global variables
[=-[C5) Basic definitions 1
‘.t Units of Measurements O D M Attrl b Utes
=-[C5) Metadata Versions
-5 Version 1.1.0
it Protocol
Study events Description cDISC DM wersion 1.2 2 farmat
Forms
Hem groups
hems
Codelists
Presentations Sranularity Al %
=-[C5) Administration data
=[5 123-456-789
t Users
i Locations
‘.. Signature defs File QIO §987-654-321
[#-|5) Reference Data
-3 Clinical data Date: April, 29, 2002
Creation Date and Time Time: 11:07:23
Time Zone: Devigtion from UTC: -05:00 hours.

top

File Type Transactional

sesesee

Archival

which might be considered as being more human-readable.

Saving the generated HTML

Essentially, everything that is displayed on the right side of the screen is HTML (later we will see
that one can also generate PDF). The HTML displayed can be saved to file using the menu “File —
Save HTML”. A filechooser then pops up, allowing to choose a file location to where the HTML
can be written.

Remark that the HTML written to file is essentially XHTML, which has the advantage of being
well-formed, well-standardized, and portable between different browsers.

The HTML can also be saved to file by using the menu “Options — Settings” and then selecting the
tab “HTML View or PDF View”:

i N
|£| Options E@g
Inherit Signatures | Inherit Annotations
DateTime Stamp Options | Inherit AuditRecords

HTML Font Size | Investigator/Si i
Item Data Presentation HTML or PDOF View
) View as HTML
(") View as PDF
@ Write HTML to file
) Write PDF to file
[ Close |

When the radiobutton “Write HTML to file” is selected, and the “Close” button is used, a



filechooser again pops up allowing to save the HTML to disc.

Generating PDF

Saving the generated HTML file can be very useful for inspecting information from the ODM oft-
line, or e.g. in reporting. Another way to achieve something similar is to transform the HTML into
PDF. This feature has the advantage that PDF can easily be ported and can be printed.
As PDF is essentially a “paper” format (i.e. it has pages), there are however a number of
disadvantages:

— tables can be broken over pages

— hyperlinks will not work within the browser (but internal hyperlinks will work when saving

to file)
— information that is far on the right and that does not fit on the paper may be lost.

Let us take the view “ODM Attributes” again.
If we use “Options — Settings” and then take the tab “HTML or PDF View” and choose for “PDF
View”, the result is:

~-# ODM attributes

=) Studies
= -~ 123-456-789
------ # Global variables e
=-I(J Basic definitions Forms - Study 123-456-782 MetaData Versionv1.1.0

: “e# Units of Measurements
=-|C5) Metadata Versions

=-{(3) Version 1.1.0 i oD Repesting ?

~-# Protocol

Study events Adverse Events FORM.AE Ho

.Item groups Comrcom Meds FORM.CONMED Ho
ltems Demogrhy FORM DEMOG Yo
Codelists
.. # Presentations Treatment Assigranent FDRM.DRUGR@QM Ho
—-[C=) Administration data
—..3 423_456-T89 Plummacok:metics FORM.PHAEMVIT | Mo
....... # Users
# Locations Ploysical Exan FOEM.VITPHYEX Ho
L4 Signature defs =

+-| ) Reference Data
+/-[Z) Clinical data

Back to top
Form: Adverse Fvents
Ttan Groups:
Rem Gronp Mame — Fem Growp 0ID Order Mionber — Mandatory ?
Adverse Evenes IGAE 1 o
Bem Groups for Form Adverse Svents
Back ta top

Form: Concom Meds

I.e. PDF is generated from the HTML, and is displayed.
Remark that (currently) the hyperlinks in the PDF in the browser will not work'.

We can now save the generated PDF as a file, either by using the menu “File — Save PDF” (which
has become available when switching to PDF) or by using the menu “Options — Settings”, then
choosing the tab “HTML or PDF View” and then select “Write PDF to File”.

The PDF file that is generated has an A4 format with Landscape orientation. The internal hyperlinks
will work when displayed in Adobe Acrobat Viewer.

1 This is a feature we are working on for a next version.



Inspecting clinical information

Let us now inspect some clinical information.

