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ABSTRACT

The paper will discuss how pharmaceutical companies can take advantage of web technology when integrating
information from departments that contribute to the clinical trial process.

It is based upon a version of the SAS Information Delivery Portal which has been set up to function as a proof of
concept environment to illustrate our vision of how web technology can be used to allow an organisation to improve
collaboration between people and across departments.

Supported by the examples within this portal environment, possibilities for integration will be explored thus creating an
understanding of how to fully utilise the functionality the portal has to offer.

The topics that will be covered are:

Objectives of this paper;
Introduction to portals;
o Portals;
o The SAS Information Delivery Portal;
o Portal environment.
e  Our portal environment;
o  Motivation;
o Users of the portal;
o Integrating departmental information;
o Taking advantage of SAS on the web;
o The value of metadata.
Maintaining the Information Delivery Portal;
Validation of portal programs;
Security of the portal;
Tips;
Conclusion.

INTRODUCTION

With a specific interest in web technology and several years of experience using SAS mostly within the
pharmaceutical sector we decided to define a project in which we could bundle this experience and knowledge to
develop a “proof of concept” version of the SAS Information Delivery Portal.

This paper will walk through multiple ways to integrate processes and departments that contribute to the core
activities of a pharmaceutical company. From patient recruitment to data collection and from data cleansing to
generating reports, rather than covering all functionalities, the paper will explore how web technology can be of added
value.

NOTE: All clinical information used within the paper and demonstration portal is dummy data, created by OCS
Consulting for demonstration purposes only.

OBJECTIVES OF THIS PAPER

The objective of this paper is to illustrate how pharmaceutical companies can take advantage of web technology to
improve collaboration between people and across departments when integrating information from departments that
contribute to the clinical trial process. For this purpose, OCS Consulting has developed a “proof of concept” instance
of the SAS Information Delivery Portal presenting a broad range of examples to demonstrate the potential.
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INTRODUCTION TO PORTALS

PORTALS IN GENERAL
A portal can be best described as a website that acts as a "doorway" to an Intranet or a portion of the Internet,
targeted towards one particular person or group of people.

The main function of a portal is to bundle information in logical or functional areas.

When breaking down a portal into its core elements the main element of the portal is a web site.

To structure the content on this website, the content is categorised in so called portal pages which can be accessed
through the navigation menu.

In principle a portal page is a page within the portal that contains related information. For instance a page called
“Validation” would contain information related to the topic “Validation”.

The information on such a portal page is most commonly presented in one or more “portlets”. A portlet can be best
described as a container for holding related information. This information can consist of a broad range of items.
Typically a portlet contains information such as a web page, an image, a hyperlink or a web application. Examples of
such web applications are news, weather reports, forums, and email.

Given the above a portal is therefore an environment that allows for a personalised virtual workspace to be created.
Because a portal is available through a web browser, this workspace can be made available anytime, anywhere.

A more specific type of portal is an enterprise portal. This is a portal which assists in sharing information and
promoting collaboration in workplaces. The most common example of such an enterprise portal would probably be
Microsoft SharePoint.

THE SAS® INFORMATION DELIVERY PORTAL

The SAS Information Delivery Portal is an enterprise portal which provides a common front end to the SAS enterprise
intelligence platform, providing a personalised virtual workspace which deploys the power of SAS software. The
following image is a screenshot of the SAS Information Delivery Portal.
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Image 1: The SAS® Information Delivery Portal

The appearance of the portal can be customised to represent the corporate image. To illustrate this, the

demonstration portal has been adapted in appearance.
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The portal consists of the following main screen components:
e Portal menu;

¢ Information header;
¢ Navigation menu;
e Portal page(s);
e Portlets.
PORTAL MENU

The default portal menu consists of the items: options, search, log off and help. The options menu allows the user to
customise the portal, its content, the layout etcetera. Search allows to user to search for specific information within
the portal. Log off will log off the current user. Help will open up the portal’s help menu.

[ Options ~ | Search | Log Off pragrammert | Help ~ =]

Image 2: Portal menu

INFORMATION HEADER

The information header contains information on what is currently displayed in the main portal screen. If, for instance,
the result of a SAS program is displayed in the main portal window, the information header will present the name of
the executed program.

