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Preface

You can use this guide to:
= Install Oracle Argus Safety 8.2
s Upgrade from Argus Safety 8.x.x release to Oracle Argus Safety 8.2

Where to Find More Information

Oracle Help Center

The latest user documentation for Oracle Health Sciences products is available at
http://docs.oracle.com/en/industries/health-sciences/.

My Oracle Support

The latest release notes, patches and white papers are on My Oracle Support (MOS) at
https://support.oracle.com.

For help with using MOS, see https://docs.oracle.com/cd/E74665_
01/MOSHP/toc.htm.

Documentation Accessibility

For information about Oracle's commitment to accessibility, visit the Oracle
Accessibility Program website at
http://www.oracle.com/pls/topic/lookup?ctx=acc&id=docacc.

Access to Oracle Support

Oracle customers that have purchased support have access to electronic support
through My Oracle Support. For information, visit
http://www.oracle.com/pls/topic/lookup?ctx=acc&id=info or visit
http://www.oracle.com/pls/topic/lookup?ctx=acc&id=trs if you are hearing
impaired.
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Prepare to Install Argus Safety

Argus Safety is a configurable system and, based on user needs, you (administrators)
may install all or some of the components.

We recommend that you follow the steps in the order presented.






1

System Requirements

1.1 Hardware Requirements for Argus Safety
= Argus Safety Database Server

Hardware

Requirements  Small Mid-Sized Large

RAM 16 GB 32GB >=64 GB
CPU or Equivalent to 2 - 4 Equivalent to 4 - 8 Equivalent to 16 Dual
Processor Dual Core x 3GHz Dual Core x 3GHz Core x 3GHz
Fail Support Dataguard Dataguard Dataguard
System (physical

standby option)

Virtualization Optional Optional Optional
Exadata 12cR1 ~ Optional Optional Optional
(with 12.1.0.2 or

12.2.0.1)

Oracle RAC 12c  Optional Optional Optional

R1 (with 12.1.0.2

or 12.2.0.1)

= Argus Safety Web Server, Transaction Server, and Interchange Server

Hardware
Requirements  Small Mid-Sized Large
RAM 8 GB 16 GB 16 GB
CPU or 1 Dual Core CPUx3 2 Dual Core CPUs x3 2 Quad Core CPUs x 3
Processor GHz GHz GHz
Virtualization Physical Server or Physical Server or Physical Server or
Oracle Virtual Oracle Virtual Oracle Virtual
Machine Machine Machine
(OVM 3.2.10, 64-bit) (OVM 3.2.10, 64-bit) (OVM 3.2.10, 64-bit)
Minimum 1280 x 1024 1280 x 1024 1280 x 1024
Resolution
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1.2 Software Requirements for Argus Safety

= Argus Safety Web Client

RAM: 8 GB
3 GHz Dual Core CPU

Minimum Resolution: 1280 x 1024

= Argus Unblinding Tool

RAM: 8 GB
3 GHz Dual Core CPU

Minimum Resolution: 1280 x 1024

1.2.1 Operating System

Argus
Unblin Schema Interchange
Operating Web Transaction Interchange Web ding Creation Mapping
System DB Server  Server Server Server Client Tool Tool Tool
Operating — — — _ _ o
System as
certified for
Oracle
12.1.0.2 or
12.2.0.1
Microsoft — Yes Yes Yes — Yes Yes Yes
Windows 2016
Microsoft — Yes Yes Yes — Yes Yes Yes
Windows 2012
R2 Standard
Microsoft — — — — Yes — — —
Windows 10
(64-bit)

1.2.2 Oracle Components

Note: Make sure that you install same version of Oracle Database

Server and Client.
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Argus

Unblin Schema Interchange
Oracle Web Transaction Interchange Web ding Creation Mapping
Components DB Server Server Server Server Client Tool Tool Tool

Oracle Database Yes — — — — _ _
Server version

12.1.0.2 or

12.2.0.1

(Enterprise/Sta
ndard Edition 2
over CDB/PDB
or non-CDB
format)

Oracle 12¢ — Yes Yes Yes — Yes Yes Yes
Client version

12.1.0.2 or

12.2.0.1 (64-bit

only) with the

latest patch set

(See

Section 2.3.5,
"Install and
Apply Oracle
Patch Set" and
Section 2.3.3,
"Register
ODPNET in
Windows
Global
Assembly
Cache (GAQ)")

MTS — Yes Yes Yes — Yes Yes Yes
ODP.NET — Yes Yes Yes — Yes Yes Yes

JavaJRE1.8or — Yes — — — — Yes —

above (Required

for
Liquibase
and
WebGate
only)

Oracle Optional — — — — — — —
Advanced

Security

Transparent

Data Encryption

(TDE)

Oracle Optional — — — — — — —
Advanced

Security

Network

Encryption

Oracle XML Optional — — — — — _ _
Developer's Kit

(XDK) (Required

only for
PMDA R3
Paper
Reports)

System Requirements 1-3



Software Requirements for Argus Safety

1.2.3 Other Components

Other
Components

Argus

Unblin Schema Interchange
DB Transaction Interchange Web ding Creation Mapping
Server Web Server Server Server Client Tool Tool Tool

Microsoft
Internet
Explorer,
Version 11.0
(32/64-bit) -
Compatibility
View only

Microsoft Visual
C++ 2012
Runtime

Microsoft
Access Database
Engine 2010
Redistributable
x64

Microsoft NET
3.55P1
Framework

Microsoft Word
and Excel
(32/64-bit)

Adobe Acrobat
Reader DC/XI
with East Asian
Fonts

Adobe Acrobat
Library up to
1.7

— — — — Yes — —

— Yes Yes Yes — Yes Yes Yes

— — — — — — Yes —

— Yes Yes Yes — Yes Yes Yes

— — — — Yes — — —

— — — — Yes — — —

— Yes Yes — — — — —

1.2.4 Generic—Other Supported Features

If you are using... You must install...

Single Sign-On Oracle Identity Management (IDM) version 11.1.2.3

Built-in Reports to run the PMDA w  Oracle Business Intelligence Enterprise Edition
E2B R3 Paper Reports or Flexible (OBIEE) 12.2.1.4

Aggregate Reporting s Oracle BI Publisher 12.2.1.4 Standalone (for Argus SE
only)

s BI Publisher Desktop tool on the client machine to
customize the reports.

= WebLogic 12.2.1.3
See Chapter 17, "Configure OBIEE or BI Publisher."

LDAP for authentication support LDAP/LDAPS Protocol Version 3.0
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If you are using...

You must install...

E-mail capabilities within Argus

Documentum for Storage

Faxing capabilities for Expedited
Reports

E2B Reporting for exchange

Microsoft Windows 2012
Microsoft Windows 2016

SMTP Protocol.
The following Argus Safety components support SMTPS:

Argus Safety—Supports SMTPS and TLS 1.2 (Forced).
Both Implicit and Explicit modes.

Axway B2Bi 2.3.1 SP1—Supports SMTPS and TLS 1.2.
Implicit mode only.

OBIEE/BIP—Supports SMTPS and TLS 1.2, and must
have JDK 1.8 for SMTPS. Both Implicit and Explicit
modes.

Note that B2B does not supports SMTPS.

Documentum DFC 7.2 (32-bit) on Web, Transaction, and
Interchange Servers.

RightFax 10.6 (32-bit) on Transaction Server.

Oracle B2B 12.2.1.3—Certified with both AS1 and AS2
protocols for E2B exchanges between regulatory
authorities and pharmaceutical compan