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PROJECT MANAGEMENT

/B

Fundamentals of Project Management
for the Nonproject Manager

FEBRUARY 4, 5, 11,12, ONLINE ....ccccovvrerrerereerenens ID 10471
AUGUST 9,10 16, 17, ONLINE .....cevirrrreererereeeeireniens ID 10482

ONLINE TRAINING

To register, visit www.diahome.org. Click on Training, Find an
Educational Offering, and enter the event ID as the keyword

Contributing to High-performance
Biopharm Teams

OCTOBER 28-29; NOVEMBER 4, 5, 11,12, ONLINE ...ID 10483

Explore the six core competencies needed to work
productively within a project team along with the
personal interactions and the team dynamics necessary to
accommodate cross-functional participation in the project
work.

Learn the basic principles of project management and
how they can be applied to best meet the needs of your
projects. You will take away a set of project management
skills and techniques that can be immediately put to use.

(? WHAT YOU WILL LEARN

| s

What is a project?

Triple Constraint

Four “C’s” of managing a project

How to document the scope, establish
accountability, create a communications plan, scale
the project, and negotiating for support
Scheduling the work

Resolution skills

How to deal with changes

Motivation skills

Five steps to coping with project overload

WHO SHOULD ATTEND

Biotechnology/pharmaceutical professionals who
are looking to learn more about the project
management process and how to apply it to their
specific job responsibility.

CONTACT INFORMATION

Laura Parker
+1.215.442.6101
Laura.Parker@diahome.org

B

CONTINUING EDUCATION CREDITS

6.0 PMI Professional Development Units (PDUs)

@ WHAT YOU WILL LEARN
¢ Project management competencies
¢ Team building and development
¢ Matrix management
¢ Network and alliance building
e Conflict management
¢ Negotiation
e Teamwork

| g

WHO SHOULD ATTEND

¢ Project managers and sponsors
e Project leaders and team leads
e Team members

* Resource managers

e Third-party suppliers

CONTACT INFORMATION
Laura Parker
+1.215.442.6101
Laura.Parker@diahome.org

CONTINUING EDUCATION CREDITS
9.25 PMI Professional Development Units (PDUs)

E

All training courses can be customized to meet your needs. See page 30 for details on our in-company training program.
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REGULATORY AFFAIRS
ONLINE TRAINING

s/Ej To register, visit www.diahome.org. Click on Training, Find an
Educational Offering, and enter the event ID as the keyword

Basics of an IND
MAY 3,5,7,10,12,14, ONLINE.......ccceeeeeeecereeeeeins ID 10472

Explore the practical aspects of IND submission
preparation.

Q WHAT YOU WILL LEARN
e Overview and the IND
e IND items 1-6
» Special topics for clinical research under an IND
e IND item 7—Chemistry, Manufacturing, and
Controls
* IND items 8-9 and additional topics
» Activities and submissions regarding the IND

WHO SHOULD ATTEND

Professionals with less than one year of experience in
regulatory or those new to the IND process, including
those involved in:

e Clinical research

* Data management

o Statistics

* Project management

* Marketing

) s

(D CONTACT INFORMATION
Susan Mazak
+1.215.442.6183
Susan.Mazak@diahome.org

Basics of the NDA

MAY 17,19, 21, 24, 25, 26, ONLINE.......c.ccocvvrvrrrrinis ID 10473

Discuss the practical aspects of NDA submission
preparation, steps required to prepare an NDA, and review
postapproval activities.

@ WHAT YOU WILL LEARN
e The NDA in CTD Format
» CTD/NDA process - Modules 1-5
e Postsapproval regulatory requirements for NDAs

| =il >

WHO SHOULD ATTEND

Professionals involved in:

* Regulatory affairs

Business development and marketing
Clinical research

Biostatistics

Research

Quality assurance

* Medical writing

@ CONTACT INFORMATION
Susan Mazak
+1.215.442.6183
Susan.Mazak@diahome.org

All training courses can be customized to meet your needs. See page 30 for details on our in-company training program.



REGULATORY AFFAIRS

ONLINE TRAINING

Interactions with the FDA during
IND/NDA Phases

JUNE 2-3, ONLINE ..o ID 10474

Learn how to effectively communicate with FDA personnel
at various points in the IND/NDA phase.