In the ODM Viewer, clinical information is organized per ItemGroup (subform) per
MetaDataVersion®, per Study. This has been done in order to be able to compare clinical
information between subjects. So when one fully expands the node “Clinical data” one e.g. obtains:

=I-|7) Clinical data
=05 123-456-789
=03 v1.1.0
------ # Demography
------ # Treatmemt Assignment
------ # Pharmacokinetics
% Physical Exam
------ # Adverse Events
- # Concom Meds

Listing all the ItemGroups within “MetaDataVersion” “v.1.1.0” within “Study” “123-456-789".

When at programm startup the option “Show ODM tree using Name' + 'OID' attributes” was
selected, the tree will look like:

~}- | Clinical data
= || 123-456-789
= vi0
- # Demography - IG.DEMOG
----- # Treatment Assignment - IG.DRUG_TRT
----- # Pharmacokinetics - IG.PHARMO1
- # Physical Exam - IG.PHYEX
----- # Adverse Events - IG.AE
" # Concom Meds - 1G.CONMED

Showing as well the “Name” as the “OID” of each ItemGroup for which there are clinical data.

If we want e.g. to inspect all demographic data, click the “Demography” leaf node. The following is
displayed:

2 For a complete description of the concept of MetaDataVersions, please read the ODM specification, which can be
downloaded from the CDISC website.


http://www.cdisc.org/standards/index.html

top

Clinical Data - Study 123-456-789
MetaDataVersion v1.1.0
Item Group Demography

ltem Group: Demography
Repeat Key: 1
Transaction Type: Insert

SubjectKey: 001

Study Event: Pre-treatment
Form: Demography
Investigator: John Smith, M.D.
Site: Roswell Park

Transaction | is Measurement Audit
Iterm QID Item Mame Item alue Unit Signature | Annotations
Type null? Recaord
Reference
IT.R_DRUG Compaound SDP B3

Therapeutic

IT TAREA Oncolo Yas
Area o
Protocol

IT.PNO rotoce 143-02 Yes
Mumber

I.e. for each subject, a single table (as the information has only be captured a single time) is
displayed with all information that is within the ODM element “ItemGroupData”. Also here,
internal hyperlinks are provided.

If for example, the data point “IT.R_DRUG” (name is “Compound”) has an audit record attached,
than this will be marked in the column “Audit Record” and an hyperlink is provided. When clicking
it, the system jumps to the audit record details, i.e.:

AuditRecord for Item ‘Compound’

LUser Jahn Srith, M.D.

Location Roswell Park

Date: February, 04, 2002
Date and Time Stamp Time: 14:01:32
Time Zone: Deviation from UTC: -05:00 hours.

Reason for Change J.A AauditRecord at temData level
Source D 46902604
Edit Point

Imputation Method Used 7

Similarly, one can also see the details of the associated annotations and signatures.



Remark that by default, only audit records, signatures and annotations that have been added at the
ItemGroupData and ItemData level are displayed. In order to also see the audit records, signatures
and annotations at the FormData, StudyEventData and SubjectData level, one should check the
option “AuditRecords ARE inherited” in the “Options” panel called from the “Options” menu (and
similarly for signatures and annotations). See the section “Inheritance of AuditRecords, Signatures
and Annotations”.

As explained, we have one table per subject for the demographics.
However, it would also be great if we could get one table for all subjects, allowing us to directly
compare the demographic data of all subjects.

In order to do so, use the menu “Options — Settings” and select the tab “ItemData Presentation”.
There are two possibilities:

— One table per ItemGroup per Subject

— All Subjects in one table

|| Options SR

Inherit Signatures | Inherit Annotations
DateTimeStamp Options | Inherit AunditRecords
HTML Font Size | _Investioator/Site Info | Hyperlinks
ltem Data Presentation HTML or PDF View

(") One Table per ltemGroup per Subject

i@ All Subjects in one Table

[ Close ]

L

Select the second option (““All Subjects in one Table”) and click the “Close” button.

The tables are reorganized, and the new view of the same data is now:



top

Clinical Data - Study 123-456-789
MetaDataVVersion v1.1.0
Item Group Demography

Record

tat
StudyEwvent Foarrm STatLs,

Subject  (and {and
Repeatkey) Repeatkey)

ItemGraup Transaction Therapeutic | Protocol

c il Caount
Repeatkey = Type ormpoun Area MHumber puntry

lewels,
internal
use

Source

United
001 Fre-treatment || Demography || 1 Insert SDF Oncology 143-02 States werified,
queried

Saurce
United vearified,
States not

queried

noz Fre-treatment || Demography || 1 Insert SDF Oncology 143-02

Source
United werified,
States not

queried

no3 Fre-treatment || Demography || 1 Insert SDF Oncology 143-02

Source
allowing us to directly compare the demographic data between subjects.