SAS® Portal Q sty |

Image 3: Information header

NAVIGATION
The navigation menu allows the user to navigate the portal content. Via the tabs the available portal pages can be
accessed.

|Hnme Company | Data management | Study infarmation  Reparting |

Image 4: Navigation

PORTAL PAGES

By means of the navigation menu the user can access the available portal pages. A portal page is a page that can
contain one or multiple related portlets. The image below illustrates a part of the first portal page as presented in
Image 1, with portlets, each showing an Internet site.
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Image 5: Portal page

PORTLETS

Portlets are visible containers, used to bundle related information. Within these portlets different types of content can
be stored. The most common types are links, web pages and stored processes. Links can be links to other web sites,
documents, images etc. Web pages can be a website as shown in image 5, but could just as well be a web
application such as web mail or a discussion forum. Stored processes are SAS programs that can be executed
through the portal and have the ability to accept parameters, creating a possibility to develop dynamic programs. For
instance, when a SAS program generates a listing on all subjects, it would be possible for the user to select the
subject ID(s) to be present in the listing.
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PORTAL ENVIRONMENT
This section will create a high level view of the different components of the portal environment.

The SAS Information Delivery Portal is a portal that runs on a web server. From the portal itself the visible elements
are controlled. With the SAS Web administrator account, portal pages can be defined, as well as portlets and
assigning content to the portlets.

These visible elements can be assigned to user groups which will determine the appearance of the portal for a user
(group). Information such as user groups are derived from a central SAS server called the SAS metadata server. This
server stores the metadata of the company: Libraries, Data, business rules and much more. Access to this metadata
is controlled via access rights linked to users or user groups.

The content of the SAS metadata can be maintained via the SAS management console, which is a graphical shell
allowing the user with the right credentials to add, remove and modify metadata.

The SAS metadata server also contains settings to connect to the stored process server, a SAS server dedicated to
execute stored processes. Therefore the SAS metadata server is the main control for all SAS interfaces such as the
Information Delivery Portal, Enterprise Guide and the MS Office Add-in. Stored processes which are not designed
specifically for usage via a web browser can be used from all these interfaces.

The following image illustrates a high level overview of the above

Client interfaces

SAS Information Delivery Portal
Enterprise Guide
Microsoft office Add-in

SAS
Metadata server

SAS management console

SAS Stored process server

Metadata

Metadata Server
management

(and stored process server)

Image 6: High level overview
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OUR PORTAL ENVIRONMENT

MOTIVATION

After developing a demo on how the Information Delivery Portal can be used in the pharmaceutical sector, we
undertook an assignment with one of our clients to customise the portal to their company style, and to develop
specific SAS programs for use in their Information delivery Portal. With the existing demo, newly gained knowledge
and deepened insights from our client case we decided to take our existing demo a step further, not just showing how
the information delivery portal can be used within the pharmaceutical sector, but also show how web technology can
be used to allow an organisation to improve collaboration between people and across departments.

USERS OF THE PORTAL
For our portal environment we have selected the type of information consumers to be:
e Managers;
e Data managers;
e  Statistical programmers;
e  Statisticians.

These users are purely illustrative and the general concept of the examples given could just as well be applied to
other types of information consumers in the pharmaceutical sector.

As discussed the functionalities offered by the portal are managed by the SAS Metadata server. Access rights to
separate items such as libraries are also controlled by the metadata server and can be granted to a user or a user
group. In our environment we have decided to manage security ONLY via user groups because this improves
maintainability. The user account is used to grant access to the portal, and if requested to perform some logging on
the processes started by this user. The user itself has no rights within the portal. All rights the user has are inherited
from the different user groups the user is a member of.

For user groups we distinguish’ three different types of groups: Company, roles and projects.
The first group type is a physical group called company. All users are a member of this group and will be allowed to
perform everything within the portal that is not restricted.

The second group type consists of all the groups that specify a specific role the user has within the portal. These roles
define what the portal will look like, and what functionalities are available to the user. In our portal environment we
have defined role groups that define the different roles our users have in the portal, which are:

e Manager Data Management;

e Manager Statistical programming;
e Manager Statistics;

e Data manager;

e  Statistical programmer;

e  Statistician.

