IDRAC”

A SINGLE SOURCE OF TRUSTED GLOBAL REGULATORY INTELLIGENCE

WHAT SETS IDRAC APART?

An unrivaled depth of global information

Covers both established and emerging economies
Unique, proprietary regulatory intelligence
Compiled by Thomson Reuters regulatory experts
Every entry is curated manually

MINIMIZE YOUR REGULATORY RISK AND GAIN
COMPETITIVE ADVANTAGE

IDRAC® from Thomson Reuters helps you get your product
to market without delay, and ensures it stays there.

IDRAC equips your organization to stay fully up to date
with the ever-changing requirements of governments
and regulatory authorities around the world. Only
IDRAC has the global reach, depth of analysis and
local expert knowledge to keep you informed of every
regulation that could affect your product.

This is why IDRAC is the solution the world’s most
demanding pharmaceutical companies rely on to guide
their regulatory decisions, day after day.

Several ways to retrieve information:

Simple search

Advanced search

Expert documents classified by subject
Reference texts

New texts

Subjects

WHEN YOU CAN BENEFIT

Optimize your regulatory strategy and minimize
your risk
Save time and cost

Get your product to the market on time and
keep it there
Gain a competitive advantage

SAVE TIME AND COST WITH RELIABLE,
IMPARTIAL KNOWLEDGE

IDRAC saves you the things most precious to your
organization—time and cost. Complying with the
regulatory demands of every potential market is
an onerous and time-consuming task. Get it wrong
and you might delay your drug’s entry into your
target marketplace.

IDRAC has built its enviable reputation on providing
reliable, impartial knowledge the moment it's available,
backed up by accurate, expert analysis and the world's
finest customer support.

It ensures you're aware of every relevant piece of
legislation, saving you the effort of acquiring, compiling,
indexing, cross-referencing, updating and analyzing the
regulatory information vital to your business.

UNSURPASSED DEPTH OF COVERAGE

Uniquely, IDRAC contains three distinct levels of regulatory
intelligence, working together to provide you with the
greatest single repository of regulatory knowledge and
expertise available anywhere in the world.

Tens of thousands of documents cover all aspects
of drug development in each country or region,
thematically organized for easy retrieval, with more
added on a daily basis.
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IDRAC®

AVAILABLE REGION MODULES

* International

* European Union
* ASEAN

* Mercosur

AVAILABLE COUNTRY MODULES

REFERENCE TEXTS

IDRAC contains the most complete collection of
published regulatory affairs reference texts available
from any source. The complete suite contains more than
70,000 critical documents going as far back as 1885,
along with fully structured, ready-to-use official forms.

) i;g;gli;a IDRAC contains unrivaled document comparison

« Austria features, enabling you to trace each step of new

* Belgium regulations and directives at a glance. Each regulatory
+ Brazil change is highlighted for your ease of reference. You can
* Bulgaria navigate easily between current and historical versions
* Canada . . . .

. Chile of texts and view texts from different countries, side by
+ China side on the screen.

* Colombia

: Eroa“a REGULATORY SUMMARIES

e Cyprus

« Czech Republic These exclusive reports, entirely in English, are written
* Denmark by our team of regulatory experts with input from our
: E§f°nia network of local regulatory consultants. They provide

) E'r';fcned essential additional insights into key processes, topics
. Germany and trends, and an examination of regulatory issues of a
+ Greece depth and detail available nowhere else.

* Hong Kong

. ||'|ulﬂgadrv REGULATORY INTELLIGENCE REPORTS

* Icelan

. India IDRAC contains an unmatched wealth of quality

* lreland proprietary intelligence. Depending on your

: :fr‘?el subscription, this gives you access to specialist

e ltaly . .

- Japan knowledge including:

© Lavia * Summary of new pharmaceutical legislation

* Lithuania

* Luxembourg * Pharmacovigilance at a glance

* Malaysia . .

. Malta »  Comparison of key regulatory requirements

*+ Mexico across the EU

* Netherlands . . . .

- Norway * EU legislation currently under discussion

+ Poland or planned for the future

* Portugal . C . . G .

. Romania EU Committees and Working Group overviews

’ 2“593” Federation +  FDA advisory committee summaries,

* Singapore . . . . .

. Slovakia member biographies and voting histories

* Slovenia .

FDA Inspectors Table
* South Africa

* South Korea

* Rolling update of CFR calendar integration

. S i

. Ssvael(:en *  Summary of public FDA workshop meetings

: ?W‘tze’la”d +  Overview reports on FDA drug and biologic approvals
° alwan

* Thailand *  SOPtemplates

* Turkey . . . .

+ Ukraine * Translations (over 900 proprietary translations into
+ United Kingdom English for China, Japan, South Korea, and Taiwan)

+ USA

* Vietham

Scientific Head Offices

REQUEST MORE INFORMATION

Americas
Philadelphia +1800 336 4474
+1215 386 0100

Europe, Middle East and Africa

London +44 20 7433 4000
Asia Pacific
Singapore +65 64116888

Tokyo +813 5218 6500

For a complete office list visit:
scientific.thomsonreuters.com/contact

PH0905128a
Copyright © 2010 Thomson Reuters

FAST, POWERFUL DOCUMENT RETRIEVAL
AND BROWSING

Navigating the regulatory knowledge in IDRAC is quick
and simple. Every document is classified by subject
and region. A powerful search engine enables you to
interrogate the entire database in seconds using full
text, title, and keyword searches.

Extensive hyperlinking makes it easy to browse through
documents, following citations from regulatory
summaries to the original reference texts, widening your
enquiry into associated regulations, and ensuring you're
always kept informed of the full picture.

Since each document has its own unique URL, you
can bookmark and share document addresses in your
browser and in emails—instantly retrieving the correct
information, the moment you need it.

OUTSTANDING SERVICE AND SUPPORT

Training is provided by qualified instructors who can

visit your site at your convenience or host virtual training
sessions online. You will also receive comprehensive
customer service through easy-to-follow product manuals,
and dedicated telephone and email helpdesk support.

BUILD THE COVERAGE THAT SUITS YOU

IDRAC is a flexible, modular system, enabling you to
build the coverage that suits you by subscribing only to
the countries and regions relevant to your organization.

The Global Module is an access point for users who work
with more than one IDRAC country module. It provides
content, regulatory expertise and visual enhancements
to aid comparisons between the regulatory
requirements in multiple countries and regions.

IDRAC SOP Library provides generic SOP templates
dedicated to clinical trials, updated continually to match
the changes in regulations.

Each user can choose to receive the IDRAC Weekly Alert,
bringing the very latest developments in global regulations
straight to their desktop. They can also create their own
email alerts and saved queries, configured to their needs.

IDRAC® Notes enables users to capture and store
personal notes within PDF documents, and share them
with their colleagues.

IDRAC® Regulatory Online Learning courses are also
available to bring your users up to speed on global
regulatory affairs.

Contact us today for more product information or visit science.thomsonreuters.com
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