The disadvantage of this view on the data however is that it does not show us the “additional”
information, such as audit records, annotations, and signatures.

Later we will see how we can inspect the audit records and compare them between subjects, create
subsets of audit trails, and even get some simple statistics.

The right side of the table is:



Frotocal
Mumber

143-02

143-02

143-02

There is some interesting information here. For the weight, it is also displayed which units of
measurement were used (this information comes from the “MeasurementUnitRef” element that is
under “ItemData”), as in the study design, it was described that the weight could either be captured

Country

United
States

Linited
States

Lnited
States

as pounds or as kilograms.
Also have a look at the first row, column “Gender”. It says “NOT IN CODELIST!).

The reason is that an invalid coded value was given in the ODM export from the database. So this

Fecord
status,

lewvels,
internal
use

Source
werified,
fqueried

Source
wverified,
not
queried

Source
werified,
not
fueried

Height

a3

64

B4

means there is a data management issue here.

Now, click the leaf node “Physical Exam” in the tree on the left side of the screen. This is a pretty
large table, as the physical examination has been repeated several times during a visit (it is a

i eight

204
(Found)

143
(Pound)

122
(FPound)

Gender

MOT IM

CODELIST
!

Female

Femala

Date of
Birth

1960-04-03

1847-02-14

1972-12-01

“repeating” ItemGroup), and has been executed in every visit. The results is:

Ethnic
Group

Caucasian

Elack

Asgian
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Item Group Physical Exam

[

Source
Physical United Head, Neck and
001 Fra-treatment ysica Insert Z0F Qncology 14302 nhe werified, = } eckan Morr
Exam States . Thyroid
queried
. . Source Eyes, Ears,
001 Fre-treatment Physical Insert SOP Oncology 14302 Unitzd werified, Mose Morr
Exam States .
queried and Throat
Source
Physical United
oo Fretreatment BENES Insert SDF Oncology 14302 nne werified, || Chest Noir
Exanm States i
queried
Source
Physical United
001 Fre-treatment yalca Insert SOP Oncology 14302 nie werified, Lungs Lbn
Exam States .
queried
Source
Fhysical United
o1 Fre-treatment BEIES Insert SDF Oncology 14302 nne werified, || Heart bn
Exanm States i
queried
Physical United || S°Urce 2
[ulu}] Fre-treatment - B Insert S0P Qncology 1402 . werified, Lyrph Hodes Abnl}ﬂ‘

with the right part of the table being:

Source
United Head, Meck and dahi Bageeal!
SOF Oncal 14302 ified . H |
neology States || oeS | Thyraid B Smith, B, || Park
queriad
. Source Eyes, Ears,
United o dah Raswal!
SOP Oncology 14302 Chates \terlflled, Hose Harmal Smith, MO Bk
queried and Throat
Source
United o dohw Resweall
S0P Oncology 143202 States \renfl.ed, Chest Marmal Smith, M0 Bk
queried
United || SoUre® MILD Joha Roswell
S0P Oncology 143202 Gtates \renfl.ed, Lungs Abnormal WHEEZING Smith, M0 Bark
queried
Source
United o dahw Raswall
S0P Oncology 143202 States \renfl.ed, Heart Abnormal TARCHYCARDIA Samith, M. Catk
queried
United || 3°uree SLIGHTLY dohn Roswell
S0P Oncology 143-02 . werified, Lyrnph Hodes Abnommal | L em e s o e e -

One sees that in the last two columns, also the investigator and site information is given (from the
“SiteRef” and “InvestigatorRef” elements that come under “SubjectData”).

Some people now prefer not to see this site and investigator information, so there is an option to



hide it.