In an example we will take a manager who is responsible for Data Management as well as Statistics. This manager
would be a member of the group company, Manager Data Management and Manager Statistics. If this manager
would be responsible for Statistics only the manager would be member of the groups company and Manager
Statistics. In the first situation, this manager would have access to the management information for Data Management
and Statistics (1), as in the latter this manager would only be able to view the management information regarding
Statistics(2). It is with these groups that the appearance of the portal is defined.

N Options ~ | Search | Log Of managert | Help ~ =
(1) -
SAS® Portal ©) s consuing
Home | Company | Datamanagement | Studyinformation | Reporting
St Compary
Overview of data issues per CRE ‘Sharea: Manager satstics Recruitment overview Sharea: Hanager data mansgement
Overview of data issues per CRF select study: [Demo003 =]
S Options ~ | Search | Log OF manager? | Help ~ |Recruitment by center for Demo003
“T'SAS® Portal © tes consling
2
Home = Company | Datan nt  Studyinformation | Reporting PR .
sssss voompan) [T | s sx [ e ss s 2=
Overview of data issues per CRE Sraret ansgersatistice

Overview of data issues per CRF

CRF niame Total Queried Corected No action taken Awaiting answer Not processed.
Screenin ] {0} {0} {0} {0y {0} {0}
Inclusion/exclusion {3} {2} {0} {0} {0} 1)

Randomisation “y (4 (0} {0} {0} {0}

medical history 3r {0 1 2 0 0

Image 7: Appearance defined by group membership Manager1 is allowed to see the recruitment overview
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The third type of group contains all the groups that are created per project. This means that for each project or study,
a group will be created. If a user is working on a particular project, the user will be a member of this project group.
These groups will not be used to control portal content, but will come into play when we start working with the project
data.

To summarise: All users will be member of company and can view all non restricted contents of the portal. The role
groups define the behaviour, appearance and functionality of the portal, and the projects groups will be used when
data is requested through stored processes. This is summarised in the following image.

Company

Roles Projects

Image 8: user groups
INTEGRATING DEPARTMENTAL INFORMATION

Within each department of a pharmaceutical company there is valuable information present. Some of this information
could be of added value to other departments, be it direct or as supportive or background information.

When the need for this information arises, most likely someone will pick up the phone and call the department that
has the required information. This information will then be provided (often manually) to the requesting department.

Next to the fact that there is a threshold because you have to pick up the phone and explain what you want; the
person providing the information has to stop their day to day routine to fulfil the request. More often than not the
reason that this information is not available is that the requested information resides in a system that is not accessible
to the other department.

To illustrate how the Information Delivery Portal can assist to improve collaboration between people and across
departments we will present an example situation where there is data available within a department which is of value
to another department and how this requested information can be presented trough the portal.

The example situation is related to data quality. For the example we assume that the company uses a data
management tool like Oracle Clinical. A data manager is able to provide you with the number of data quality checks
within a specific study, if requested even per panel. Also the number of data issues found in the study as to date can
be provided. This is because this information is available within Oracle Clinical and the data managers has access to
Oracle clinical. A statistical programmer has no access to Oracle clinical, but this information can be of use. The most
trivial example is that a statistical programmer finds a possible data issue and want to ensure that the data issue is
tracked by data management.

As a possible approach we have created SAS programs that extract data from the Oracle clinical database and
present this information to the specified information consumer. For our example we would present listings to the
statistical programmer. These programs allows the statistical programmer to specify the type of information to be
presented: A list of data quality checks in the study which can be filtered per panel and a list of known data issues
which can be filtered per panel or per subject.

Listing of Data Quality Checks per CRF Shared:

Filter per panel: I(AII panels) j Execute

Overview of DQC

CRF name DQC number DQc
Screening 1 Screening date filled in?
Inclusion/exclusion 2 Are all inclusion criteria answered with yes?
3 Are all exclusion criteria answered with no?
4

Randomisation Randomisation date filled in?

