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PRA = Introduction

* This session will be a demonstration of the
functionality of PRA's EXACT system.

* The EXACT system is an integrated SAS® based
development environment that can create
reusable programs for

— data extraction
— data transformation (SDTM and ADaM datasets)

— statistical reporting (Tables, Figures and Listings)
< What we will cover in this demonstration

— electronic publishing (e.g. define.xml, module 5 of
eCTD)
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PRA= Demonstration Overview

Creating a library of table configurations
Based upon ADaM compliant metadata

Configurable with a easy to use GUI that offers a
great deal of flexibility for specifying the details
needed for most standard displays

Creating table shells and data displays within a
study using a library object
Requires very little work by study programmer

Th
ad
Tal

e same table can be run as a shell pre-study and as
ata display after the study data has been collected

bles can be scheduled as a batch for easy

de]

iverable preparation.

q 




PRA~ Global Metadata Repository

You must setup the analysis dataset metadata
and load this in the Global Metadata Repository
(GMDR)

This should be based upon ADaM guidelines
Can be organized by sponsor

Versioning is possible should the ADaM
guidelines change

GMDR can be populated using the graphical user
interface, or my batch loading the metadata
using an import template
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GMDR Screenshot
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PRA~ CONFIGURING A TABLE IN THE LIBRARY

* Go to Manage Mockups Screen
1. Select your sponsor and metadata version
2. Choose mockup type =Table

3. Select Data Domain as the input dataset for the
table you are about to configure (e.g. ADSL for a
demographics table)

4. Click “New” to begin the creation of a new table
configuration

5. Provide a name and description of your table

A Clear Difference 7-Nov-13



B
PRA’ Manage Mockup Screen Shot
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PRA ' Variable Definition

Go to the Variable Definition Category within Manage
Mockup screen

Select the variables from the GMDR that will be needed
for your table

Specify for each variable whether they are:

analysis variables - you will be summarize them in some way
on the table

report display variable - if they will appear on the table in
any way

Add SAS® formats as necessary for decoding value on
table

Provide mockup values for all character variables to be
used in generation of dummy data for shell creation
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prA L Variable Definition Screenshot

Variable - |g=| #

Step 1 Yariable Mame | Yariable Label | Data Twpe | YWariable Type
UsSUBIID nique Subject Identifier Characker Zateqorical
TRTO1P Planned Treatment For Pe,..  Characker Cateqorical
FASFL Full Analysis Set Populati..,  Characker _akeqgarical
SEx e Character Zakeqgaorical
RACE Face Characker Zateqorical

AGEGR 1N Pooled Age Group 1 (M) Murmeric Zakeqarical
AiGE age Murneric Continuous

Variable Details | Analysis Yariable Details I Missing Crata Information I Comparator

GMDR Domain IF'.DSL (Subject Level analysis Datases)

Variable Mame IF'-GEGRIN

Wariable Label IPDD'EEI Age Group 1 (M)

Data Type INumeric

Yariable Type ICaI:egl:uricaI

Attach a SAS T =
AGEGR 1M - || &
formatto a Step 3 / J e
variable for Feport Display Label | Age Group [nf%:)] il W
better decoding ll
on the table Step 4 ‘fl |2|3 il m
Case !Select ;! [T Desired Cace

V¥ Repaort Display Yariable ¥ Gmalysis Yariable \._iLeD_Z

ifference ‘\Noms




PRA Variable Configuration

Go to the Variable Configuration category on the
Manage Mockups screen

Select your “Subject Identifier Variable”

Specify your “Analysis Population” and Where
Condition for table sub-setting (e.g. FASFL="Y")

Specify whether you want SAS Procedure
output in addition to your table output

Add a Mockup value for the summary statistics
in a shell (i.e. place an x where the numbers

would appear)
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PRA~ Variable Configuration (continued)

Select the variable to be used on a Column
Header Variable and provide its mockup
values.

Determine whether you want to add a total

column and want to include missing values

for your column header variable in the total
column

Specify if you want a Header N added to each
column to indicate the number of unique
subjects within that column.
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PRA Variable Configuration Screen Shot
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PRA Statistical Configuration Overview

Each “Analysis Variable” needs to have a statistical
configuration attached.

Separate libraries of statistical configuration can be
created for categorical analysis variables and
continuous analysis variables

From the Statistical Configuration screen you simply
select a configuration form the library. In the demo
we will show you what you look for on the statistical
configuration to determine if it is what you are
wanting to use.

[f the configuration you desire does not exist in the
library you create a new configuration and add it to
the library.
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Categorical Count Statistical
PFA ' Configurations

The Categorical Statistical Configuration is organized into Count
configurations and Percent Configurations.