Use the menu “Options — Settings” and select the tab “Investigator/Site Info™:

-

[£] Options I.‘:' = |ﬂh1

ltem Data Presentation | HTML or PDF View
Inherit Signatures | Inherit Annotations
DateTime Stam i i itRecords
HTML Font Size Investigator/ Site Info Hyperlinks

Add Information in Clinical Data tables about;

Site

[ Close ]

Unchecking the boxes “Investigator” and “Site” allows us to hide the information in the tables. For
example, if we uncheck both, the right side of our table becomes:

Fecard
status,
ction Compound Therapeutic Frotocal Count 5 FPhysical Exam Mormalf&bnarm alfNot Comment
i Area Murnber v lewels, Body System Done
internal
uze
% Source
United Head, Neck and
SOF [u} | 14302 ified, ’ M |
ncology Ctates weri |.e Thyroid orma
queried
United SDI..ITIEE Eyes, Ears,
S0P Oncology 143202 States werified, MNose Mormal
queried and Throat
=3
United e
s0OF Oncology 14302 Ctates werified, Chest Marm al
quaried
Source
United MILD
SOP Oncology 14302 S:alt:s \terifi.ed, Lungs Abnarrmal WHEEZING
queried
United Source
S0P Oncology 143202 States werified, Heart Lbnormal TACHYCARDIA
queried

Obtaining meta-information of clinical data

Often, when inspecting data points, we would like to see the meta-information of that data point
again. For example, when inspecting the demographic data, we would like to know how exactly the
data point for “Weight” was defined.

In order to obtain meta-information for clinical data, we need to change an optional setting.
Use the menu “Options — Settings” and select the tab “Hyperlinks”:



-

| £ Options I. = | (=] |ﬁr

Item Data Presentation | HTML or PDF View
Inherit Signatures | Inherit Annotations
DateTimeStamp Options | Inherit AuditRecords
HTML Font Size | Investigator/Site Info | Hyperlinks

Add Hyperlinks from Clinical Data to Meta Datg

Add Hyperlinks from Clinical Data to Administrative D...

[ Close ]

There are two checkboxes: one for adding hyperlinks from clinical data to metadata, and one for
adding hyperlinks from clinical data to administrative data. The former allows to link to information
about the definitions of forms, questions, codelists etc. from within tables with clinical data. The
latter allows to add hyperlinks to base data of investigators, auditors, sites, and other locations.

If we do check both checkboxes (setting them to “true”), and then click the “Close” button, the
window with the tables refreshes and we get:

Becord
status

ol ] . . Date of Ethnic Height = Weight . .
| Country Height | Weight Gender S Investigator  Site
i levels Eirth Group Units Units g
internal
Luse
5 MOT 1M Jok,
United ouree 204 I — Roswell
States wverified, 73 Pound CODELIST 1960-04-03 Caucasian in Ib Snith, Park
gueried {Pound) MD. -
Source
United werified 183 ok Roswell
’ G4 Female 1947-02-14 Elack in Ik Smith, P
States nat (Pound) WD Patk
gueried I
5
United v;rL:friZZ 122 ok Roswel
’ 65 Female 19872-12-01 Asgian in b Smith, P
States nat (Pound) WD Patk
gueried I
5
United v;rL:friCeZ 185 Jobin Roswell
’ 69 Male 1948-06-19 Caucasian in b Smith, P
States nat iPound} WD Park
gueried I
5
United v;rL:friCeZ 244 Jobin Roswell
’ 71 Male 1963-08-20 Elack in Ik Smith, P
States nat (Pound) 14D Patk
gueried - v

Suddenly (although the table data are the same), a large number of hyperlinks are added. For
example, when we now click on the “Weight” column heading, a new window pops up, giving us
all metadata information about the definition of the data item “Weight”:



top

Iltems - Study 123-456-789 - MetaData Version v1.1.0

SAS5 sSDS
Data Significant Code
Mame (o][n] Length g Field ‘ariable arigin Comment

Twpe Digits Mame Mame List
Wieight IT T float 4 W
ltarms
EBack to top
Item: YWeight

Measurement Units:

IMeasurement Unit
Pound

Kilogram
r;

In the main window, of we click on the “Pound” cell data, a new window pops up with the
definition of the unit of measurement “Pound”.

Similarly, if we want to know more background information about the investigator “John Smith” we
click the hyperlink, and a new window pops up with the information:

top

Users - Study 123-456-789

= o T
VSR Inv0ot Investigator Jahn Smith, M.D. Jahin Smith Raswell Park
Users

EBack to top

So, with the hyperlinking for clinical data on, we can obtain a lot of meta information about the
information. This of course only works when such meta information is available in the same file. If
it is not, clicking the link will not lead to any action.

Inheritance of AuditRecords, Signatures and Annotations

When inspecting data points in the “One table per ItemGroup per Subject” mode, only the audit
records, signatures and annotations that have been added at the “ItemGroupData” and “ItemData”
will be displayed by default. This has been done to avoid that an overwhelming amount of
information is displayed on the screen.