5 Randomisation date after screening date?

Image 9: List of data quality checks in the study which can be filtered per panel
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The statistical programmer is capable of retrieving this information because we granted the role of statistical
programmer to request this type of data from oracle clinical through our SAS program. This is also where the project
groups kick in. The statistical programmer is only allowed to retrieve this information for the projects / studies of which
the programmer is a member.

For the same data quality information we take another example; a statistician. Unlike the statistical programmer the
statistician might be interested in an overview of the number of data issues encountered per panel, and the action
taken on these data issues. The main difference with the previous example is that the statistician requires a different
level of the same information. For the rest the same principles apply. The role determines that the statistician will be
presented with the higher level view, and the project groups determine of which projects the information can be
viewed.

Overview of data issues per CRF
CRF name Total Queried Corrected Mo action faken Awaiting answer Not processed
Screening {0} {0} {0} {0} {0} {0}
Inclusion/exclusion {3} {2} {0} {0} {0} {1}
Randomisation {4} {4} {0} {0} {0} {0}
medical history {3} {0} {1} {2} {0} {0}
Demographics {0}y {0} {0} {0} {0} {0}
Medication {0y {0}y {0} 10} [0} 10y
Adverse Events {0} {0} {0} {0} {0} {0}
Serious Adverse Events {0} {0} {0} {0} {0} {0}
End of trial {1} {0} {0} {0} {1} {0}

Image 10: Overview of data issues found per panel

TAKING ADVANTAGE OF SAS ON THE WEB

The SAS Information delivery Portal provides access to the SAS enterprise intelligence platform. This platform allows
applications such as the Information Delivery Portal to access SAS software in a regulated manner. Most of these
“rules” are defined in the SAS metadata server and therefore apply to all applications that execute a stored process
through the SAS enterprise intelligence platform.

As an example we will take a SAS stored process which results in an image of a simple line plot. Within the SAS
metadata server it is defined which user (groups) have the right to execute this stored process. We can therefore
choose to execute this process through an application as Microsoft PowerPoint. After we provided the correct
credentials to the login we are presented with the result: an image in a PowerPoint presentation.

SAS Metadata Server Login
(1)
il Enter your user niame and password. Some servers reauie N
user name fo be entered as "domaintuser name'" )
iy Reports & [x]
w E 8| | x|
y l‘— =-(j 5AS Folders Name = [ Type [ Deseription
ST name: &L IDPdemo ) (&) Data_issues_per CRF Stored Process  Create an overviewc|
Freanr] [ cliical_reporing (3 Total score of efficavy scak, by tesiment group
5 2
I Save password with metadata corfiguration et
%
80;
q I I 70;
IDPdemoidata_management Open @
=0

Image 11: Logon (1), select a stored process (2) and view the output in PowerPoint (3)+

If we would execute the same stored process through the SAS Information Delivery Portal we would end up with the
exact same result, but then presented in a web browser, rather than in PowerPoint.

When looking only at stored processes, the biggest advantage the portal has to offer is that the stored processes are
executed through a web browser and the result is presented in a web browser, allowing you to exploit this
functionality.
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A simple example of this is to create a summary table of for instance Adverse Events, and adding a hyperlink to each
result. When clicking on the hyperlink another stored process is started retrieving the detailed information on which

the summary is based. In the example below we click on the cell with value 6 (37.5) representing the SOC Body as a
whole for the active treatment and as a result a listing is produced presenting the subset on which the figure is based.