For the Count Configurations you must:

Pick the layout of the count and percent (i.e. parentheses around
percent)

Set the number of spaces to indent the categories in the row just
below the variable label on the table layout

Select whether you want an actual or Unique Subject count
Determine the print order for the categories on the table
Specify if you want a total category added; if so how and where
Do you want a MISSING value category added

Determine if you also want confidence limits added in addition to
the actual count
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Categorical Count Statistical™

PFA ' Configurations Screenshot
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PRA = Categorical Percent Configurations

For Percent Configurations how must:

Specify which total will be used as the
denominator

Specify the number of decimals to present for
percentages

Give some logic for special formatting
conditions (e.g. if count=0 do not show the
percentage, or if count is not 0 and percentage
would round to 0 show as “<0.1")
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Categorical Percent Eonhmra |

PRA” screenshot
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PRA Continuous Statistical Configurations

The Continuous Statistical Configuration includes the following:

Selecting the set of summary statistics you want to present on
your table from the list of available statistics

Determining the label to display on the table for each statistic
Determining the decimal precision for each statistic

Checking a box if you want to present the mean and variance
component on the same line and choosing the layout of this
combination from a drop down list.

Checking a box if you want to present the median and quartiles
on the same line and choosing the layout of this combination
from a drop down list.

Checking a box if you want to present the minimum and
maximum on the same line and choose the layout of this
combination from a drop down list.
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Continuous Statistical'Configtrations s

PRA~ Screenshots
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PRA= Column Headers

The column headers category is where you define the header
labels for the columns of the report.
For each Column header you can specify

Header alignment

Data Alignment

Font style

Column width as a % of the page

Whether a column represents a key variable to repeat on each page
should the columns be too wide to fit on a single page

Whether a column represents a treatment column which will need
to be replaced with study treatments at the study level

You can stack up to 5 labels in the same column

[f you need a header to span multiple columns, you will need to
provide the spanning condition SAS syntax that will be applied to
the column statement in a PROC REPORT call.
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PRA = Column Headers Screenshot
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PRA~ Report Attributes

[tems that can be configured in the report
attributes category include:

Column header font style and size

The body of the table font style and size
Settings to control how page breaks are created
The report width and alighment on the page

A Message to print if a table is executed against
a null record dataset (e.g. a Serious Adverse
Event table created in a study with no SAEs)
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PRA Report Attributes Screenshot
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PRA~ Additional Categories

The remaining categories are Data Derivation, Titles and
Footnotes and Program Info.

The Data Derivation screen is where you can write
SAS code to serve as a pre-processing of the data prior
to the table configuration macro calls.

The Title and Footnotes screen is where you define
titles and footnotes for the table.
These will be loaded into the study titles and footnote

database when the table configuration is pulled into a
study.

They will then be editable at the study level if necessary.

The Program Info screen you can add detailed
programming notes that will be available to serve as a
communication tool to study team programmers who
will be using this table configuration.

Categories :

Preview

Yariable Configuration
Statistical Configuration
Column Headers

Pata Derrvation

Titles and Footnotes
Report Attributes
Program Info
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PRA = Creatin

g Tables at Study Level

These steps would now be completed by a study
team programmer or biostatistician

Before you can create tables you must first
create an ‘Analysis’

Analysisisw

ay to organize your analysis dataset

and TFL for differing purposes within a study

Within the Al

DaM and TFL screens you will

always start |
to work with

oy selecting the Analysis you want
in
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PRA~ Setting up an Analysis

* Open the Analysis Screen
* Click New to create a New Analysis

» Select your Analysis Group from the drop
down list (e.g. finalanalysis)

* GO through workflow defined by the various
categories on the Analysis screen.
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PRA~ Default Analysis Settings

This screen allows you to select the default setting
for the following

Orientation (landscape or portrait),
SAS log debug mode

Output File types for TFL as RTFE, PDF, LST and
HTML

Output file type for SAS STAT procedure output

Select the Sponsor metadata version for TFL
metadata (this determines which library
version of table mockups you can use)
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PRA ' Default Analysis Settings Screenshot
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PRA’ Common Analysis Titles

Allow you to set two common titles to serve as the
header for all TFL shells and data displays.

Set the header font style and size

Using drop down list chose fields to place in the
left justified panel, center panel and right
justified panel

IF you have selected a date field or a page
numbering field you must also specify the date
format and page number format.

These steps must be repeated for Title 2
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PRA’ Common Analysis Titles Screenshot
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PRA’ Common Analysis Footnhotes

Configuring the common footnotes is similar but there is
more flexibility to add multiple fields to a panel and you
can add free text as part of the standards footnotes not
just fields.

Select footers field from the “Available Footers” list

Use Arrows to move items in the various panels for
footnote 1 or footnote 2.

To add free text move the Free Text fields in the
panel and add the text to the label column.

Formatting for date fields and Page number use he
drop down list at the bottom of the screen.
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PRA° Common Analysis Footnotes




PRA~ Study Treatment

Since the library of tables will not have the study specific treatments
in the column headers these need to be updated within the study.