If one also would like to see audit information that has been added at the “SubjectData”,
“StudyEventData” and “FormData” level in the ODM file, and that can be regarded as being
“inherited”, one should set this using the “Options - Settings” menu:



i bl
| £ Options E@g

Inherit Annotations |
Inherit AuditRecords | Inherit Signatures
Hyperlinks |  DateTimeStamp Options
HTRML Font Size | Investigator/ Site Info
i Item Data Presentation | HTML or PDF View

@ One Table per ltemGroup per Subject
() All Subjects in one Table

[ Close )

e ]

One also sees that there is a tab “Inherit AuditRecords”. When selected, one gets:

il B
| £| Options E@g

Hyperlinks |  DateTimeStamp Options
HTML Font Size | Investigator! Site Info
Item Data Presentation | HTML or PDF View

Inherit Annotations
Inherit AuditRecords | Inherit Signatures |

@ AuditRecords are NOT inherited
7 AuditRecords ARE inherited

[ Close )

The default is “AuditRecords are NOT inherited”. Now select “AuditRecords ARE inherited”:

L hl
| £ Options E@g

Hyperlinks |  DateTimeStamp Options
HTML Font Size | Investigator Site Info
Item Data Presentation | HTML or PDF View

Inherit Annotations
Inherit AuditRecords | Inherit Signatures |

") AuditRecords are NOT inherited
@ AuditRecords ARE inherited

[ Close )

[ ]

and click the “Close” button.

One then gets e.g. for “Demographics”:



Back to to

L

Audit Record for this Item Group:

John Srnith, k.0,

Eozswell Park

3002-02-04714:01:32-05:00

J.A AuditRecord at femGroupData level

45902604

ack to to

[

Audit Record for this Item Group inherited from SubjectData;

John Stith, k.0,

Hoswell Park

J002-02-04714:01:32-05:00

with the second part also displaying audit information “inherited” from higher levels such as
“SubjectData”, “StudyEventData” and “FormData”.

Similarly, one can use the menu “Options — Settings” followed by checking the item “Signatures
ARE inherited” to also display signatures “inherited” from higher levels. For example for
“Demographics”:



IT.HTUNITS Height Linits in

[T TURNITS Weight Units b

Back to top

Signature for this Item Group inherited from SubjectData:

Shirey Williams

COISC Headguarters

Methodology: Electronic
Meaning: Signature Meaning
Legal Reason: Legal Reason

2002-02-04714:01:32-05:00

Similarly, one can set “Annotations ARE inherited” using the menu “Options — Settings” to also
display “inherited” annotations.



Generating and inspecting clinical data subsets

One can also easily create and inspect subsets of clinical data. To do so, use the button “Clinical
data subsets” which can be found at the left down side of the main screen.

dditional Functions
[ Clinical data subsets <
[ Audit Trails

atus:

When clicked, the system makes an inventory of all studies, subjects, visits, investigators, sites, etc..
During the inventarisation, the main screen will display the message “Collecting Data”. For large
files, this step can take some time, but do not worry, it only needs to be done once.

After that, a new window pops up.

- [ox]|
Studies Metadata Versions Sites Investigators
Version 1.1.0 Roswell Park John Smith, M.D.
v1.2.0 Fred Hutchinson Jane Doe, M.D.
Subjects Study Events Forms Item Groups tems
001 | |Pre-treatment Demography Dem:&anhy Compound ~
002 Post-treatment Treatment Assi: Tr i Therapeutic Area
003 ineti Phar ineti Protocol Number
004 Physical Exam Physical Exam Country
005 Adverse Events Adverse Events Record status, 5 levels, internal use
006 Concom Meds Concom Meds Height
007 Weight
008 Gender
009 Date of Birth
010 e Ethnic Group hd
[ Display Subset ] [ Reset choices

If there is more than one study in the file, the first one will automatically be selected. The user can
then select for which version of the metadata the clinical data will need to be displayed, for which
sites and investigators, for which subjects, for which visits, etc..

It is important to notice that selecting nothing in a list is the same as selecting everything, so for
example, you do not select any subjects from the “Subjects” list, this means “all subjects”.

In order to avoid obtaining empty datasets, some intelligence has been build in. For example, when
clicking a specific Study Event (visit), the fields become disabled for a few moments, and after that,
only those forms used in that specific visit are displayed in the list of visits.