J Number (%) of subjects with AE, by System Organ Class I— 5 Y
&R e Selected subset of the Adverse event report
N System organ class  Active freafment Placebo
(=18 N=14) subject sysfem organ class preferred term  starf dafe (day) end date (day) infensity relafionship action taken
Body as a whole 7(43.8) 5 (42.9) number fo study drug
000004 Body as a whole Face edema  15JAN1999 (1) 16JAN1999 (2} mile unlikely none
Cardiovascular system 3 (18.8) 2(14.3) Body as a whole Face edema  23JAN1999 (9) 24JAN1999 (10) moderate unlikely none
Body as a whole Headache 20JAN1999 (6)  26JANT999 (12} mild unlikely none
Digestive system 11(68.8) 9(64.3) Body asawhole  Asthenia OTJANTS99 (13) 200AN1999 (15) mild  unlikely nane
000006 Body as a whole Asthenia 30JAN1999 (10) 01FEB1999 (12) mild unlikely none
MNervous system 8 (50.0) 9 (64.3)
Body as a whole Flu syndrome  09FEB1999 (20) . () moderate possibly none
000007 Body as a whole Face edema  27JAN1999 (3) 03FEB1999 (10) moderate unlikely none
000014 Body as a whole Face edema 22FEB1999 (3) 22FEB1999 (9) mild probably none
000017 Body as a whole Face edema 20FEB1999 (4) 27FEB1999 (11) moderate unlikely none
000027 Body as a whole Face edema  18MAR1999 (§) 19MAR1999 (6) moderate unlikely none
000029 Body as a whole Headache 30MAR1999 (8) 30MAR1999 (8) mild unlikely none

Image 12: Summary table with drilldown functionality (1), and the detailed (drilled) information (2)

Another example is a graphical presentation of a patient profile. This table is created as an HTML table and can
therefore benefit from both graphic and dynamic functionalities. It contains the domains Adverse Events, Drug
accountability and Vital Signs. To assist the reviewing process, the user has the ability to expand and collapse the
different domains allowing two domains to be displayed directly underneath each other.

Of course we could add functionality equal to the one above allowing us to view all subjects with the “syncope”
adverse events when clicking on this name.

1)

Eﬂbject: 000005 Gender: Female Age:34 Treatment: Placebo

~ 2}

Legend -
1[2]3[a]s[e]7]a s 10][1n[12]13[1a[15]16[17]1a
General
Cardiovascular system No data
Syncope Dirug end date
Digestive system Extension period
Constipation
Dry mouth Adverse Events

Intensity per day, by System Organ Class and preferred term
Increase appetite

Hervous system WMild
Dizziness Moderate
Nervousness Severe

Very severe

Dosing
e Drug Aceountablility
Systolic Blood pressure Dosing day
Diastolic Blood pressure
Vital Signs
+ Pasitive change from baseline

Negative change from baseline
Change within normal range
Change outside normal rage, within safety range

Change outside safety range

Image 13: Graphical patient profile (1), and the legend (2)
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Both examples demonstrate how to add functionality to the output side of the process.

We can also take advantage of controlling the input side. The simplest example of achieving this is to create a stored
process that reads all the members of a library and creates a selection form from the result, allowing the user to
select a dataset to review and optionally set a where clause.

Set program parameters

Select the dataset to display
Basechar x

Set a where clause {optional)

|

Image 14 controlling the input side

As a final example we complete the circle. This example allows the user to dynamically create a table by dragging
variables into the column or row dimension of a table from the list of available variables (classes). Inside the table are
the calculation variables from which the user can select which ones to include in the report. When this stored process
is executed the table specified will be generated. Above the table the same table selection screen will be presented,
so the user can easily modify and re-execute the request. Some pre defined variables will initially be summarised (in
this case position). If the user clicks on this variable the stored procedure is re-executed with the information to
expand (drill) the selected variable.

0

Dynamic table

I‘E‘I
N Treatment group
Classes
Column Active Placebo
Heart rate Heart rafe
. Day Paosition
Subject T —
reatment group 1 Total 1082.00  1012.00 (ay
7 Total 955.00 78000 T Trealment group
Row 21 Total 896.00 762,00 Active  Placebo
Select calculation variables: Heart rate Heart rate
I” Diastolic blood pressure Day Position
W heart rate 4
Day I™ Systolic blood pressure 1 Siting - o

Standing 935.00 784.00
Supine 147.00 140.00
7  Standing 884.00 638.00
Supine 71.00 142.00
21 Standing 896.00 646.00
Supine . 136.00

Position Present calculation in:

@ Column. © Row.

Create Table

Image 15: Dynamic table selection (1), Result table (2) and the drilled result (3)

THE VALUE OF METADATA

Another powerful feature of the SAS enterprise intelligence platform is the use of metadata. According to the
dictionary “Meta“ means “referring to itself’ therefore Metadata would mean data referring to itself, and in fact it is!