Q WHAT YOU WILL LEARN

* FDA’s guidance on meetings and how to request
them

« Timeline of events for sponsors in requesting a
Type A, B, or C meeting with FDA

* Objectives and conduct of specific meetings with
FDA

e Principles for communicating with FDA

* Meeting etiquette

* How to resolve issues or disputes with FDA

e Summary on interacting with FDA

* Advisory committee meetings
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WHO SHOULD ATTEND

Professionals involved in:

* Regulatory affairs

* Business development and marketing
* Clinical research

» Biostatistics

* Research

* Quality assurance

* Medical writing

@ CONTACT INFORMATION
Susan Mazak
+1.215.442.6183

Susan.Mazak@diahome.org

Regulatory Aspects of Prescription
Drug/Biologics Advertising and
Promotional Labeling

JUNE 4, ONLINE ...coiiiiirrrirencncee e ID 10475

Explore the regulatory requirements for promotion of
prescription drugs and biologics and the role of regulatory
affairs in reviewing promotional labeling.

@ WHAT YOU WILL LEARN

« Definitions

e Statutory basis for promotional regulations

* Required elements for advertisements and
promotional labeling

» Reminder advertisements/labeling

e Preapproval promotional activities

» FDA enforcement actions

e Launch promotional pieces

e Postmarketing submissions of advertising

» Similarities and differences in regulatory
requirements for drugs and biologics

e Principles for advertising and promotion

| >

WHO SHOULD ATTEND

Pharmaceutical biologics and medical device
professionals involved in:

¢ Marketing

» Regulatory/Legal affairs

» Public relations/affairs

¢ Advertising

e Compliance

¢ Management

@ CONTACT INFORMATION
Susan Mazak
+1.215.442.6183
Susan.Mazak@diahome.org

All training courses can be customized to meet your needs. See page 30 for details on our in-company training program.



Customized In-Company Training Solutions

Bring Any DIA Training ‘

Course to Your Company.

No two businesses are exactly alike. Each
organization has its own goals, competitive
situation, products and services, and corporate culture.
The combination of all these factors makes every company
unigue. So why should your training be anything less?

Improve your staff's performance by providing them with the
customized training they need to:

e Be more effective on the job
* Stay ahead of changing technology
¢ Add more value to your company

e Save time away from the office

You provide the students and a learning-friendly environment, we supply the

instructors and the learning materials—all at your company location! DIA offers

more than 20 courses taught by expert faculty whose many years of real-world experience
will help you achieve real-world success.

For a customized proposal, call Jessica Kusma 215-442-6182, or email Jessica.Kusma@diahome.org.
We will identify and develop the perfect customized training course designed specifically to meet the goals
of your organization.

For a complete listing of In-Company training courses, visit www.diahome.org.
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The Leadership Experience

LeaderPoint, in cooperation with the Drug Information Association, conducts this
3 1/2-day, comprehensive management and leadership development program.

Enroliment limited to 24 registrants.

March 8-11, 2010, Bethesda, MD
August 9-12, 2010, Boston, MA
October 18-21, 2010, San Diego, CA

Exceed Your Project Goals

This easy-to-understand course will provide you with the real-world training you

need to apply interpersonal and leadership concepts to exceed your business goals.

WHAT YOU WILL LEARN WHO SHOULD ATTEND

» Skills required to establish cooperation Project leaders and sponsors

P> Tips for diagnosing and correcting
dysfunctional groups

Clinical operations professionals

) ) ) Clinical data managers

P How to combine the skills of multiple
stakeholders to accomplish a goal

» How to lead a team that does not report Resource managers

to you

>
>
4
P Regulatory affairs professionals
| 4
» Team members

4

P Getting others to take responsibility for
significant outcomes

Third-party suppliers

P How to deal with performance problems
quickly and easily

Part of the Project Management Certificate Program

For more information, go to www.diahome.org

CONTINUING EDUCATION

w iject The Drug Information Association has been reviewed and approved as a provider of
'M.'ma.gement project management training by the Project Management Institute (PMI). This program
SM Institute offers a maximum of 28 professional development units (PDUs).