For example (you can compare with the previous image), when “Pre-treatment” is clicked, the list
of forms is updated to:



Subjects Study Bvents Forms Item Groups

o001 ~ Demography Demography

002 Post-treatment Treatment Assignment| Treatment Assignment
003 Pharmacokinetics Pharmacokinetics

004 P al Exam Physical Exam

005

006

007

[1]1}3]

009

010 w

| Display Subset |

Similarly, if a single form is selected, the list of Item Groups and of Items is automatically updated.
Please note that using the “Ctr]l” and “Shift” buttons, you can select several entries in a list at the

same time.
Suppose we are only interested in the Demographic data of all subjects from Site “Fred
Hutchinson”. The following selection then applies:

Studies Metadata Versions Sites Investigators
s LG L] Version 1.1.0 Roswell Park John Smith, M.D.
Fred Hutchinson Jane Doe, M.D.
Subjects Study BEvents Forms tem Groups ems
001 ™~ Demography Therapeutic Area ~
002 Post-treatment Treatment Assignment Protocol Number
003 Pharmacokinetics Country
004 Physical Exam Record status, 5 levels, internal use
005 Height
006 Weight
007 Gender
008 Date of Birth
009 Ethnic Group
010 e Height Units “
[ Display Subset ] [ Reset choices

If we are interested in certain data points only, we can even filter further by selecting the items of

interest in the “Items” list.

The “Display” subset then excecutes the selection, and the tables are generated and displayed.



File Options Help

=0 Search: Mexk Clear | [] Case Sensitive [ YWhale word
-~ ODM attributes =
- Studies t
€= Administration data or
#-| ) Reference Data L.
- ) Clinical data Clinical Data - Study 123-456-789
MetaDataVersion v1.1.0
Item Group Demography
ltem Group: Demography
Repeat Key: 1
Transaction Type: Insert
SubjectKey: 007
Study Event: Pre-treatment
Form: Demography
Investigator: Jane Doe, M.D.
Site: Fred Hutchinson
Measurement "
Itar OID i e | o | VSRRl | Unit AUIE e | A
Type null? Recard
Reference
IT.R_DRUG CGompound SDP
Therapeutic
IT.TAREA v oncology
Protocal
Additional Functions IT.PHE Nimher 02 v
Clinical data subsets 1€ _
Audt Trais ]

Status: Done

One sees that the first subject for this site is “007”.

Also here, we can change the way the tables are displayed, the occurrence of hyperlinks to the
metadata, the generation of PDF, etc., by using the “Options — Settings” menu. For example, if we
want to more easily compare over subjects, and want hyperlinks to metadata and administrative
data, the result after changing these settings is:

bp

Clinical Data - Study 123-456-789
MetaDataVersion v1.1.0

Item Group Demography

StudyEvent F
Subjact [a:dy R [:I:;n ltermnGroup Transaction Compound Therapeutic Erotacal Count Fecord stal
! Flepeatk ey Type =ompounc Lrea Mumber =Oun use
Fepeatkey) Repeatkey]
United = i
aoF Ere-treatment Dermaqrapbo 1 Insert SOF Oncology 14302 nie |uree v.en
—— States not queriec
United 5 i
aos FPra-treatment Dermograph 1 Insert SOF Oncology 14302 nite ource \.:e"
States not queriec
United -1 i
[nifn] Fre-treatment Demograph 1 Insert SOF Oncology 14302 ne ouree “.e"
States not queriec
011 Ere-treatment Demograph 1 Insert SOF Oncology 14302 United Sour.ce\n'erl
States queried
United -1 i
o1z Fre-treatment Demograph 1 Insert SOF Oncology 14302 ne ouree “.e"
States not queriec
Hany group Danmagramiy

Binch b lop

and the right side of the screen:




d status. S lewels, intarnal Height Weight Gendar ﬁ of % ﬁsh_t w sty Sita

ee:eer:ied‘ 72 168 Male 19700808 || Caucasian in b Jane Doa MB. || Fred Hutehinson
ee:eer:ied‘ o 171 Male 195411416 || Caucasian in b Jane Doa MB. || Fred Hutehinson
ee:eer:ied‘ &9 163 Male 195809417 || Caucasian in b Jane Doa MB. || Fred Hutehinson
ed"e”fied‘ &1 114 Female || 1985-11-11 Lating in b Jane Doa MB. || Fred Hutehinson
ee:eer;ﬁed‘ o 193 Female || 1948-03-24 | Caucasian in b Jane Doa MB. || Fred Hutehinson

The hyperlinked text (in blue, and underlined) can then again be used to obtain meta information
about the selection.