To start of with an example of metadata in the pharmaceutical sector, let's take the variable in a dataset called BMI.
On its own we can guess what this variable contains. But we cannot be sure. If we look at the metadata description of
this variable we find that this variable contains the Body Mass Index and in the extended attributes we find that the
derivation method for BMI is weight(kg)/(height(m)*height(M)).

This kind of information is very valuable to a company and is often underestimated. An example of how to make use
of this metadata is when insight is required in the derivation method of a variable. Let’s take our BMI example and
assume that for some peculiar reason the FDA decides to modify the calculation rule, and 5 years later | need to
know which studies were reported containing the BMI variable, categorised by calculation method.

Luckily we have created metadata. By searching on all variables within all studies for the description “Body Mass
Index” and retaining the derivation method information, we can easily create a table or listing from the result.

This is a powerful example, but metadata can be more. Within the portal we have several examples where we exploit
the value of metadata. A simple example is to display a listing of the team members, which is retrieved from the
members of the project group defined in the metadata server.
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Another example of using metadata in combination with the authorisation rights is to set authorisation on columns of a
dataset. At first this might not sound useful, but when for a blinded study we remove the authorisation of the column
containing the unblinding information this gets interesting. In effect this means that a statistical programmer can work
with the dataset without even knowing the unblinding information exists, as for his group profile it does not exist.

.’J"\_ Display of dataset: vitalsig _"—'\_ Display of dataset: vitalsig

(1) (2)

b '.-Sub,l'ecr Trestment group | Dsy Fozition Heart rafe Sy=tolic Dy=ztolic "_'..Sub,l'ecr Dsy Pozition Heart rate Sy=tolic Dysztolic

blood prezzure blood prezzurs blood pressure blood prezzure

000001 Placebo 1 Standing T8 140 50 000001 1 Standing T 140 20
000001 Placebo 7 Standing T8 124 85 000001 7 Standing 78 124 85
000001 Placsbo 21 Standing 74 132 88 000001 21 Standing 74 133 g8
000007  Active 1 Standing a8 156 84 000007 1 Standing a6a 185 g4
000007  Active 7 Standing 72 154 20 000007 7 Standing 72 154 20
000007  Active 21 Standing 70 149 79 000007 21 Standing ] 149 79
000012 | Active 1 Standing 58 145 78 000012 1 Standing ] 145 T8
000012 | Active 7 Standing a8 148 a8 000012 ¥ Standing a8 148 a8
000012 | Active 21 Standing (2] 152 T 000012 21 Standing 89 152 T

Image 16: Showing unblinded (1, highlighted column) versus blinded (2) datasets

As a final example we take the dynamic table creation program described in the section taking advantage of SAS on
the web. You might have noticed that the variables used in the table selection screen are of different types. The
different types of variables are:

e Variables that are presented as is;

e Variables that are summarised and can be drilled;

e Calculation variables.

This differentiation is not hard coded in the selection screen, or in the procedure. This information is gathered from
the Metadata server. In the metadata server it is possible to specify the summary role of a variable (Class, ID,
Statistic, Default and (None)). For the example above the “normal” variables will have the “ DEFAULT_” summary
role assigned. The calculation variables are defined with a “STATISTIC” summary role, and the drillable variable are
defined by a “CLASS” summary role. This information is retrieved by the dynamic table program and used to generate
the dynamic selection screen. Below is a screen shot of the assignment of the summary role in the metadata server.

General  Columng | Indexesl Keysl Physical Storagel Notesl Extenced Aﬂributesl Advancedl Authorizationl

# pscription Length Type Summary Role Sart Order Infarmat
1 & [Mumeric [Mone) (Mone) [Mone)
2 {Mumeric [ Morne) [Mone) [More]
| {Mumeric [Mone) [More]
IC
STATISTIC
_DEFALLT_
[ Mone)

Image 17: Assigning summary roles to the variables
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MAINTAINING THE INFORMATION DELIVERY PORTAL

This section will provide a high level overview of the maintenance of the Information Delivery Portal. As briefly

explained in the section “Portal environment”, maintenance of the portal can be performed from both the portal as well
as the SAS management console.