If you would like to receive a statement of credit, you must attend the program, sign-in at the registration desk each
morning, and complete the on-line credit request process through My Transcript at www.diahome.org. Participants
will be able to download a statement of credit upon successful submission of the credit request. My Transcript will
be available for credit requests on Friday, August 13, 2010.

Disclosure Policy: It is Drug Information Association policy that all faculty participating in continuing education
activities must disclose to the program audience (1) any real or apparent conflict(s) of interest related to the
content of their presentation and (2) discussions of unlabeled or unapproved uses of drugs or medical devices.
Faculty disclosures will be included in the course materials.

Learning Objectives: At the conclusion of this course, participants should be able to:

Register Early!

PAST PARTICIPANTS

3M Pharmaceuticals

Abbott Laboratories

Adolor Corporation

Alcon Laboratories, Inc.

Allergan Inc.

Amgen, Inc.

Amylin Pharmaceuticals, Inc.

AstraZeneca

Aventis Pharmaceuticals

Baxter

Bayer Pharmaceuticals

Berlex Laboratories, Inc.

BioNumerik Pharmaceuticals

Boehringer Ingelheim

Bristol-Myers Squibb

Cangene Corp

Centocor, Inc.

Cephalon Inc

Chesapeake Research Review

Chiron Corporation

Chugai Pharma USA, LLC

Covance

Cubist Pharmaceuticals

CuraGen Corporation

Daiichi Pharmaceutical

F. Hoffmann-La Roche Inc

Forest Laboratories

Fujisawa Healthcare, Inc

GE Healthcare

Genelabs Technologies

Genentech, Inc.

Genzyme Corporation

GlaxoSmithKline

Guilford Pharmaceuticals

Hemosol LP

Inova Health System

Interactive Clinical
Technologies

Janssen Pharmaceutica, Inc.

Ligand Pharmaceuticals, Inc.

Mayo Clinic

Medimmune

Medtronic

Merck & Co,, Inc.

Neurocrine Biosciences Inc

Northeastern University

Novartis Pharmaceuticals

Novo Nordisk
Pharmaceuticals

NPS PharmaceuticalsNucryst
Pharmaceuticals Inc

Orthofix Inc.

0S| Pharmaceuticals, Inc.

Pfizer

Pharmacia Corp.

Precision Clinical Research
Group

Quintiles, Inc.

Quorum Review-IRB

Roche Pharmaceuticals

Sanofi-Synthelabo

Schering Plough

Scios, Inc.

Sepracor Inc

Serono, Inc.

Solvay Pharmaceuticals

Takeda Pharmaceuticals

Target Research Associates

Teva Neuroscience

University of Maryland

University of Oklahoma

University of Texas

University of Virginia

Utah Poison Control Center

Vertex Pharmaceuticals, Inc.

Wyeth Pharmaceuticals

Faculty comprises professionals in the
pharmaceutical and related industries
who are experts actively practicing

in their particular disciplines.

For detailed program information includ-
ing faculty and topics, please contact
Susan Mazak at +1.215.442.6183 (Susan.
Mazak@diahome.org) or Mike Laddin
(mladdin@leaderpoint.biz)

Unless otherwise disclosed, DIA acknowledges that

the statements made by speakers are their own opin-

¢ Create and maintain cooperation among people * Integrate opportunity into current strengths jon and not necessarily that of the organization they

* Diagnose and correct dysfunctional group dynamics * Conduct activities consistent with strategy represent, or that of the Drug Information Association.

* Create situations allowing others to take significant * Contribute to the formulation and implementation Speakers and agenda are subject to change without
responsibilities for work of strategy notice. Recording of any DIA training material in any

* Intervene when required performance is not achieved ® Read and analyze financial reports type of media, is prohibited without prior written

consent from DIA.

For detailed program information including faculty and topics, please contact Susan Mazak at +1.215.442.6183 (Susan.Mazak@diahome.org) or Mike Laddin
(mladdin@leaderpoint.biz
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WORLDWIDE HEADQUARTERS
800 Enterprise Road, Suite 200
Horsham, PA 19044, USA