We can e.g. do the same for the “physical exam” data. Just select the window with “Clinical Data
Subsets” again,

1 -2-0_finalCTChicaga

0 - r=1 Snaqglk Ca...

and make a new selection, e.g.

Studies Metadata Versions Sites Investigators
%Versiun 1.1.0 Roswell Park John Smith, M.D.
Fred Hutchinson Jane Doe, M.D.
Subjects Study Events Forms Item Groups
001 #| |Pretreatment Demography Physical Exam
002 Post-treatment Treatment Assignment Therapeutic Area
003 Pharmacokinetics Protocol Mumber
004 Country
005 Atverse Events Record status, 5 levels, internal use
006 Concom Meds Physical Exam Body System
007 Normal/Abnormal/Not Done
008 = Comment
009
010 v
| Display Subset | | Reset choices |

selecting only the data from “Physical Exam” forms in all visits and for all subjects, but only the
information on the items “Body System”, “Normal/Abnormal/..” and “Comment”. The result after
clicking the “Display Subset” button is (incomplete):
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Of course we can also inspect all physical exam data for a single subject, by selecting that subject

only in the “Subjects” list. The result is:
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and again do searches, e.g. on the word “Abnormal”
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Inspecting audit records

Similarly to creating subsets of clinical data, one can also create subsets of audit records (or inspect
them all). In order to do so, use the button “Audit Trails” in left bottom corner.
Again, an inventarisation is made, and soon, a selection screen similar to that for clinical data

subsets pops up:

B Audit Records g@g|
Studies Metadata Versions Sites Investigators Auditors Audit )
(PERLIREL Version 1.1.0 Roswell Park John Smith, M.D. John Smith, M.D. Locations
v1.2.0 Fred Hutchinson Jane Doe, M.D. Jam{:@ue, M.D. Roswell Pa_rk
Fred Hutchinson
Subjects Study Events Forms tem Groups tems
001 #| |Pre-treatment Demography Demoagraphy Compound »~
002 Post-treat it Treat| it A it| Treat it A t| Therapeutic Area
003 Pharmacokinetics Pharmacokinetics Protocol Number
004 Physical Exam Physical Exam Country
005 Adverse Events Adverse Events Record status, 5 levels, internal use
006 Concom Meds Concom Meds Height
007 Weight
008 Gender
009 Date of Birth
010 w Fthnic Group w
Display AuditRecords ] [ Reset choices ] [ Simple Stats

The panel has some extra lists: “Auditors” and “Audit Locations”. These contain the names of those
persons (not necessarily investigators) that have added audit records to the system, and their
locations (not necessarily sites).

Let us quickly look which audit records have been produced by any auditor, but for data points that
come from investigator “John Smith”. The only selection we need to make is in the list for
Investigators. The result is obtained after clicking the “Display AuditRecords” button.

kp

Audit Records Subset

Number of Audit Records for your selection: 207

. . . StudyEwve
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o 123456783 || w140 dohn Boswell || 4 IternD ata Smith Boswell || b0 irs st
Srmith. W.0 FPark Eark
L M.D. (=
John
oo 123456729 | w140 dehn Boswell 1/ o FormData Smith Boswell | o et
Srith, M.0. Fark WMo Fark




We see that most of the audit records have been created by the investigator himself, at “Insert”
time’. Others have been added by “Jane Doe”, a fellow Investigator.

As we still have the “hyperlinking to administrative data” on, we can click on the name of the
auditor and get all available information about that person.

We see that there is also a column “AuditRecord Level”, for which we can find one of the following
values: “SubjectData”, “StudyEventData”, “FormData”, “ItemGroupData” or “ItemData”.

The reason is that audit records can be added at any of these levels, so it is useful information.
Somehow, this information does not always show us exactly which data points are involved. For
example, if the audit record was added at the “ItemGroup” of “Form” level, no information is
shown about exactly which data points the audit record is applicable to.

The reason is that audit records are “inherited”, i.e. if an audit record is available at the FormData
level, all underlying “ItemGroupData” “inherit” the audit record, and there, all underlying
“ItemData” also “inherit” that audit record.