MAINTENANCE IN THE PORTAL
From within the portal, portal pages and portlets are created. To perform this task SAS has a special user called SAS
Web Administrator. This account has the privileges to create the required portal pages, portlets and assign content.
When creating these elements they can be assigned to a user group. When assigning a portal page or portlet to a
specific group every member of the group is allowed to view the element, and of course everybody who is not a
member will not see the element. This was illustrated in image 7. The following image displays the creation of a

portlet.

1 2)

[ Options * | Search | Log Off sasadm | Help ~. (2 hep - =]
| sas®Portal | Current Page 05 Conslfing
o £t Propetis Q Add Portlets to Page - Home ©) s Consuling
\Home Edit Content PR r— Options ~ | Search | Log Off sasadm | Help ~ =
Remore b PUBLS Sty Toni SAS® Portal © ustmsiting
Pages
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Preferences.
Create New Content.

Image 18: Creating a new portlet

Location (group): [ Not shared -

Wanager statistitall programming
Wanager statistics

Data manager

Statistical programmer
Statistician

Compan

Done

|

The elements created in the portal are merely containers. The main function of a portal is to bundle information in
logical or functional areas. This information can be information like other web pages, websites, documents or images.
This content is assigned to a portlet and is maintained via the Portal itself. The user groups and SAS related
information such as stored processes are regulated via the SAS management console.

MAINTENANCE IN THE SAS MANAGEMENT CONSOLE
The SAS management console is a graphical user interface from which users with the appropriate access rights can
add, remove and modify the metadata. The information that can be stored within the metadata server is too divers to
discuss in this paper. Therefore we will present an example of how to use the SAS management console to give an

impression.

To define a user, the user manager is selected. Right click on the right pane or on the user manager node will present
a menu from which we can select New -> user or New -> group. When selecting New-> User, we are presented with a
screen to fill out the information required for this user. The same applies when we select New-Group. To assign a
user to a group we double click on the user from the groups tab and move the desired groups from the “Available
groups” pane to the “Member of” pane.

¥ New User Properties

X

‘.,:ﬂ'tJ ceneral | Groups | Lagins | Authorization |

e

Name:

[Raymones Enien

Job Thle: [crical programmer

Description: ‘

Errail
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Address

Ok Cancel

2

¥ New Group Properties

General IMembersI Lnglr’\sl Aumnnzannn|

Name: [ctvical Progranmers
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Responsibilties Name | Role

¥, Raymond Ebben Properties

General Groups | Logins | Authorizstion |
€ Search & iew Al

[¥ Search Parent Repositories

Metnber of:

Avsilable Groups:

A5 Administrator jormer:

ey Delete.

™ Make this group avaiable ss a Role for applicstions:

Fortal Admins
Fortal Detmos

SAS General Servers
545 System Services

WRS Adrministratar o
WRS Advanced Lser
WRS Report Author ~H
WRS Report Consurmer
Properties
crcel | e

Image 19: Create a user (1), a user group (2) and assigning membership (3)
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VALIDATION

An important topic in the pharmaceutical industry is validation. Therefore we want to create a clear understanding of
the main difference between a regular SAS program and a stored process. From this we can analyse the impact on
validation.

The following lines of code are a snapshot of a regular SAS program generating a Vital Signs listing.

%******************************************************************************;

%* Output the listing *;

%******************************************************************************-
;

options 1s=126;

title "Vvital Signs";

proc report data=work.vitlis headskip split = '~' spacing=4 nowindows;
column sid vitstr hrtxt bp;
define sid / order 'Subject no.' Spacing=0 width=7 ;
define vitstr / display 'Start date (day)' width=16;
define hrtxt / display 'Heart rate' left width=5 ;
define bp / display 'Blood pressure~ (systolic/diastolic)' width=25;

break after sid / skip;
run;

The changes to be made to this program, so that it can function as a stored process, are minimal.

Before the program starts outputting (proc report), the SAS reserved macro call “%STPBEGIN;”, which comes with
the SAS System version 9 architecture, must be inserted in the program. When the programs stops outputting (run of
proc report), the SAS reserved macro call “%STPEND;” must be inserted in the code. This tells the SAS System that
the output is the output of a stored process, and works similar to the BASE SAS procedure “proc printto”. The
snapshot of the code when changed to a stored process is listed below.