These can be added a single time in the Study setup screen and be
applied to all tables where the treatment columns were set of
“treatment columns”

Go to Study Setup screen and then select Study Treatment and
click the edit icon

Click the blue plus sign to add a treatment

Complete the Treatment Name and Treatment Label fields.
Repeat steps 2 and 3 until all treatments have been added
Click the Update Button to Save the changes
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PRA~ Study Treatment Screen
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PRA’ Creating Tables

You are now ready to create table programs in your
study from the the Analysis and Reporting (TFLs)
screen.

Select Table from the Mockup Type drop down list
Select your analysis

Select the Data Domain you will be using as the input
for the table (e.g. ADSL for the Demographics tables)

Click New

Select the mockup from the library by selecting it
from the drop down list.

This will load the configuration for the mockup you
selected from the library.
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PRA’ Creating Tables (Continued)

The study mockup name and description will
be populated from the library. There are only
two fields that need to be provided at the study
level.

The first is the output file name on the
Repeat/Titles and Footnotes screen

The second is Source Data and Output report
types on the Program Info tab
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PRA’ Creating Tables Screenshots
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PRA= Custom Tables

There are also ways you can also create non-
standard tables without selecting a mockup
from the library.

Click the custom table check box and then
write your own SAS program to create a
table

Go through the Categories screens and
configure a table at the study level just as
you would to when creating tables in the
library.
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PRA ' Custom Tables Screenshots
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Executing the Configuration
PRA  to Create a Shell

To create a table shell you will

Select the Mockup Name that you want to
execute as a shell from the list

Click the Running Man icon and select Mockup
Generation from the pop-up window. The job
will begin executing on the SAS server

When the job completes another pop-up will
notify you that output filename was generated
successfully.

Q A Clear Difference 7-Nov-13



Executing the Configuration s
PRA~ to Create a Shell Screen Shot
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PRA Viewing the Output from Your SAS Job

To view the outputs from your job, click the

View TFL Outputs Icon
files window

7| which brings up a

You can browse files as you might in
Windows Explorer and it will filter by file

Type

This allows you to keep all of the output files
organized in various folders but easily
browsed from a single screen
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pra ) Viewing the Output from Your SAS Job

Screenshot
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PRA’ Mockup Screenshot
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PRA = Mapping Study Metadata Repository (SDMR)
to Global Metadata Repository (GMDR)

As the study progresses you will re-run the
configuration to create a data display.

You will need to map the study analysis
metadata to the GMDR structure you define in
the TFL library.

[f you have set up both metadata sources to be
compliant with your company ADaM standards
this will be an auto-mapping
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PRA

o U1 A W=

7.

Clear Difference 7-Nov-13

SMDR Mapping

Go to Study Metadata (SMDR ) Screen
Select Analysis

. Add SMDR Dataset

Add GMDR Dataset
Right click on SMDR dataset panel

Select auto-map with select the
corresponding GMDR dataset

Click Save Mapping
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PRA’ Study Metadata (SMDR) Screenshot
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PRA’ Create a Data Display

From the Analysis and Reporting (TFLs) screen
you can now create a data display for your table
configuration.

Click Generate Table
Select Report Generation

View the output, logs and programs by
clicking View TFL Outputs and browse the
Files area.

k A Clear Difference 7-Nov-13




I
PRA’ Create a Data Display Screenshot
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Scheduling a Batch of Table'to Run =
PRA_~ Together

You can scheduler a batch of TFL together in a single
group to create shells or data displays from the
Scheduler screen

Click Report Program Group

Select your analysis

Click New

Give your group a Name (e.g. All Tables - shells)
Select whether you want shells or data displays

Select which of the available TFL you want to include
in your group using the arrow buttons

Click Save
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PRA’ Report Program Group Screenshot
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PRA~ Scheduling Your Group

From the scheduler screen you can schedule a
group to run on the SAS server.

" puto Mame ¢ Manual Mame

Schedule Nare |5ch -Letaurne (Sch Group 1-n) Date Time Cadd  status IScheduIed 'I ™ Maintain Data Sources

N Prepare Batch For External 545 Execution

-Perind
* SngleEvent  Multiple Event Shart Date |2013-DE-2? -

| I End Date 9

Event Type JReport Generation v IEDIS 03-27 z
thhr s mm  55)

Start Tine [21:33:55 =

Rerun Every | 03: day(s)

—Error Handling

Etrar Handing ISkjp vl
Errar Inkerval Type ISecnnd(s) 'I Errar Interval I

WNOVB

—Schedule Type

—Single Event
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PRA = Conclusion

CDISC standards for tabulation (SDTM) and analysis (ADaM)
datasets, provide the possibility of creating a library of standard
TFL that could be used across multiple sponsors.

PRA has created the EXACT system as a comprehensive enterprise
class system used for the creation of SDTM, and ADaM datasets,
Define.xml files, validation and compliance reports in addition to
creating TFL.

In this paper we have demonstrated
EXACT can be used to create a library of tables

After this library has been created study teams can create tables, at
the study level by selecting objects from the library and with very
little inputs have them ready to run to create both shells and data
displays.

These TFL programs can then be batched to run as a group via the
EXACT scheduler interface.
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