By default, audit record inheritance is switched off, but one can switch it on using the menu

“Options — Settings” and then selecting the tab “Inherit Auditrecords™:

| £| Options l = | =] LiE-J
DateTimeStamp Options | Inherit AuditRecords
HTML Font Size | Investigator/Site Info | Hyperlinks
[tem Data Presentation | HTML or PDF View
Inherit Signatures | Inherit Annotations

i@ Annotations are NOT inherited

() Annotations ARE inherited

[ Close ]

L

If we change the setting to “AuditRecords ARE inherited”, we notice that the window “Audit
Records” disappears. In order to work with the new setting, we need to click the button “Audit
Trails” again (as the inventory must be recalculated). Creating a subset for investigator “John
Smith” now generates considerably more audit records and we get the following table:

3 I presume this is not very usual
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123-456-r23 wl.1.0

123-456-783 wl1.0
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of the table,

tion AhuditRecord
Lewel

ItermGroupData

ltemData

INHERITED

INHERITED

IMHERITED

we see that there is no “Item Value” for the first row, as the audit record was given at the
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“ItemGroupData” level. The third to fifth row however exactly show the data points that were
comprised in that “ItemGroupData” and thus have inherited the audit record.



Audit record simple statistics

Using the window with selections for audit records, we can also obtain some simple statistics.
For example, we would like to know for which investigator the most audit records were created,

and for which of the data points.

Let us however first switch to “AuditRecords” are not inherited again.
When we now, without making any selections in the “AuditRecords” panel, click the button

“Simple Stats”, we obtain the following tables:

Simple Statistics for (selected) Audit Records

Audit Record counts by ItemData point

Total nurnber of Audit Records: 323

IternData point Marme Count Fercentage
IT.AENORM Normnalidbnarmal/Mot Done 222 ET 48
IT.COMMTA Comrment 51 15.50
IT.ORUG_TRT Assigned Study Drug Treatment 14 428
IT.8E_RELAT Check If Taken for AE 14 426
ITWTUMITS ireight Units 13 2.95
ITMEALTIM Time of last meal 11 24
IT.AECONTRT Aetions taken, other z nEel
IT.REF2 Text 1 0.:30
IT.F_DRUG Compound 1 0.30

Audit Record counts by Subject

Total number of Audit Records: 323

Subject Count FPercentage
oos T2 21.88
ooz 20 a1z
004 20 a1z
003 30 aiz
010 30 aiz
01z 30 a1z
oo 23 E.99
oos 18 547
ooz 17 517
0oE 17 517
011 17 517

Audit Record counts by Investigator

Total number of Audit Records: 223

Investigator Marme Count Fementage
USR.inw01 John Smith, M.0. 207 EBZ.92
USFR.inw00Z Jane Doe, .0 122 37.08

Audit Record counts by Site

Total number of Audit Records: 329

Site Marme Count Fermentage
LOC site002 Roswell Park 207 EZ.92
LOC. site00 Fred Hutchinson 122 ar.os

Audit Record counts by Auditor {(User)

Total number of Audit Records: 323

Suditar [User) Marne Count Percentage
USSR im001 John Srnith, M.0O. 1239 G7.45
USR.im002 Jane Doe, M.0. 140 42.55

Audit Record counts by Auditor Location

Total number of Audit Records: 329

Suditar Location Marme Count Fercentage
LOC. site002 Foswell Park 1839 a7 .45
LOC. site00q Fred Hutchinson 140 4265

Of course, if we had swiched on “Hyperlinks to metadata” and “Hyperlinks to Administrative
Data”, we could immediately get more metainformation, for example for the last two tables:




Audit Record counts by Auditor (User)

Total number of Audit Records: 329

Buditor [User] MName Count Pementage
USF.imv001 John Smith, M.0. 189 §7.45
USF.inmd02 Jane Doe, M.0. 140 4255

Audit Record counts by Auditor Location

Total number of Audit Records: 328

Buditor Location MHame Count FPercentage
LOC. site002 Fosweell Park 1839 5745
LOC.site001 Fred Hutchinson 140 4255

Please remark that when doing simple statistics, this is always within the scope of the current
selection. So if you choose one investigator only from the list of the investigators, you will of
course see that 100% of the auditrecords come from data points from that investigator.

Also remark that when you have “Inherit Auditrecords” ON, this changes the statistics.