%******************************************************************************-
;

%* Output the listing *;

%******************************************************************************;

options 1s=126;

title "Vital Signs";

$stpbegin; /* Re-direct the output */

proc report data=work.vitlis headskip split = '~' spacing=4 nowindows;
column sid vitstr hrtxt bp;
define sid / order 'Subject no.' Spacing=0 width=7 ;
define vitstr / display 'Start date (day)' width=16;
define hrtxt / display 'Heart rate' left width=5 ;
define bp / display 'Blood pressure~ (systolic/diastolic)' width=25;

break after sid / skip;
run;
$stpend; /* Close re-direction*/

Given the example above, the difference in validating a “regular” SAS program and a stored process is minimal. In
general you could state that all output created with a SAS program producing static output, will require minimal
changes to be transformed into a stored process, and therefore the impact on validation is minimal. When desired the
portal is capable of creating a SAS log of the executed process.

Of course the portal offers a multitude of possibilities for creating dynamic output, some of which are described in this
paper. This would require an alternative approach to receive the status of validated program. However, since these
programs are used to gain insight into the data and assist with reviewing rather than for reporting to authorities,
validation is less of an issue. Hence it is important to differentiate between programs used to create the actual study
report and programs used to support this process.
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SECURITY

Due to the confidential nature of most clinical data, the topic of security is also important. For this paper two types of
security will be divided in to two types of security: access to the portal and access within the portal. Because the
portal is available through a web browser, it could be made accessible anytime, anywhere. How this can be secured
has more to do with accessing secure sites (for example https) than with the portal itself, therefore this will not be
discussed within this paper.

ACCESS WITHIN THE PORTAL

Access to the portal itself is granted via a logon procedure. The user has to specify username and password which
are verified by the same procedure as when the user would log on to the company network. The portal makes use of
Single Sign On, this means that once logged on, no credentials are requested until the session ends when the user
logs off, or by means of a session time-out.

One of the advantages of the SAS Information Delivery Portal is that the security within the portal is regulated though
the SAS metadata architecture. This makes maintenance easy, and assists in solving the issue of access to data and
securing the execution of SAS programs.

The security is based on users and user groups via the metadata server. This security can be applied to all portal
elements such as: portal pages, portlets and portlet content. If a user has no access rights to a specific item, the item
is not visible for this user. This means that the content of the same portal page can differ between users.

But this security can also apply to SAS libraries, SAS data and even columns in SAS datasets.

For our portal we have created several groups and users. An overview can be found in the section “users of the
portal”.

TIPS
When implementing the portal environment the following tips could be of assistance:

¢  With regard to the basic structure of the portal; the content and security could be derived from existing
Standard Operation Procedures as the portal is just a means to execute existing procedures;

e Demonstrating a “proof of concept” portal before the actual development assists future users in creating a
better understanding of the possibilities which usually results in much more concise user requirements;

e  When security is based on user groups instead of single users the maintenance becomes easier;

e When generating stored processes, make a clear distinction between programs used to create the actual
study report and programs that create dynamic output for reviewing purposes only. This will decrease the
validation effort required;

¢ We have found it is beneficial to ensure your portal development team is used to work in a regulated
environment;

e  When applying the use of metadata such as to store derivation rules, it is important that there are standards
in place; preferably a metadata librarian is appointed;

e  When developing stored processes, define the purpose upfront. When taking advantage of the web, the
stored process cannot be executes through other SAS clients;

¢  When developing stored processes for the web and for SAS clients, differentiate these processes by
assigning a descriptive subfolder name like “web-processes” and “general-processes’ within the SAS
metadata server.
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CONCLUSION

When integrating departmental information the SAS® Information Delivery Portal can deliver added value to the daily
process of the pharmaceutical sector by making information available to a user that would otherwise not, or not easily
be available, thereby increasing efficiency and delivering even more quality to the process. As illustrated in this paper
even the smallest examples such as the metadata on the derivation rules can deliver great value add.
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